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510(k) Summary KowoBT

Honeywell HomMed Sentry OTC Monitor

Date: April 11, 2006 - JUN -9 2006

Consultant Contact: Tommie J. Morgan, Ph.D., President
Morgan Consultants inc.
2018 North Durham Drive
Houston, TX 77008
713.880.5111 Voice or 713.880.3494 Fax

Company: Michael Leigh, Director Regulatory/Quality
Honeywell HomMed, LLC
3400 intertech Drive, Suite 200
Brookfield, Wl 53045
262.252.5794 Voice or 262.252.6119 Fax

Trade Name: Honeywell HomMed Sentry OTC Monitor

Common Name: Vital Signs Monitor

Classification Name: Cardiovascular and Respiratory Devices, Class ||
Product Code: NIBP Measurement System, DXN

Predicate Device: HomMed Sentry I11B Patient Monitor System K040651

Device Description:  The Honeywell HomMed Sentry OTC Monitor is a vital signs monitoring system.
The system measures noninvasive blood pressure, pulse rate, ora! temperature
and weight. The Sentry OTC Monitor has six serial ports available for external
options. The Sentry OTC Monitor acquires the vital signs data and displays it. The
data can be transmitted via the communication module to a central viewing station.

Indications for Use:  The Honeywell HomMed Sentry OTC Monitor is designed to refrospectively
monitor vital signs. Vital signs include noninvasive blood pressure, pulse rate, oral
temperature and weight. Data from optional commercial stand-alone products
extend the Sentry OTC Monitor's measurement capabilities. Data from the Sentry
OTC Monitor can be transmitted via a communication module to a central viewing

station for display. The Sentry OTC Monitor is not intended for emergency use or
real-time monitoring.

intended Use: The Honeywell HomMed Sentry OTC is the remarketing of a previously approved
product for OTC use. It is intended for personal use and use of the system allows
retrospective review of certain physiological functions. The Sentry OTC collects
vital signs data (including noninvasive blood pressure, pulse rate, oral
temperature, and weight} then can transmit the data to a central review station via
a communication network. The Sentry OTC is intended for use with adult and
pediatric patients over twelve years of age.

Technology: The Honeywell HomMed Sentry OTC Monitor employs the same technologies of
the predicate device, HomMed Sentry ilIB Patient Monitor System, K040651.

HomMed LLC
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The Honeywell HomMed Sentry Monitor(s) complies with the following voluntary standards:

Test Summary:

* Conclusion:

HomMed LLC

e EN 60601-1 Medical Electrical Safety
« IEC 601-1-2 EMC Compliance
e 150 10993-5,10-11 Biocompatibility

The Honeywell HomMed Sentry System (Sentry OTC and its predicate Sentry I11B)
utilized. within the environments for which it is marketed performs consistent with
guidelines and standards found in the FDA reviewer's guides for respiratory
devices and electronic thermometers. Completed EMC, electrical, mechanical
durability, safety (operator and patient), and temperature/humidity testing
demonstrate compliance with applicable standards. The test results demonstrated
that the Sentry is in compliance with the guidelines and standards referenced in
the FDA reviewer's guides and that it performed within its specifications and
functional requirements.

it is the Honeywell HomMed position that the results of these evaluations

demonstrate the Sentry OTC Monitor is as safe, as effective and performs as well
as the legally marketed predicate device, HomMed Sentry {lIB Patient Monitor.

41106
S-OTC 510 Summary 4-06 doc PQ,%Q 2 d& 2 Prepared by MG}

FOI - Page 4 of 239




ey,
S

,
vy,

o WEALTH

-/C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

X

L. Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

JUN -9 2006

Honeywell HomMed, LLC
c¢/o Tommie J. Morgan, Ph.D.
President

Morgan Consultants Inc.
2018 North Durham Drnive
Houston, TX 77008

Re: K(61088
Trade Name: Honeywell HomMed Sentry OTC Monitor
Regulation Number: 21 CFR 870.2910
Regulation Name: Radiofrequency Physiological Signal Transmitter and Receiver
Regulatory Class: I (two)
Product Code: DRG
Dated: April 12, 2006
Received: April 18, 2006

Dear Dr. Morgan:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class I (Special Controls) or class III (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.
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Page 2 - Dr. Tommie Morgan

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-342 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally

- marketed predicate device results in a classification for your device and thus, permits your device
" to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(240) 276-3150 or at its Internet address http://www.fda. ov/cdrhfindustry/support/index.html.

Sincerely yours,

j%mwmﬂ/uf%b

Bram D. Zuckerman, M.D.

Director

Division of Cardiovascular Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure

FOI - Page 6 of 239




Indications for Use

510(<) Number (if known): K Ofp/O BT
Device Name: Honeywell HomMed Sentry OTC Monitor

Indications For Use:

The Honeywell HomMed Sentry OTC Monitor is designed to retrospectively monitor vital signs.
Vital signs include noninvasive blood pressure, pulse rate, oral temperature and weight. Data
from optional commercial stand-alone products extend the Sentry OTC Monitor's measurement
capabilities. Data from the Sentry OTC Monitor can be transmitted via a communication module
to a central viewing station for display. The Sentry OTC Monitor is not intended for emergency
use or real-time monitering.

Prescription Use AND/OR Over-The-CounterUse __ X__
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CORH, Office of Device Evaluation (ODE)

Page 1of _1
mﬁt% Sign-Off -
Piislon of Cardiovascular
610(k Number_ & . /0,
oS
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Morgan Consultants, Inc.

29018 North Durham  Houston, TX 77008
h: 713/880-5111 FAX: 713/880-3494
amail: MCI2000@swbell.net

May 22, 2006

Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center (HFZ-401)

9200 Corporate Boulevard

‘Rockville, MD 20850

T

RE: 510(k) Application for Honeywell HomMed Sentry OTC Monitor, K0O61088

Dear Sir or Madam:

Morgan Consultants Inc. hereby submils additional information for Honeywell HomMed,
LLC submission of Sentry OTC Monitor, 510(k) Application K061088 for your review.

This request represents a supplement to the information already submitted in April 2006
regarding the Sentry OTC Monitor.

Attached is an original and copy of the Honeywell HomMed Genesis OTC Monitor
manuai(s) referenced in the 510(K) submission, Section lii- Proposed Labeling. This
addendum replaces Section IIl: Proposed Labeling, pages 0007 to 0008 with replacement
pages in the addendum at the end of the submission titled Addendum: Draft Labeling.
The Addendum includes the replacement pages and four (4) manuals instead of the five (5)
listed in the original Section /if of the submissicn.

Your consideration of this Honeywell HomMed addendum to the 510(k) application is
appreciated. If there are any questions please contact my office.

Sincerely,
—

Ty e

Tommie J. Morgan, Ph.D. .
President oo

TJMimm
Attachment

Ce: Michael Leigh, Director of Regulatory/QA. Honeywell HomMed LLC

Sentry OTC FDA Suppimt lie.doc
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Honeywell HomMed
Sentry OTC Monitor, K061088

Addendum: Draft Labeling

ORIGINAL
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Sentry OTC Addendum.doc \

Honeywell o
HomMed #J

FDA 510(k) Submission: Sentry OTC

ADDENDUM: DRAFT LABELING

There foflows a list of documents for the Honeywell HomMed Sentry QTC Monitor:
+ Sentry Monitor Operator's Guide

Sentry Monitor Quick Reference Guide

Sentry Monitor Support Guide
Sentry Monitor Getting Started — Setup Instruction Sheet

Sentry Monitor Operator’'s Guide
The Qperator's Guide includes: safety, programming, health monitoring sessions, taking
vital signs with the Honeywell HomMed Sentry Monitor; and troubleshooting information
General information: This seclion contains the indicaticns of use, special
conventions, additional references and additional
information.

Safety information: This section contains the pertinent safety information,
safety conventions and safety notes.

Programming Your Monitor This section contains an explanation of the function keys,
set-up mode, scheduling options, and a programming
menu list.

Monitoring Sessions: This section contains: an explanation of monitoring
sessions, moniter prompts, a menu data list, text
displays, and prompts for accessory devices (compatible
peripheral devices).

Taking Your Vitals: This section contains the information how to take their
vital signs: blood pressure, weight, temperature, and
| blood-oxygen levels. It also contains information on
collecting data from accessory devices.

Programming for Transmission: This section contains information on transmission
requirements: password, PIN information, transmit menu,
transmit protocols, ISP settings, options menu (including
options for accessory devices), and information on how
to send a test message.

Troubleshooting: This section provides summary of the most cammonly
encountered problems/situations, probable causes, and
resolutions. Included are a list of error codes, their
meanings, and a list of additional references.

Appendices: This section provides additional relevant information: text
list of programmable subjective questions: text list of
sleep apnea questions; the Honeywell HomMed warranty
information; list of compatible peripheral and accessory
devices

Glossary and Index: Glossary: List of definitions for the most commontly used
terms, expressions, and devices used in this document.

Index: List of sections, chapters, subjects, and specific
items mentioned in this document.

FOI - Page 10 of 239




Honeywell ,%\
omMed 4J

FDA 510{k} Submission: Sentry OTC

Sentry Monitor Quick Reference Guide
This Quick Reference Guide is intended as a daily use reference document for the

customer with their Honeywell HomMed Sentry Monitor.

This document includés: safety information: an overview of the Sentry Monitor, explanation
of monitor keys, monitor prompts, a list of general prompts, and text displays. Included in
this document is information on what to do if accidental spills occur, and how to take vital
signs: blood pressure, scale, oximeter (optional prescription device), temperature. Further
infarmation is provided on collecting data from other accessory devices, customer service
contact information, and safety information. A blank chart is provided in the back of the
document for customers to record their vital signs.

This document is intended to assist customers in the proper setup and installation of the
Honeywell HomMed Sentry Monitor. This document includes: customer service contact
and safety information, an installation overview, and an itemized list of instaltation “do and
don'ts.” Specific installation information is provided for each companent of the Honeywell
HomMed Sentry Monitor. This includes: the HomMed and Fairbanks scales, blood
pressure cuff, oximeter, and temperature probe. Other information included: connecting
the pass-through phone and modem, powenng up, and how to send a test message.

Sentry Monitor Support Guide

The Support Guide is intended to give customers information on the proper maintenance,
cleaning and calibration of their Honeywell HomMed Sentry Monitor. This document
includes: safety information and warnings, hazard conventions, CE Marking information,
electromagnetic guideline information, product information, including specifications for
monitar, pager, modem, and non-invasive blood pressure cuff, customer service contact
information, repairing equipment, and how to ship the monitor/equipment to Honeywell
HomMed are included in the Support Guide. Other sections cover the cleaning,
inspection, and calibration of the monitor, NIBP cuff and other accessories. Appendices
include a text list of prompts, and a supply list of available parts.

Sentry Monitor: Getting Started — Setup Instruction Sheet

The Setup Instruction Sheet is a visual aid intended to assist customers in the proper
setup and installation of the Honeywell HomMed Sentry Monitor. As such, it is meant to
be an adjunct to the Quick Reference Guide. Graphics and text are used to show the

proper placement and port attachment for each component or accessory. Includedis a
packing list of items that come with the Sentry Monitor.

FOI - Page 11 of 239
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FINAL: 5/19/2006
Honeywell
HomMed OTC Sentry Monitor
Operator’s Guide
Honeywell A
HomMed -
PA4XX.XX 1
May, 2004
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FINAL:

Notices

5/19/2006

Customer Service

Honeywell HomMed®, LLC

3400 intertech Drive, Suile 200
Brookfield, Wisconsin 53045
Toll-free: {88B) 353-5404
Phone: (262) 783-5840
Fax: (262) 252-5795

Web: hitp:fAwww.hommed com/

Copyright

© Copyright 2006 Honeywell HomMed®, LLC; all rights reserved. This document and any
accompanying Honeywell HomMed products are copyrighted by Honeywell HomMed, LLC.
Any reproduclion and/or distribution without prior written consent from Honeywell HomMed is
strictly prohibited. Please refer to any software End User License Agreement for additional
details regarding Honeywell HomMed software products.

Trademarks

HomMed® is a registered trademark of Honeywell HomMed, LLC.

intended Use

The Honeywell HomMed OTC Sentry Monitor designed to retrospectively measure vital signs.
Vital signs include noninvasive blood pressure, pulse rate, oral temperature and weight. Data
from optional commercial stand-alane products extend the Honeywell HomMed Sentry
Monitors measurement capabilities. Data from the Sentry Monitor can be transmitted via a
communication module to a central viewing station for display. The Honeywell HomMed OTG
Sentry Monitor is not intended for emergency use or real-time monitoring.

Healthcare professionals are responsibie for the interpretation of all monitored data.
Sentry Monitor is not intended for emergency use or real-time maonitoring.

Device Information

Serial Number:

Part Number :

Numbers Required For Transmission of Data Packets Only.

Pass Word

Pass Word:

Account Number

PIN Number:

Transmission Numbers

Transmir Phone Num.:

I5P1 Phone Number:

ISP2 Phone Number:

ISP3 Phone Number:

ISP4 Phone Number:

Modem Settings

mModermn Number:

FOI - Page 13 of 239
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5/19/2006
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GENERAL INFORMATION

5/19/2006

General Information

This booklet 1s an Operator’s Guide and includes, the safety,
programming and troubleshooting information for the Honcywell
HomMed OTC Sentry Monitor model numbetr 6010000A1.

When you encounter a difficulty, please use this booklet fitst to
answer your questions and resolve the issue.

It you have any difficultics that you cannot resolve, call Honeywell
HomMed Customer Service at 1-888-353-5404. Customer Service will
make every attempt to resolve the issue over the phone; or if nor,
Honeywell HomMed may tepair.

Content overview

The following chart provides a brief overview of the sections in the

manual.

Section

Overview

Ceneral Lnformation

Describes the pertinent safety convennons, information,
safery notes, and customer supporrt information

Progrunnting Y our
Seniry Monitor

Provides an explanation of the function keys, ser-up mode,
scheduling options, # chart of Searry programming menus
explains programming conceprs, and provides step-by -step
programming instructions

Manitoring Sessions

Provides an explanation of monttoring sessions, monitot
prompts, a menu data list, rext displays, and prompts for
periphetal devices.

Taking Your | ituts

Provides unportant information about how the monitor
wotks; and explains how to rake vour vical signs., mcluding:
blood pressure, weight; temperature, and blood- oxypen
levels. Also contains information on taking vitals from
peripheral devices.

Programming Var
Z £
Vranonivvion

Provides information on transmission requirements,
Password, PIN information, Itansmit menu, Transmit
Protocols, TSP Setrings, Options Menu (including options
for accessory devices), and how 10 send a Test Message.

I 'myb/e.r.baa.firgg

Provides a summary of the most commonly encountered
problemsfsituations, their probable causes, and
resolunons. Included are 4 bsi of emror codes, their
mepntngs, and 2 list of additonal references,

Appendicer

Provides additional reference information

Colowsenry

Provides a list of definitions of the commonly used words
and terms, used in this manual,

{ades

Allows you to locate informarion using key words

2y




GENERAL INFORMATION

FINAL:

Special conventions

"The following table lists the conventions used in this manual.

This Convention Identifies

Function fonr Kevs that vou press on the keypad
bosign berween key Keys that you press simultaneously
TS STOPBP + YES
Courior fonr Text that displays in the ront panel display

Menu names, publication tifles, or references to

itaficr Tont . o
e sechions of this binder

| | Critical information
-
A note that provides an important piece of
information
[l/f? - A tip thar help o ensure good results,

Safety information

To prevent injury to yourself or damage to any equipment, please
read and observe all the safety information in this scetion before
vou install the Honeywell HomMed (F1'C Seatry Monitor.

Hazard Conventions

‘The following chart explains the hazard conventions used in this
manual. Scrious personal injury implies permanent impairment or
any injury rthat requires medical or surgical intervention to preclude
permancent impairment.

Term Level of risk Definition

Could cause death or serious
personal injury

n CAUTION  Moderte May result in minor or
e moderate personal injury

Moderie

May result in cquipment
damage

CAUTION Minor

NOTE Nonc Important information

FOI - Page 18 of 239
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GENERAL INFORMATION

5/19/2006

NOT AN EMERGENCY RESPONSE DEVICE

The monitor is NOT an emergency device.

If you have a medical emergency, call your
local Emergency Medical Service and your
heatth care provider.

IR

ELECTRIC SHOCK

Some of the pars inside the monitor could shock you. The
shock could be severe enough to cause death or sefious
injury.

DO NOT take the monitor apart.,

QO NOT put the monitor in waler or any other
» liquid.

A ALWAYS UNPLUG the monitor before you clean it.
DO NOT try o fix the monitor.

If you have a problem with your monitor, call Honeywell
HomMed Customer Service

NOT TO BE USED ON INFANTS

The monitoring equipment could cause serious
injury if used on infants or small children.

DO NOT use any equipment on infants or small
children.

EXPLOSION HAZARD

This unit is powered with electricity and could
ignite highly flammable gases (for example:
Anesthetic, fuels etc.).

DG NOT use this device in the presence of
explosive or lammable agents.
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A CAUTION

THE TEMPERATURE PROBE IS FOR ADULT, ORAL USE ONLY

Only odults {age 12 years and oider) should use the
temperciure probe. Use the temperature probe only in your
mouth.

DO NOT use the temperature probe on
children.

DO NOT use the temperature probe to take
rectal or axillary temperatures.

CAUTION

PERSONAL INJURY HAZARD: SCALE TIPS
&

Weight placed on the edge of the scale will
cause the scale to tip and can cause you to fall.

: DO NOT step onto the edge of the scale.
i DO NOT stand on the edge of the scale.

A CAUTION

PERSONAL INJURY HAZARD: NIBP Cuff

Verifying the calibration while the cuff is
attached to you. [while wearing the cuff}
could cause bruising or ather injury.

DO NOT verify NIBP calibration while the cuff is
altached to you.

A CAUTION

NON-RECHARGABLE BATTERIES

Attempting to recharge the batteries could
cause batteries to leak bottery acid or over heat
resulting in potential hazard to the user. It could
also cause permanent damage to the unit.

DO NOT charge the batteries.

FOI - Page 20 of 239
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GENERAL INFORMATION

5/19/2006

_A CAUTION

ELECTRICAL SHOCK

Using a spirometer while atiached {o the Sentry Monitor could
possibly result in receiving an electrical shock.

= DO NOT altempt to take readings with a
M—— spirometer when it is connected to the Sentry
- 0 Monitor.

» Disconnect the spirometer before use.

= Always follow the manufacturer's instructions
tor proper use.

CAUTION

NOT EXTERNAL DEFIBRILLATOR PROOF

Using the Sentry monitoring system while undergoing external
defibrillation may damage the monitor or peripheral
equipment,

DO NOT use the menitor if undergoing
defibrillation with an externat defibrillator.

CAUTION

REQUIRES ANALOG PHONE LINE

The modem requires an analog phone line, A digital phone
line will destroy the modem.

DO NOT connect the monitor to a digital phone
line. If you want to move your monitor after
setup, contact your health care provider.

CAUTION

SPILLAGE

Liquid spilled ento the monitor may cause damage to the
monitor and may present g safety hazord to the user,

Should this monitor become wet, wipe off all
% ~. moisture and allow sufficient time for drying
- belore operating.

10
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FINAL: 5/19/2006 |

CAUTION

BLOOD PRESSURE HOSE DAMAGE

Bending, kinking, or otherwise restricting the
blood pressure hose can damage the hose or
interfere with readings.

DO NOT bend or crimp the blood pressure hose.
Keep the hose free from furniture or other
abjects that could bend or crush it.

CAUTION

SENSITIVE EQUIPMENT

Your monitor and the accessories that come with it are
sensitive equipment.

DO NOT put the scale, temperature probe, blood pressure cuff,
or any other accessory in water or other liquid,

DO NCT drop the monitor.

Call your Honeywell HomMed Customer Service
. i

* Any liquid is spilled onto the monitor

= The monifor is dropped or damaged

CAUTION

SENSITIVE KEYPAD

s -

- Sharp or pointed objects may permanently |

" damage the keypad.

DO NOT press keys with any object.

Use your fingers to press the monitor keys.

n 29
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GENERAL INFORMATION
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CAUTION

EQUIPMENT DAMAGE

Connecting the Honeywell HomMed scale to any device not
mentioned in this manual could severely damage the scale or
the connected equipment.

Connect your Honeywell HomMed scale ONLY
N to your Seniry é-port monitor (401000041}

v DO NOT connect the Honeywell HomMed scale
i toaSentry 4-pori {5020000A1) or any other

.. device other than the ones specified in this
© manugl.

CAUTICN

ELECTROMAGNETIC COMPATABILITY

Electromagnetic compatibility of electrical equipment at very
close distances to the Sentry has not been evaluated.

DO NOT use the Sentry adjacent to or stacked
with other equipment. If it is necessary to do so,
observe the monitor and verify normal operation
prior to use.

CAUTION

INCORRECT AC POWER RATINGS CAN DAMAGE MONITOR

Incorrect AC power ratings could damage the Sentry monitor.

Ensure that the AC rafing is correct for the AC

_ W voltage at your installation site before using the

Q‘:" ' -& monitor. The AC rating is located on the AC

<7 W | power supply label. If the rating is not correct, do

=t=s_not use the monitor and Contact Honeywell
HomMed Customer Service.
|
12 50
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CAUTION

USE ONLY HOMMED AUTHORIZED MEDICAL EQUIPMENT

Atlaching unouthorized equipment to the Honeywell
HomMed Sentry monitor may cause damage or equipment
failure, including increased emissions or decreased immunity
of the Seniry monitor.

Vital sign measurements may be inaccurate if unauthorized
equipment is used with the Sentry monitor.

DO NOT attach unauthorized medical equipment to the
Sentry monitor. When connecting this device to any
instrument, verify proper operation before clinical use. Refer
to the instrument's user manual for full insfructions.

Any peripheral devices connected to the dataintertace
must be certitied according 1o the respective IEC
standards.

All combinations of equipment must comply with IEC 601-1-1
systemns requirements.

For a list of Honeywell HomMed equipment and compatible
peripheral devices, see the Honeywel HomMed OTC Sentry

Monitor Service and Support Guide.

Notes

Blood pressure measurements may not be accurate for those
people experiencing moderate to severe arthythmias, or
who suffer from with tremors.

Any condition that restricts blood flow, such as usc of a
blood pressure cuff, extremes in systermic vascular resistance
(Llood flow), or low perfusion (blood saturation) may cause
difficulties in obtaining an accurare pulse reading.

Dashes displayed in any parameter indicate the measurcment
is invahd or unavailable.

The Oximeter (SpO2 sensor) is a prescription only device.
You may use only the Oximcter as part of Physician
prescribed care plan.

The Honeywell HomMed seale is not a stand-alone device.
‘The scale must be connected to a Sentry monitor
(GMODDOAT) for proper operation.
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Programming Your Sentry Monitor

This section provides programming concepts and instructions that will
cnable you to correctly program your Sentry Monitot.

PIN and phone numbers

& ‘The following on PIN and Phone numbers only applies if you
will be transmitting the data collected by your Sentry
monitor.

If vou are under a Physician’s Plan-of-Care, the Clinical Consultant
will explain the best transmit mode for your arca and give vou the
required PIN znd phone numbers for prdmary and sccondary 1SP
accounts. When you program a monitor you should go through cach
menu to verify that the entcred numbers match the numbers given to
you by the person to whom you will be cransmitting or Plan-of-Care
provider.

Senfry menus

The Sentry monitor displays menu names and options in the display
face. Because of the limited space, you can only see one menu or menu
option at a time as you scroll through available choices. Entering Setup
Mode opens the Main menu which offers seven menu options:

Time Menu
System Settings
Questions Menu

T'ransmit Menu

-

L ]

[ ]

.

e DPassword Mcnu
[}

*  Opton Menu

*  Service Menu, and the
L ]

Exit Setup Menu

Fach menu, with the excepuons of Exi# and Password, has sub-menus
with additional options. [2ach menu has a default setting. Howcver,
default sctings may have been changed if vour monitor was recently
repatred ot serviced, verify the settings after service.

Some menu options are password protected. If you do not enter your
password, you will not see password-protected sub-menus. The
Programming Menit Chart on page 17 shows the menu and sub-menu

layout for your Sentry Monitor. Password-protected opttons are noted
with (1)

32.
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Setup mode

You can enter Setup Mode anytime the Seatry Monitor s idle.
However, if vou are n Setup Mode during a scheduled report time, the
monitor will skip the monitonng session and will not tansmit any
mformaton. Your Cenual Station will post a No Data Received
(NDR; orange alert) for the missed reading.

To eater Setup Mode, quickly press and release the STOP BP and YES
keys simultancously. Do not hold the keys. Scrup Mode normally
opens to the Time Menr. However, 1f you press and hold instead of
press and release, vou may scroll to a different menu.

ﬁ To press keys correctly, press them firmly in the middle.
When you press keys correctly, you will hear a beep.

Function keys

Onee m Setup Mode, you can use the keys on the front panel to
efiter or exit menus, scroll up or down, and sclect menu optons.
The following table summarizes the functions for each key or key

combination.

Key(s) Aclion Use to...
STOPBP + YES = linter/exit Serup Mode
RETEST = < Back L'.XIF curtent menu or menu

option
Scroll forward/up through
YES = T numbers, menu options, or
menus
Scroll backward /down through
NO = i) numbers, menu opdons, or
menus
MANUAL = Enter }~‘.Intcr a menu: Accepra
displaved value
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Retest button

‘The Retest allows you to back out one level from your current
locaton. It 1s handy when you want to guickly back out of a
menu withour scrolling to an ¢xit option.

I'or example, if you enter a menu option and then realize that
vou are in the wrong menu, vou can press RETEST to back out.
Keep in mind however, that pressing RETEST just backs up one
level. So if vou are in Report Time #1 setting a value (a value is
blinking) and press RETEST, the displayed values are accepted
and you back up or return to Report Time #1. If you press
RETEST a second time, and you return to the Main menu.

Exiting menus and Setup Mode

If vou look at the Programming Menw Chart layout on page 17, you can
see that the Main menu as well as every sub-menu has an Fix#/ option.
The Fixer option takes you out of the current menu and returns You to
the Main menu. ‘The Line? Setup Menw in the Main menu takes you out
| of Setup Mode and returns the monitor to idle mode.

Lo immediately exit Sctup Mode at any time, press STOP BP + YES.

Schedvling frequency options

You may schedule how often Scntry collects tempetature, weight,
guestions, and optional device data, Schtduhng options include every
time, one time per day, or not at all (off).

OFF

Every day (Su Mo Tu We Th Fr Sa)

Any combination of days ( __Mo__We __ Fr__}
Every time {Su)

Only once per day (3) {example: M™ for Monday)

Once-a-day collection

If you choose one time per day (2 day marked with an
asterisk, cxample: M* for Monday), the Sentry Monitor
collects the scheduled data during the firse monitoring
session initiated by a scheduled Report Time or by
pressing RETEST. Once the scheduled data is culh.ctcd,
the monitor will not collect it again until the next day.
The Sentry Monitor rescts to a new day at midnight.

16
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ﬁ If the monitor times out without a response, (not
raking a reading or pressing NO), 1¢ will attempr 1o
colleet the scheduled dara the next momonng
sesston. Timing out, or powenng down, will not
affect the once-a-day schedule.

Programming menu chart

‘The programming menu chart on the following page shows you the
location of each menu in the monitor,

Chart key

Symbol | Means
™) Password-protected menu

You must enter your password in order to
view this menu

Your password 1s:

| Bold text | I'requently used option

17
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Time Menu

Time Menu | System Setltings | Questions Menu| Password | Transmit Menu |  Option Menu

Service Menu

lioter setup mode and, if necessary, scroll until Time Menu displays on
the monitor. Press MANUAL to enter the Time menu. Use YES or NO
scroll o the l'ime Menu option vou wish to enrer.

Time

Options: Time in the format set in Time Formar menu
Defaulr: Present time for your ume zone

Access Jevel: General

‘The Tinme menu allows vou to sct the correct ime. If you need to
reset the time, follow the steps below.

I. In the Time menu, scroll to the Time: option and press
MANUAL. 'The hour blinks.

[

Scroll to the correct hour. Press MANUAL to aceept the hour
setting and move to minutes.
3. Scroll ro the correct nunutes. Press MANUAL to accept the

mifute setting,

You can scroll o the next ‘ime Menu option, press RETEST to return
to the Main menu, or press STOP BP + YES to exit Setup Mode.

Date

Options: Day of the week, month, day, and vear (displays
according to selected date format)

Default: Today’s day and date

Access Level: General

The Date menu allows vou to set the correct date. If you nieed to
change the dare, follow the steps below.

1. In the Time Meny, scroll to the Date option and press
MANUAL to enter the menu. The day of the week blinks.

1o

Scroll 1o the correct day of the week. Press MANUAL to
accept the day. The numeric month blinks.

3. Scroll to the correce month. Press MANUAL to accept the
setting and move to the numeric day.

4. Scroll to the correer day. Press MANUAL to accept the setting
and move to the vear.

3. Scroll ro the cotrecr year. Press MANUAL to accept the

serting,

You can scroll to the next Time Menn option, press RETEST to return
to the Mwin menu, or press STOP BP + YES to exit setup Mode.
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Time Format

Optons: AML/PAL or 24-hour format
Default: AN /PAL
Access Level: General

You can set the monitor to display either 24-hour or A.M./P.AL Sme.
T'o change the format, follow the steps below.

1. In the Tome Menu, scroll to Time Format, and press MANUAL
to entet. The currently proprammed format blinks.

2. Press either YES or NO to change the format, and press
MANUAL to accept the setting,

You can scroll to the next Time Meny option, press RETEST to return
to the Main meau, or press STOP BP + YES unal vou cxit Serap
Mode.

Date Format

Opuons: MMDDYY or DDMMYY
Defaulr: MMDDYY

Access Level: General

‘The Date Format allows you to sct the Sentry monitor to a United
States format of month/day/ycar, or t0 a BEuropean format of
day/month/vear.

1. In the Time Menu, scroll to Date Format, and press MANUAL to
enter. The carrently programmed format blinks.

o

Press cither YES or NO to change the formar, and press
MANUAL to accept the new setting,

You can scroll to the next Time Menw option, press RETEST to return
to the Main menu, or press STOP BP + YES until you esit Setup
Made.

ﬁ If there arc any once-a-day frequency scrtings set,
resetting the date will clear the memory of any collected
once-a-day readings. The monitor will recollect thesc
readings at the next monitoring session.

20
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Daylight Savings

Options: USA, EEC, OFF
Defaul; Set to locale
Access Level: General

If the monitor 1s powered on, Daylight Savings automatically adjusts
the clock to accommodare the time change. The USA default setting
moves the clock forward once hour at 2:00 AN on the first Sunday
. April and back one hour at 2200 At on the Jast Sunday of
October. The liuropean setting (EEC) moves the clock forward one
hour at 1:00 A AL on the last Sunday in March and back one hour ar
1:00 AAL on the last Sunday of October. If your locagon docs not
have Davlighr Savings, turn this setting to OFF.

L. In che Vime Menn, scroll to Daylight Sarings, and press
MANUAL to enter. the curtently programmed format time
blinks.

(9

Press either YES or NO to change the format, and press
MANUAL to accept the setting.

You can scroll to the next Time Menn option, press RETEST to return
to the Main menu, or press STOP BP + YES unul vou extt Setup
Mode.

Report Time {1 - 4)

Opnions: ‘Time (in selected format), and OFf
Defaule: Time 1 defaults to 08:00; all other times are set
to Off

Access Level: General

The Report Time is the scheduled time for your Sentey Monitor
to collecr and rransmit your vitals.  You can have up to four
report times in one 24-hourt period.

ﬁ If you set more than one report time, and are
transmitting your readings for review, make sure that
vou schedule the report dmes at least one hour apatt.
This is to accommodare the Scheduled Reading window in
Central Swation.

The Reporr lime displays in the format programmed in the
Hame Format menu (AM. /1AL or 24-hour format).

1. In che Time Menw, scroll 1o the Report Time option thar you
wish to set (1, 2, 3, or 4),

2. Press MANUAL o cnter. Depending on the current serting,

cither On or Off blinks.
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3. To change the sctung, press either YES or NO, and then
press MANUAL. The hour blinks.

OR
Press MANUAL to accept the setting. 'Lhe hour blinks.

-

Scroll to the correct hour. Press MANUAL to accept the hour
sefting. The minutes blink.

3. Scroll to the correct minutes. Press MANUAL ro accept the
minute scting.

Exit Time Menu

Press STOP + BP :0 exit the Time Menu.

22 Lo
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System Settings

Time Menu System Settings | Questions Menu | Password | Transmit Menu | Option Menu| Service Menu

After entenng setup mode, press YES to scroll to System Settings, and
then press MANUAL to enter the Sydem Settings menu.

Volume

\

| Options: Lowest, Low, Med, High, and Highest
Default: Med

Access Level: General

The volume setting controls both the key beep and the voice
prompt volumes. To change the volume, follow the steps below.

1. Press MANUAL to cnter the olume option. The current
setting blinks.

o

Press either YES or NO to scroll to a new scttung, and press
MANUAL to accept the sctting. A sample sound clip plays. If
the volume level is not satisfactory, press MANUAL to
reenter Volume and change the setang,

You can scroll to the next System Settings option, press RETEST to |
return o the Main menu, or press STOP BP + YES to exit sctup
maode.

| Temperature Prompt

If your Senery Monitor is programmed to your collect temperature,
temperature prompts begin after the prompt instructing you to sit
in a chair. ‘The monitor displays the temperature prompt text at the
same time as it plays the audio prompt.

When rthe audio completes, the text prompt is replaced with the

following text: “Temperaturs _ . £

When the temperature probe is removed, the . F
; portion of the text flashes.

L. The monitor will instruct you to remove the probe and attach |
a probe cover. Cue fext: Remove probe from holder and
then returns ro the indicator rext.

[

The monitor will prompt vou to put a cover on the
temperature probe and place probe under your tongue.,

3. The final remperature prompt instruces you to discard the
probe cover and replace the probe in its holder, and the
remperarure indicaror will display the collected temperature.
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Taking a temperature reading if the temperature
prompt is turned off

If the temperature prompt is set to OFF, vou can still collect a
temperature reading as long as you do so after collecting your
welght, and beforce the conclusion of vieal collecrion. Do the
following;

1,

When prompted, step off the scale and sit down in the chair.

2. Ignore the prompt to put on the blood pressure cuff. Instead,
remove the temperature probe from the channel holder.
3. Tollow the temperature prompts. Once vour temperature is
collected, the monitor begins the prompts for blood pressure.
4. Complete the normal monitoring scssion.
Temperature Time
Options: OFF, every time for all or any combination of days
(__Mo__We__ Fr__) oronlyone time each day
(__M__W__F_
Default: OFF(__ )

Access Level:  General

1. In the Syitem Settings menu, scroll to Temperature Time, and
press MANUAL to enter. ‘Lhe first sclection blinks. If the
ptompt s off, only underscores display.

o

Press cither YES or NO to change the scrting, and press
MANUAL to accept the new setting,

3. Continue through the seven scrungs untl all are sct
correctly.

You can scroll to next Sysiem Settings option, press RETEST to
return to the Main menu, or press STOP BP + YES to exit setup
mode.

24
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Scale Prompt

Optons: OFF, every time for all or any combination of days
( _Mo __We__ Fr__), oronly one time each day
(__M__W_ F__)

Default: Every day (Su Mo Tu We Th Fr Sa)

Access Level: General

Seale Prompt allows you to turn the audio and text scale promprs
off or rurn the promprs on for all or any combination of days. The
factory default is on for every day, but if the prompt is turned on,
the monitor prompts for (and collects), your weight at the
beginning of cach monitoring session.

L. An che System Settings menu, scroll to Suade Prompt, and press
MANUAL to entet. The first selcction blinks. Tf the prompt is
off, only underscores display.

[~

Press cither YES or NO to change the setting, and press
MANUAL to accept the new settng,

3. Continue through the scven sctings undl all are set
correctly.

You can scroll to next Syitem Settings option, press RETEST to return
to the Ma/v menu, or press STCP BP + YES to exit setup mode.

Language
Optons: SBVON: English, French, Spanish, Hindi,
German, ltalian, French Canadian, or
Portuguese
SBVOXB:  English, Spanish, Armenian, Paolish, or
Russian
Default: English

Access Level: General
The Language menu allows vou ro change the language of the

audio and texr prompts.

Lo change the language setiing, follow the steps below.

1. In the Sptem Settingr menu, scroll to [anguage, and press
MANUAL to enter. 'The current setring blinks.

2. Press ctther YES or NO to scroll to the desired language, and
press MANUAL to enter the serting.

You can scroll 1o the next Syatemw Settings option, press RETEST to
rerurn to the Mair menu, or press STOP BP + YES ro exit setup
mode.

25
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Units
Options: English (Lbs and °F} or Metric (Kg and °C)
Default: English

Access Level:  General

You can sct the Sentry to display cither Fnglish or metric units.
Sentry monitors should default to what is customary in your locale.
However, if you need to change the units, follow the steps below.

1. In the Syptew Seftings menu, scroll to Uwits, and press
MANUAL. The currenr selection blinks.

[

Press either YES or NO to change the setting, and press
MANUAL to accept the new setting.

You can scroll to the next Syem Settings option, press RETEST ro
return to the Main menu, or press STOP BP + YES to exit setup
mode.

Inflation Settings

Options: 125 - 250 mmHg
Default: 175 mmHg
Access Level:  General

You can use this menu to ser the initial NIBP cuff inflation
setting on a single-person monitor.

ﬁ 1f used for a multi-person system (example: worksite
kiosk) the NIBP settings are established when LD.
cards are assigned.

The Sentry Monitor uscs initial setting is only used for the first
blood pressure collecton, because the latest B reading s
stored in the memory to use as a serting for the next blood
pressure. The monitor inflates the cuff to 35 mmHg higher
than the last systolic reading.

Lo In the Syiem Settings menu, scroll to Inflation Seitings, and
press MANUAL to enter. The current setting blinks.

%)

Press cither YES or NO to scroll to the desired inflation
setting, and press MANUAL to accept the new setting,

You can scroll to the next Syven Settings option, press RETEST
fo return to the Man menu, or press STOP BP + YES to exit
setup mode.
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Display Brightness

Options: Low, Med, High
Default: High

Access Level:  General

This menu allows you to adjust the brightness level of the VI'D
display. ‘T'o adjust the brghtness level, follow the steps below.

Lo In Swtem Settings, scroll o Display Brightness, and press
MANUAL o enter. The current selectdon blinks.

B

Press either YES or NO to scroll to the desired brighmess
and press MANUAL to accepr the new setting.

)

You can scroll to the next System Seitings option, press RETEST to
return to the Mair menu, or press STOP BP + YES to exit setup
mode.

Exit System Settings

Press STOP BP + YES to exit System Setings Menu.
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Questions Menu (1 - 10)

Time Menu

System Settings [Juestions Mem ] Password | Transmit Menu | Option Menu | Service Menu

‘The Queitions Menn allows you to program the Sentry Monitor to ask
subjective discase-state questions simmilar to the questions you might
be asked dunng a visit to your physician. There 15 a block of fiftv-one
questtons, our of which you may select up to ten to include in the
monitorng scssion. [or a list of all of the questions, refet to Appendix
Az Subjective Questions in this manual, or to the {Honeywel! HomMed O1C
Sentry Sermee and Support Guide.

The menu also offers a block of questions for Sleep Apnea. Tt is an
on/off option only. If you turn the option on, the monitor asks all
twelve questions in the block. Pleasc refer to Appendix B: Sieep Apnea
Ornestron 1n this manual.

Questions
Opdons: Off or Question 1 - 51
Default: off

Access Tevell  General

As you scroll through the block of questions, you see blinking cue
text and the question D number. ‘The 11D aumber is located in the
upper right-hand cormner of the display. 17ach question has its own
unique 1) number that separates it from the other questions in the
list.

Do not confuse the question /D mumber with the number that
idennfies the prampt order. In the following illustration, the number
“077 and the prompt cue text, “Out of medications?” identifies
the question, “Are you out of any of your medications*” which is
the seventh question in the block of fifty-one. The text “Question
#17, tells you that this is the first question that the monitor will
ask vou dunng the monitoring session.

The first out of ten audio prompt questions

Question #1 7 €¢——— Question number seven in the block of
51 auestions

Qut of medications? 4——— Promnt cue text for guestion seven

For the list of all fifty-one questions, refer to the [ lozeyuedl § lomMed
OVC Sentry Service and Support Gutde, Appendix A1: Prompt Text,
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Question Time

Opuons: OFF, every time for or any combination of days

{__Mo__We__ Fr__) oronly one time each
day(__ Mo" __We __Fr__)

Default: All days
Access Level: General

llach question 15 followed by an option that allows vou to sct a
question  frequency. The default is daily. Howevet, you can
program any combination of days. You must have at least one day
sclected or the monitor will not ask the queston.

To program a question and question time

1.

1~

6.

In Questions Menu, seroll to the desired queston, and press
MANUAL. The Off text {or cuc text) blinks.

Press cither YES or NO to change the setting, and press
MANUAL to accept the new setting.

Press YES to scroll to the queston rime, and press MANUAL
to enter. The first selection blinks.

Press cither YES or NO to change the setting, and press
MANUAL to accept the new setring.

Continue through the seven days until all are set correetly.

Scroll to the next question you want to program and repeat
steps 1 - 5.

When finished, press RETEST to return to the Marn menu, or
press STOP BP + YES to exit Setup Mode.

FOI - Page 40 of 239

5/19/2006

29 U]



PROGRAMMING YOUR SENTRY MONITGR

FINAL: 5/19/2006

Sleep Apnea mode

Sleep apnea questions are a single block of twelve questions that
arc cither on or off. ‘The default is O When turned on, the
Sentry monitor will go through all of the questions. For a list of
all possible questions, refer to Appendix - Owmestions Text.

1. In the Qwestiony menuy, scroll to Steep Apuea, and press
MANUAL. The first selection blinks. If the prompe is off,
only underscores display.

2. Press either YES or NO to change the setting, and press
MANUAL to accepr the new setting.

3. Continue through the seven seetings until all are set
correctly.

4. When finished, press RETEST to return to the Mair menu,
ot press STOP BP + YES to exit Setup Mode.

Exit Question Prompt

Press STOP BP + YES to exit QQuestions menu.
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What is a Monitoring Session?

A monitoring session will always includes collecting your blood
pressure, and heart rate readings. Depending on your monitot’s
settings, ot 1f have any of the compatible peripheral devices, then the
session may also include weight, remperature, and giving answers to
your customized questions.

Sentry monitor voice and text prompts

‘The monitor uses friendly voice prompts and easy-ro-read text prompts
to guide you through cach step of the momtoring session. Texe cue
prompts display in the moniror’s display panel at the samc time that the
audio prompt plays.

Prompt timing

A monitoring session penerally includes collectung weight, blood
pressure, heart rate, and answers to customized questions. You may
also use the optional temporal temperature, oxtmeter or peripheral
devices.

Audio and text prompts are spaced far enough apart to allow you
ample tme to perform the requested tasks. If, after the firse
prompt, you do not complete the requested task within the time
allowed, the monitor repeats the prompt.

At the beginning of a session, you will have thiry minutes o
comply with the initial prompr. Dunog the thirty minutes, the
prompt 1s repeated ar the rate of once evety five minutes until
vou complete the reading ot the thirty-minute time frame ends. 1f
the monifor times out, it sends a oull (empty) packer of dara.

Once the session 1s starred, the monitor allows time for each task
as follows:

*  Five minutes to collect blood pressure and heart rate.

*  One minute to collect tempetature (starting from the
removal of the probe from its storage channel)

* Thirty scconds to answer cach question

* Three minutes to attach any peripheral device
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The Sentry monitor repears prompts for each step unul vou
comply with the mstruction, and the umt gets a valid reading; or
untl time allowed for the task runs out. If the monitor does not
get a reading for an enabled viral or peripheral device, it inserts a
null value in the data packet for that vital or device.

General prompts and text displays

The monutor goes through the following procedure:
o Says a greeting
e Prompts for weight and then blood pressure
o Asks programmed questions
¢ Prompts for programmed peripheral devices
® Reminds you to take your medications
® Thanks you for completing vour vital signs

If the monitor is programmed to collect temperature and/or
oxvgen satutation (Sp02) reading, the prompts are incorporated
into the session.

‘The following list describes the basic prompts and text displays,
for a typical monitoring session. l'or a list of all possible prompts,
refer wo Appendin C: Prompi Text.

1. “The monitor savs a greeting and announces tha It ts time to

take your viral signs.

(Cue text: Good Morning (Afterncon, Evening).

]

The monitor will instruct you to stand on the scale. (If the
scale 1 not attached, the monitor skips this prompt.).

(Cue text: Step on the scale

3. After vour weight s recorded, the monitor prompts you
step off the scale and sit down on a chair in front of the
monitor. Wait for the prompt to ensure that weight is
collected!

Cuc text: Step off the scale Weight results display by
the scale symbol.

4. A voice prompt will mstruct you to place the blood
pressure cuff on your right arm above the elbow and
tighten it sccurely.

{luc text: Put cuff on arm

5. An additional blood pressure prompt will instruct you to
rest their amm as mstructed.

Cue rext: Rest arm as instructed
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0.

10.

12.

The unit will instruct you to place the finger probe (sensor)
on the middle finger of vour left hand with the finger
destgn facing up.

Cuc rext: Put sensor on finger (pulsing bar graph also
displays)

You will be prompred to press the START BP key.
Cuc text: Press Start

Real-time inflation and deflation pressures display while the
monitor measures blood pressure. When done, the monitor
displavs the blood pressure readings, heart rate, and oxygen
saturation (SpO2) readings.

The monitor will instruct you to remove the sensor and
blood pressure cuft.

Cuc text: Remove sensor and cuff

‘The monitor then asks your sclected questons, requesting
that vou press either the YES or NO key in response.

Cue text: cue texr for cach question

The Sentry monitor will then remind you to continue with
prescribed medications and dict, and then thanks vou for
completing your viral signs.

Cue text: Thank you and lhen Transmitting

Your data 15 then transmitted automatcally. If the
transmission 15 successful,  the  display  reads,

L]

“Transmission sucoess.

‘The Sentry moniror continues to display your weight, blood
pressure, oxygen saturation (SpO2), and if collected,
tempetature for five minutes to allow vou to record your
vitals if you wish. T'o clear the display and retum to idle
mode nght away, press the START BP key, the STOP BP
key, the YES key, or the NO key once.
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Taking Your Vitals Signs

NOT AN EMERGENCY RESPONSE DEVICE

The monitor is NOT an emergency device.

If you have a medical emergency, call your
local Emergency Medical Service and your
health care provider.

Before you take your vitals

When you press the monitor keys, hold the top of the monitor with
vour fingers and use your thumb to press the keys. The picture below
shows vou the correct way to press the keys.

Before taking your vitals, make sure that you can reach each piece of the
equipment and the monitor keys from your chair {or bed) without
stretching. For stabiliry, sit complerely on the chair scat or fully on the bed.
Do not sit on the edge.

Monitor keys

There arc six keys on the front of the monitor. To learn what each key
does when vou press it look at the following rable.

Press this key | To

STOP BP STOP the blood pressure cuff inflation.

START BP START the biood pressure cuff inflation.

‘Take your vitals and SEND them to vour health care provider.

YES Answer “YES” 10 a question.

Amswer “NO” 1o 2 question.

Take vour virals without sending them 10 vour health care
MANUAL ! £ !

—

provider. NO VOICE PROMPTS

S2
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Taking Your Blood Pressure (NIBP)

Proper cuff size and placement are essental to the accuracy of the
blood pressure reading. Fyery cuff has an arm size range (in
centimeters) printed on the outside Jabel. The smallest and largest
points in the range are determined as follows:

* The smaliest size in the range is the point where the tab
can no loager be pulled through the rng. 1f the cuff 1s still
loose, use the next smallet size cuff.

*  Jor the largest size in the range, the ring should fall in the
natural break of the cuff. The natural break is the scam
where the two Velero patches meet. If the arm 15 larger than
this, use the next larger cuff size.

While taking blood pressure, the monitor displays the real ume
cuff inflation pressure in the Systolic display, When the reading is
complete, the monitor displays systolic, diastolic, and mean asterial
results,

I%Bcfore you start, make sure that...

*  ‘lhe blood pressure hose 15 not kinked, compressed, or
restricted In any way.

. You ate using the proper cuff size and are placing the
cuff correctly on your arm.

*  The arm you usc is bare or only has light clothing
covering it. Do not wear a heavy sweater or coat.

*  “Lhat you rest vour arm on a level surface; and do not
move or talk untl the monitor completes your reading.

Inflation pressure

The Sentry Monitor has a preset default inflation pressure of 175
mmHg. However, it only uses this setting once, because the
Sentry monitor saves the last B’ reading in memory. The next
inflation pressure is 35 mmHg above the last saved systolic.

If your blood pressure is higher than the inflation pressure, the
Sentry Monitor increases the pressure by 35 mmHg, re-inflates,
and takes a new blood pressure reading. Tf the monitor can not
obtain a blood pressure after a total of three (3) attempts, the
monitor displays an crror.
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Using the blood pressure (NIBP) cuff

For stability, sit completely on the chair seat or fully on the bed.
Do not sit on the edge. Rest vour arm so that it is at heart level
(on alevel surface), in order to obtain the most accuratce reading,

'The blood pressure cuff mavbe placed on cither on the
right, or left arm. It is important for accurate readings that
you usc the same arm, each time you take a blood
pressure reading; however if you cannot use the usual arm,
you may use the other arm.

[

4.

Hold the cuff so that the artery martker (white atrow) points
away from you.

With our palm facing upwards, ship your hand through the
cuff.

Posttion the cuff so that the artery marker arrows point to
vour ring finger and slide the cutf up your arm over your
clbow. There should be about a two- finger spacc betwceen
the creasc in your elbow and the cuff.

Grasp the rab and pull down to tighten the cuff. Do not
make the cuff too ught. You should be able to slide \our‘
finger between vour cuff and vour arm.
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6.

Wrap the cuff end under and around your arm and fasten 1t
to the Velcro.

Rest your arm at heare level. Do not move or talk until the
monitor completes vour reading,

REMEMBER: You can stop the inflation at any nme by
pressing the red STOP BP key. To restart inflation, press
the green START BP key.

If the monitor cannot obtain a blood pressure after two
attempts, the monitor displays an error.
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Taking Your Temperature (Temperature Probe)

Artach the temperature probe to your monitor if vou need w take

your tempcetatuec.

A

CAUTION

THE TEMPERATURE PROBE IS FOR ADULT, ORAL USE ONLY

Only adults {age 12 years and clder) should use the
temperature probe.  Use the temperature probe only in your
mouth.

DO NCT use the temperature probe on children.

DO NOT use the temperature probe to take
rectal or axillary femperatures.

% Be sure to...

= Always use a temperature probe cover.

®  Hold the probe 1 place by hand and not with the
mouth

*  Wair unal ready to take your remperature before
removing the probe from the holder.

Using the temperalure probe

1.

2.

6.

Remove the temperature probe from its holder.

Hold the probe in the indent as shown in the figute below,
and push the probe firmly into a probe covet. 'The blue end
separates as the probe cover slides into place.

Place the probe under your tongue and close your mouth.
Hold the probe sull with vour hand. DO NOT bite the
probe.

When the monttor prompes vou, temove the probe from
vour mouth.

Push the blue cnd of the temperature probe to relcase the
probe cover, and throw the cover away.

Replace the temperarure probe fiemly into the storage
channel.

38

FOI - Page 49 of 239




TAKING YOUR VITAL SIGNS

FINAL

Taking Your Weight (Honeywell HomMed 5cale)

When you step onto the scale, place your feer towards the center of the
scale, not on or near the edge. Do not move while the scale collects
vour weight.

A

CAUTION

PERSONAL INJURY HAZARD: SCALE TIPS

Weight placed on the edge of 1he scale will
cause the scale to tip and can couse you to fall.

DO NOT step onto the edge of the scale.
DO NOT stand on the edge of the scale.

i
¥

Using the scale

1.

You must be able to stand on a scale without support for
the time that it takes the monitor to collect a weight.

Always step or stand in the middle of the scale, and DO
NOT step or stand on the edge, which will cause the scale
to tip and possibly cause you to fall.

Be sure to...

If vou are not able to stand on
the scale  without  suppott,
disconnece the scale and turn
the scale prompt off.

When o the  voice  prompts
Instrucrs  you, step onto  the
scale.

Srand sall unnl the monitor
prompis you to step off the
scale,
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Taking Your Blood-Oxygen Saturation {SpO2)

‘The Oximeter I'inger Sensor collects an oxygen saturation, (SpQ32) reading.
if you need to collect SpO2 reading, artach the finger sensor to your
monitor, Y ou’ll know if the oximeter 1s properly placed, when the pulse bar
on the monitor display shows a strong pulse while collecting the SpO),
reading,

6 ‘The Oximeter 1s a prescription only device! You may only
use the Oximeter as part of Physician prescribed care

plan.

‘The Oximeter sensor, or Finger Sensot, is not meant for
continuous monitoring of SpQ), levels (blood saturadon); no
alarms are provided.

B &

Dark finger nail polish or falsc nails may intetfere with the
reading. If you cannot get a reading, remove finger nail
polish, and try again.

+ ¥
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Be sure to...

. Always place the sensor on the hand opposite the arm
you use for your blood pressurc measurement.

. Remain stll, this ensures an accurate reading, once the
monitor starts take your SPQ), reading,.

Using the Oximeter Finger Sensor
Hold the finger sensort so that the raised design is on rop.

1. Gently msert your finger into the sensor. If necessary, ope1l
the sensor by squeezing it similar to opening a clothespin.

2. Follow the monitor voice ptompts
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Programming for Transmission

Troansmission. Requirements

‘I'his section provides programming concepts and instructions thar will
enable you to correctly program your Seatry monitor for transmission of
data packets to a Honeywell Homded Central Station.

ﬁ Always test transmission after you complete programming
and sctup for a new monitor (or a reassigned one), to make
sure Central Staton can receive data from the monitor,

| Password

| Time Menu ¢ System Settings | Questions Menu | Password | Transmit Menu | Option Menu | Service Menu

Without entering a password, vou will not be able to see or
enter password-protected menus ot menu  options. The
password protected menu optons are found in the Servie and
Transnif menus.

Your Password:

A

Il Sentry Monitors use the same password. If vou do not know
the passwortd, contact { foneywell HomdMed Customer Service. Follow
the steps below to enter the password.

1.

{2

In Setup Mode, scroll to the Password menu.

Press MANUAL to enter the menu. The first underscore
blinks.

Usce either the YES or NO key to scroll to the first
number of the password.

Press MANUAL to enter che number and move to the
next underscore.

Repeat steps 4 and 5 unal all four numbers are entered.
Once you have pressed MANUAL to cnter the fourth
number, all menu optons become available.
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Exit Password Menu

Press STOP BP + YES to exit Password Menu.

Transmit Menu

Time Menu

System Settings | Questions Menu | Password | Transmit Menu | Option Menu | Service Menu

In Setup Mode, use YES or NO to scroll to the Transmit Menx,
and press MANUAL to enter. The first option, PIN, displays.

PIN Number (P)

Options: 7-digit number
Default: ISP ot email PIN number
Access Level: Password protected

The PIN number ideatifies the destnation mailbox provided by
vour commuulications service. The Sentry Monitor sends its data to
this mailbox address and the Central Sration checks this same
address to retrieve the data.

You must make sure that this number is correct. Check the
number against the one you received from the person or party to
whom vou will be transmitting. l'or vour reference, copy the
correct mailbox PIN number on the line below.

Your PIN number:

@ﬂ The PIN Number should always be followed by four
dashes (hyphens). See above.

1. In the Tranimit Menn, scroll to the PIN Number opton. If the
number 15 correct, you can move to vour next task.
However, if it is incorrect, press MANUAL to cnter the
option. The first digit blinks.

2. Usc YES or NO to scroll to the correct number, and press
MANUAL to accepr the value and move to the next digit.

3. Repeat steps 2 and 3 until vou cater or correcr the entre
PIN number.

You can scroll to the next Trunswit Menw option, press RETEST
to rcturn to the Mamm menu, or press STOP BP + YES to cxit
Scrup Mode.

42
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| EE( If you just need to correct one digit, use the RETEST key
instead of the MANUAL key. The RETEST key will enter
the new digit and also back vou out of the menu.

Dial Type
Opuons: ‘Tone or pulse (rotary)
Defaulr: ‘Tone

Access Jevel  General
If tone dialing is unavailable and thete is a rotary phone, change

the dial type to pulse.

1. In the Transmit Menn, scroll to the Dial Type option and
press MANUAL to corer.

2. Press ecither YES or NO to change tone to pulse, and press
MANUAL.

You can scroll to the nexr Transmt Meny option, press RETEST
to teturn to the Main menu, or press STOP BP + YES to exit

Serup Mode.

Transmit Mode

Options: ISP, Local Gateway, Remote Gateway,
| Automatic or Pager
‘ Default: ISP

| Access Level: General

The transmit mode determines how vour Sentry Monitor
transmirs data. When set to ISP, the monitor sends data over a
phone line to vour mailbox.

If the monitor is going o rransfer vour data to a local server, set
the transmut mode to Tow/ Gateway. For example, use Lacal
Cratemay when you demonsttate the Genesis monitor.

Set the rransmit mode to Remele Gafeway if you want the monitor
to transme data to a remote site other than an 18P mailbox.

1. To the Transmt menu, scroll to the Transmit Mode option, and
press MANUAL. The current setting blinks. |

[

Press either YES or NO to scroll fo rhe cotrect transmit ‘
mode, and press MANUAL to accept it.

You can scroll to the next Trunsmit Menw option, press RETEST
to return to the Main menu, or press STOP BP + YES to exir |
Sctup Mode.

a G
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Test Message
Access Level:  Genetal

Test Message allows vou to verify or test transmission by sending
an cmpey {null) test data packet to Central Station. Although you
can send a test message at any ume to venfy transmission,
always test transmission after you complete both programming
and serup, to make sure Central Staton can receive data from
the monitor.

ﬁ DO NOT take any vitals vaul you have sent a test
message and  venfied  the  transmission.  Venfy
transmission after you complete the programming
and scrup for any new monitor.

ﬁ If you've made any changes to the configuration since
the last time a configuration packet was sent to the
Central Staton, the monitor asks if vou'd like to send a
test message to the Central Station when you exit
Setup Mode. Central Stagon must have received at least
one test message o regular transmission of reading daea
in order to add the monitor to its list of available
monitors.

‘% Be sure to...

* Send a test message from the location that the
monitor will be used, (bedroom, living room, ctc.).

Send a Test Message

To send a test message do the following:

I. Scroll to the Tramsmit Menu, and press MANUAL to
enter.

2. Scroll to Test Message, and press MANUAL to enter.

Press YES to transmit a test packet. ‘The monitor will
transmit an empty or null data packet. If the
transmussion is successful if the monitor displays the
message, “Transmit successful.” This only confirms
that the packet successfully left the monitor.

4. To complete the test, call and verify that Central
Station received the null fransmission. This step
venfies thar the monitor is propetly assigned, and in
the Central Station, and the null posts to the correctly
to your account.
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1SP1 Phone # (P)

Options: Numeric characters 0 — 9; hyphen (- );
underscore { _ ); comma ()
Default: Set to locale

Access Level: Password protected

This 1s the phone number to be dialed to connecr to the primary
ISP account for transmission of information to the Central
Station. The ISP number is already entered, but verify it against
the one you received from the person to whom you will be
transmitring.

If the monitor must dial 9 {and/or another characrer or digir) for
an outside line, you will need to go into this menu and add the dral-
our digit(s) in front of the phone number.

1. In the Vramemit Menu, scroll o the Transmit Phone Number
option, and press MANUAL to enter the option. The first
digir {or underscore) blinks.

)

Use YES or NO to scroll to the correct number, and press
MANUAL to accept the value and move to the next digit.

3. Repeat step two unal vou enter the entire phone number.

You can scroll to the next Trunsmit Menn option, press RETEST to
reurn to the Main menu, or press STOP BP + YES to cxit setup
mode.

ISP2 Phone # (P)
Options, Default, and Access §evel same as 1SP1 Phone #
Verification 1s the same as [SP1 Phone #.

Programming information same as ISP1 Phone #

Transmit Phone # (P)

Options, Default, and Access Fevel same as 1SP1 Phone #
Verification is the same as ISP1 Phone #.

Programming informadon same as 18P1 Phone #

s &

FOI - Page 56 of 239




FINAL:

FOI - Page 57 of 239

PROGRAMMING FOR TRANSMISSION

5/19/2004

Serial Mode

Optons: ON, OFF, Kiosk

Default: OFF
Access Level:  Password protecred

Serial Mode programs the monitor to download a copy of the
data packet to a Jocal personal computer {PC) before it transmits
the packet to your assigned ISP address or to a remote galeway. 1f
you are placing the monitor in a kiosk, the Kiosk setung
automatically transmits data to the kiosk PC. The data packet in
Kiosk mode has addidonal data-protection features.

1. In the Transmit Menw, scroll to Serial Mode, and press
MANUAL.

2. Press cither YES or NO to change the Senal Mode o ON,
and press MANUAL.

You can scroll to the next Transmit Menn option, press RETEST
to return to the Main menu, or press STOP BP + YES ro exit
Setup Mode.

Modem Settings (P)

Options: 20 AT’ characters
Default: OFF

Access Level Password protected

Modem Setting allows techmicians to enter AT prefix characters for
transmirting and service phone numbers. You do not need to
cnter this menu.

ISP Seftings Menu (P) (Internal Settings Menu)

Choose the ISP Seitings menu to access the following setungs:

® ISP1 Prefix (1)
®  1SP1 Realm (P)
= 1SP2 Prefix ()
* ISP2 Realm ()

iSP1 Prefix (P}

The text stnng in the 1SP1 Prefix field is appended to
the username for authentication purposes when
connecting to the primary ISP account for transmission
of information to the Central Sratioin.
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ISP1 Realm {FP)

The text string i the 1SP1 Realm ficld is appended to

the username for authentication purposcs  when
connecting to the primary 18P accounr for transmission
of information to the Central Station.

1SP2 Prefix (P)

The texr string in the TSP2 Prefix ficld 1s appended to
the username for authentication purposes  when
connecting  to  the  sccondary ISP account  for
transtmission of information to the Centeal Staton.

iSP2 Realm (P)

The text string in the 1SP2 Realm field is appended to
the uscrname for authentication purposes  when
connccting  to  the sccondary ISP account  for
transmission of information to the Central Station.

Exit ISP Settings

Lixir the 1P Settings menu and return to the previous
menu.

Exit Transmit Menu

Press STOP BP + YES to exit Transmit Menu,
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Option Menu

Tirme Menu

Systern Settings | Questions Menu | Password | Transmit Menu | Option Menu | Service Menu

Lhe Opftony Memr allows you to assign communicadon potts to
compatible peripheral devices. You must assign a com port to each
device, or the monitor will not prompt for the device. The monitor
will not collect data from that device, even if the device is
connected to the com port.

After assigning a com port, you can then program how often the
Sentry Monitor collects test results from the device. The default is
daily. However, you can program any combination of days.

ﬁ You must have at Jeast onc day sclected for an
accessory device, or the monitor will not prompt
for the device.

Prompts for accessory devices

Prompts for accessory devices vary depending on the device. If
the monitor is only uploading collected test results from a device,
it only prompts you to attach the device to the monitor.
However, if you must use the device or perform more than one
task, the monitor will prompt you through the required steps.

The monitor uploads data from cach programmed device and
displays rhe following messages:

® If this is the first time this monitor has collected readings

from this device, “new <device name> detected,”

* If there is new data: “Receivina Data” followed by
“Data uplovad finished.”

® If there 1s no new data: “No new dara.”

The monitor does not display test tesults collected from
accessory devices, only the text prompts related to the device.

Once it has collected data, it repeats the process with the next
scheduled device.

ﬁ For programming instructions for accessory
devices, refer to the instruction sheet which came with
the device. or any on information on ACCCSSOTY
devices, refer to Appendix : Aczessory Depices, of this
manual.
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Transmitting test results from accessory devices

If you arc transmitting test results from am accessory device
(example: a glucose meter), walt for the prompt and then attach
vour device.

ﬁ For more mformation, refer to the instruction sheet

provided with the specific accessory device.

Exit Options Menu

Press STOP BP + YES to exit Option Menu.
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Service Menu

Time Menu

System Seitings | Questions Menue | Password | Transmit Menu | Option Menu | Service Menu

‘These menus allow Honeywell HomMed technicians o access the
Sentry Monitor to obtain specific diagnostue data and perform
calibration tasks. If you are asked to perform any tasks that require
you to entet this menu, Customer Service will walk you through the
steps.

Service Call

Choose this ftem to initiate a connection between the monitor and
the Honevwell HomMed service department computer.

Service Call Phone # (P}

‘I'his item contains the number the monitor uses to connect to the
Honeywell HomMed service department computer.

Calibration Verify (P)

This item is used to perform a calibration test on the NIBP
measurement. For more information, scc page 40, in the OTC Sentry
Monitor Service and Support Guide.

A CAUTION

PERSONAL INJURY HAZARD: NIBP Cuff

Verifying the calibrafion while the cuif is
attached to you, {while wearing the cuff)
could cause bruising or other injury.

DO NOT verity NIBP calibration while the cuff is
aftached to a patient.

Report Menu (P)

Choose the Report Menu (P) to access the following information:
*  Scrial Number ()
*  Hardware Version ()
= Sofrware Version (P)
®  Oximeter Version (P)
' NIBP Version (P)
*  BP Safety Version (IP)

50
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BP Hardware Version (1)
NIBP Cycles (P)

= last Calibration (P)

Serial Number (P)

This item reports the serial number assigned to the monitor.
Hardware Version (P)

This item reports the hardware version of the monitor.
Software Version {P)

‘This item reports the softwarc version of the software
currently installed on the montror.

Oximeter Version (P)

Reports the hardware version of the oximeter board
nstalled in the monttor.

NIBP Version {P)

Reports the NIBP version of the monitor.

BP Safety Version [P)

Reports the BP Safery version of the monitor.

BP Hardware Version (P)

Reporrs the BP Hardware version of the monitor.

MNIBP Cycles (P}

Reports the number of NIBP cveles.

Last Callbzation (P)

Reports the date of the last calibration of the monitor.
Exit Service Menu

Fixit the Service menu and reruen to the previous menu. 3
|
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Troubleshooting

This section provides tesolutions to the most common siuations you may
encounter in the feld when installing or operating Honeywell HomMed
Sentry 6 monitors. A table of errot codes starts on page 62 of this manual.
If you experience a problem operating 2 peripheral device, refer to the
manufacturer’s product informatton,

Monitor installation

Monitor Installation problem — Caller ID / TDD

You have a caller 1D box artached to the phone,

or

You have a Telecommunication Device for the deaf (TDD)
on the phone line.

Resolution

Use the pass-through connection that comes with your
Sentry Monitor.

Steps
1. Unplug caller ID box phone cord from the wall jack.

2. Inscrt duplex jack.
Plug caller ID box phone cord into duplex jack.

3
4. Plug the momitor phone cord 1nto duplex jack.

Monitor installation problem - Duplex jack

You already have a duplex jack in the jack outlet.

Resolution

Use the pass-through connection that comes with vour
Sentry Monitor.

Steps

1. Unplug the phone line from the duplex jack.

2. Plug the phonce ine 1n 1o the PHONE port on the rear of
the monitor.

3. Plug one end of a phone cord into the MODIEM port o
the rear of the monitor.

4. Plug the orher end of the phone cord into the duplex
jack. i

e
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Monftor installation -~ Phone cords

Have two short phone cords but need a longer cord.

Resolution

('s¢ a phone coupler.

Steps

Connect phone cords using coupler o create a single cord.

Equipment Problems

Equipment Problems — Monitar (problem #1)

Momnitor does not power up

Possible Cause

Resolution

Unit is not plugged .

Make sure plug is firmly into
the power strip.

Wall outlet is not working.

T'est wall outlet with another
electrical appliance.

Wall outler 1s controlled by a
lighe switch and swirch 1s off.

Plug unit into a wall outlet
that is not controlled by a
switch.

Powcer strip 1s not on.

‘Turn power strip on.

Power strip has bad outler.

Trv other outlers, if none
work, replace the power
serip.

NOTE: If unit still does not power up, call Honeywell

HomMed Customer Service.
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Equipment Problems ~ Monitor (problem #2)

‘The monitot’s green light comes on indicating power to the
unit, but the display does not light up.

Possible Cause

Resolution

The power cord 1s not

completely inserted into the
monitor

Unplug the power cord, and
then plug it in again making
sure to push it firmly into
place.

NOTE: If unit still does not power up, call Honeywell

HomMed Customer Service.

Equipment Problems ~ Scale (problem #1)

Weight does not register.

Possible Cause

Resolution

You moved ot stepped off
scale during measurement.

Stand still on scale and to
wait for prompt before
stepping off.

Scale not connected or
connecnon loose.

Make sure scale cable s
connected to the scale and
to the monitot.

Reboot the monitor.

NOTE: If the weight sull does not regster, call Honeywell

HomMed Customet Service,
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Equipment Problems - Scale {problem #2)

instead of 0.0.

Scale does not zero propetly; monitor displays dashes

Possible Cause

Resolution

Scale cable attached to the
monitor after the monitor
was powered up.

Scale is not on a flat surface.

Secale is not level.

Scale 15 on a thick carpet.

The scale was moved.

Weight is > than 5001 /
227k,

1. Power-down the monitot.

2. Disconnect the scale cable
from the scale.

3. Place scale on a flat
surface and that it 1s level
{(bubble should be in the
circle).

4. Be sure scale ts not a thick
carpet.

S. Reatrach the scale cable to
the scale.

6. Reboot the monitot.

NOTFE: If scale snll does not zero it must be recalibrated. Call
Honeywell HomMed Customer Service.

Equipment Problems - Scale (problem #3)

Your pulse-rate drops eastly after obtaining weight.

Possible Cause

Resolution

The oximeter obtains an
oxygen saturation (SpO2)
reading in cither:

® 8 beats or

e Hseconds

Do the following:

1. After aking vour weight,
sit down and follow BP
prompts, but IGNORE the
SpO2 prompt. Once vour
BP 1s collected, the
monitor will know to
collect 2 oxygen saturation

(SpO2) reading,

)

- Then, when prompted,
place the oximeter on a
finger and take a resting
SpO2.
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Equipment Problems — Scale {problem #4)
Monitor displays varying weights.

Possible Cause Resolution
You maybe dressed Review the steps in 1 uking
differently. Your Weight. Be sure you are
You are possibly unsteady, standing in the middle of
and holding on to support. scale.

Scale does not clear the 1. Power-down the monitor,

carpet. ,
2. Disconnect the scale cable

from the scale.

Scale is not level. 3. Adjust the fect undl the
scale clears the carpet and
15 level (bubble should be

n the circle).

4. Reartach the scale cable 1o
the scale.

5. Reboot the monitor.

Equipment Problems - Blood Pressure Cuff (problem #1)
Blood pressure cuff leaks.

Possible Cause Resolution
i . Tighten all tubing and cuff
.DOSE connection )
connecuons.
Defective cuff or hose Replace cuff or hose.

56 Y
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Equipment Problems — Blood Pressure Cuft (problem #2)

Biood pressure does not registcr.

Possible Cause

Resolution

1.o0s¢ connection

Check and tighten all connections.

Suaighten hose, remove source of

BP hose is kinked, .

compression, or replace leaky
compressed, or leaks

hose.
Defecttve cuff or hose Replace cuff/hose.

Incorrect cuff
placement

Review the steps on how to put
on the cuff, in Tuking Your Blood
Presynre.

Movement

L.

Remember to remain still. (1f
needed, place your arm on a
pillow for support.}

Equipment Problems - Blood Pressure Cuff (problem #3)

Blood pressure readings vary.

Possible Cause

Resolution

Incorrect rechnique

Review the section, Tuking Your
Blood Previure and retake your
blood pressure reading. Be sure
you have the following:

‘The nght cuff size

¢ ‘the correct cuff placement

* (ood posture

¢ [hat vou are not talking or
moving.

That vour atm 1s at heart level

Equipment Problems - Temperature Probe

Monitor prompts for temperature, when temperature was
not programmed for collection.

Possible Cause

Resolution

Temperature probe is
not fully inserted into
the channel

Push probe fully into channel.
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Equipment Problems — Oximeter (problem #1}

Heart rate is very low or does not register.

Possible Couse

Resolution

Oximeter 1s not connected
to monitof of to you.

Plug the oximeter into the
cotrect outler, making sure it
fiemly latches 1nto place.

Oximeret incorrectly
pesidoned on your hand.

Review the steps on the
proper placement of the
oximeter, in faking Your
Bloed Oxygen Saturation

Poor perfusion (blood flow

to the hands}.

Reposition the oximeter on
hand.

Fingernail polish or false
nails are intetfering with
sensor hight.

Remove your finger nail
polish or your false nails.

Defective sensor or cable.

Replace finger sensor.

NOTE: If the heart rate still does not register, call Honeywell

HomMed Customer Service.

Equipment Problems — Oximeter (problem #2)

Pulse rate erratic, intermictent, or incorrect.

Possible Cause

Resolution

Oximeter is incorrectly
positioned

Be sure to place oximeter on
the finger, with the finger

design facing up.

Poor perfusion (blood flow)

to your hands.

Reposition the oximeter

Be sure to move your hands
prior to taking the reading,

Apply 2 warm washcloth to
hand(s).

Lie down (if able) when
taking reading.

Moved while reading was
being taking.

Remember to remain still.
(1f needed, place vour arm
on a pillow for support.)

Ambicnt light (i.e. Sunlight,
or bright room lights)

Shield the oximeter from
the ambaent lighr.

NOTE: H the SENSOR light remains on and momnitor does not
collect a reading, calt Honeywell HomMed Customer Service.
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Transmission

If you get a uansmission error code, write down the errot
code. Refer to the following Transmission Error rable, or
proceed to the fimwr Code Tabl scction that immediately
follows (Sce page 62). If you can not resolve the error, contact
the person to whom who will be transmirung, or contact
Honeywell HomMed Customer Service.

Transmission Problem

Monitor collected the virals but did not transmat.

Possible Cause Resolution

Modem line 15 not Connect modem line to the
connected to unit or wall, unit and the wall jack.

Set monitor to cotrect
transmission mode.

(Refer to the Programmiing
Yonr Monitor scction of this
manual).

Transmission mode 1s
incorrect.

Verify that the PIN 15
corsgect; venfy that the

) modem phone number is
PIN or phone number i3 P

. correct.
incorrect.

(Refer to the Programming
Your Montter section of this
manual).

Relocate monitor. If pager s

‘The pager is out of range or s
pag g our of range, switch to

failed rransmission.

modem.
Monitor serial number and
the sertal number assigned (Call Central Station and
in Central Starion do not venfy seral numbers.

match.

Verify that Tramsmit Mode s
programmed correctly for

Vransmit Mede programmed
vour area. If vou do not

tncurrectly. -
. know the correct mode,
_ contact Custoter Service.
Wall jack doces not work. ‘Test wall jack with a phone.

Faulry duplex jack. Use a new duplex jack.
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Transmission Prablem {continued)
Monitor collected the virals but did not transmir.

Possible.Cause Resolution

Go to Report in the Service
Menu. Compate the senial
number that displays in
Report to the serial number
Monitor serial number does | recorded on the monitor’s
not match vnir label. label (located on the bottom
of the unit.).

If they do not march, call
the Honevwell HomMed
Customer Service.

Monitor must dial a prefix Add the prefix number to
for an outside line. the transmit phone number.

| 1f the monitor tried to
transmit data via modem

over a digital line, the
You have a digital phone modem is damaged.
line. Call Customer Service to

make arrangements for
rerurning the monitor to
Honeywell HomMed.

NOTE: If you still experience transmission difficulties, call
Honevywell HomMed Customer Scrvice.
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Error codes table.

If there is a problem the Sentry problem the Sentry Monitor displays ctror codes, to explain what is

5/19/2006

wrong. Note this is as long as the Sentry Monitor has power. By learning the codes, you can -

quickly identifv and correct most difficulties yourself. If you cannot solve the problem yoursclf,

make a note of the crtor code and calt Honeywell HomMed Customer Service.

# VFD Display Meaning Possible Cause Resolution/Action
100 | NVRAM Ne-velatile memory checksum all Honevwell HomMed.
error
200 | SCALE_TIMEOUT Ulser simeout - scafe 1Yid ot stand on scade in | Review the Tobig Your
- time. | il seerion of this manual.
12d not arach w nm.
201 | SCALE_COMM Dizconnected seale Scale not conaccted Conneet the seale.
the moniior Replace the cable.
Bad cable Rephice the scale; culd
Scale new working Hancywd) HinMed.
properdy
210 | NIBP_TIMEQUT User rimeout - NIRP Didd nat attach cuff ro Review the Taking Yonr
M i fme. 1 %itele section of this manual,
211 | NIPB_COMM 1ost compmunicaton wirh N[BP Call Honevwell FlomMed.
212 | NIBP_VERS NIBP processoc failed to send Call Honevwdl  TamMed,
version information
215 | NIBP_TIME_OUT NIEP coft nmcour Moved while cuft was Review the Tiking ¥ onr
areahed. 1 %itaks section of this manual.
216 | NIBP_CUFF_LEAK NIEP cuff leak Loose connection Frghten all tubing and cuff
Defeerive cult or hose CONNLCHIONE.
Replace cuff or hose.
217 | NIBP_CANCEL NEBP cancedled by user No agtiun
218 | NIBP_NOISE NIBP Too much nowse Moved while cuff was Review the Taking Your
attachud. T itals sectiom of this manual,
219 | NIBP_WEAK_SIGNAL NIBP Weak signal Cuff not tight enough Review how o put vn vour
cuft in the Taking Yaeur | Ftuls
Improper cutf s section of this nmnoal.
Keplace with corrvet enff
S17L
220 | NIBP_SYS NIRP Systen error Call Honevwell [HomMed.
221 | NIBP_OVER_PRESSURE [ NIBI' Cuft pressuce > Calt [oneywell | lomMed.
- 3{5mmllp
222 | NIBP_TIMER NIBP Timers out of range Call Honevwel Homed.
223 | NIBP_CAL NIBP Calibration error Call Honeywell { lomMed.
224 | NIBP_VALVE WNIED Valve fwolure Call Hoseywell { fomMed,
230 | SPO2_TIMEOUT User timeout - Spt)2 Did not auach oximeter | Review the Takiug Your
to firrper i timee I #ats section of this manual.
231 | SPO2_COMM Last communication with SpO2 | Loose connection Veafy cable cemncetions are
sl seenre,
il Honevwell HomMed,
232 | SPC2_VERS SpO2 board failed o sead

version information

Call §loneywell | lomMud,
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# VFD Display Meaning Possible Cause Resolution/Action
233 SPO2_LOST SpY2 signal bost Onimeter (finger Review 1he placement of
sensor) not propeey oximcter Taking Your | Feals
placed on finger sectinn ol this manoal.
Moved during ceading,
34 SPO2_SENSOR SPO2 off finger or Review the Tasiug Yonr | itats
dirconnected section of this mamed.
Conneet the sensor.
Venfy calile connections.
240 TEMP_TIMECUT Ukser timoont — Did next place Review the Takens Your [ italr
temprratse temperaiure probe in section of this manwal.
routh in fow.
241 TEMP_COMM 1ost communication Call floncywell HomMed.
with wemperature
Processor
242 TEMP_VERS Temp processor Call Hloneywell TTomMed.
Failed o send version
nformartion
243 TEMP_UNRECOVERABLE Tempurature vrros Call Honeywdl Homdled.
244 TEMP_RECOVERABLE ‘T'emperature error Probe not pasitioned Review the placement of the
propeedy. temperature probu in the
Taking Your [ ftali section of
this manual.
245 TEMP_NO_PROBE Temperaiure probe Conneet the probe.
disconmeeted Verfy all connections sccure.
246 TEMP_HI_AMBIENT Temperature prolic Operating mange: 84° 10
Fruy warm 8% (28.9° 1 42.2°())
247 TEMP_LO_AMBIENT Tempuratuee probe Opceating ange. 83° o
o cold JO%I (28.9° t01 42250
250 IDCARD_TIMEQUT Liser imeour - 1) Review the Tuking Your | itals
Card sectiom of this manual.
251 IDCARD_COMM Lost commumnicanon Nt properly setep or Recomneet the card reader.
wirh 11D card reader conavered
Not assymed 1o com Assigna com port,
purt
Bad card reader Anach 2 new card reader.
252 IDCARD_ID_CRC 16} number (R Card net swiped Swipe the card .
rroe correetly
Bad cand {reate a2 now canl.
2583 IDCARD_DATA_FORMAT Dara fisemar is bad on Rewnite the card.
) Card Creare 2 new canl.
254 IDCARD_DATA_CRC Pyara reack CREC creeor Kewrite the card.
Cruate a new card.
255 IDCARD_LANGUAGE Panguape on cand i Make surt that the moniror
nor available supperers the inguage watten
on the eard.
300 MODEM_COMM AMixlem fmled sidf Call [Tonevwell 1omMed.
tost
301 MODEM_HARDWARE Modem failure Call Elomeywell TlismMed.
302 MODEM_TIMEOUT Noanswer after Modem dialing wrong Program corect phone
sucressiul dial numher number.
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# VFD Display Meaning Possible Cause | Resolution/Action
303 MODEM_DIAL_TONE N dial wone Modem not Connect monitor maxdem to
- connected analog phone line
Line is inouse Do nor use phone during
MONIEOCNg sCssions.

304 MODEM_CONNECT Mudem failed 1o Maodem dialing Program correct phone
connret fuo midem wrong number number. (Refor Prograning
an ather ond) Your Mauftor section i this

wmanual}

Phone has 8I0/900 theck for black by dialing 1-

block S00-679-2778. 1f vou do nint
hear 2 sound similar to g fax,
vau may have an 8060/900
Tk on the phone line,
Fither remove the Block 1o
allow the monitor to send
dara by moadem: or ser the
munitor tor Pege Quly.

305 MODEM_BAUD_RATE Sketel band rare lock IT peoblem pursists, call
fazkad Honevwell TTomMed.

3 MODEM_LOGON Skyrel logon not It problem persists, call
accepred oneywell Tomdied.

32 MODEM_DISCONNECT Skytd forced If problem persists, call
Jdisconnuct Honeywell ElomMed.

313 MODEM_GO_AHEAD Sketet gro abead not I problem persists, call
recvived | fonevwell 1smMed.

3i4 MODEM_ACKNOWLEDGE skyeel packer I probleey persists. call
FCCCPTIOn 1ok Homnevwell TlismAMed.
ackaowledped

315 MODEM_RULE_VIOLATION Skyrel systen eule H problem persises, call

-~ violinom Flonevwell | lomaded.

316 MODEM_LOGOFF Skt prematuee H problem persises, call

1 leagres € niteated Honeywell | lomidfed.

320 PAGER_COMM Pager sl test Failure Call Honevwell omaled.

321 PAGER_QUT_OF _RANGE Pager is our of range Sct Transmit Mode to Meren,

322 PAGER_ERR_HARDWARE Pager faibure Call Honeywell TTomded.

323 PAGER_ERR_TIMEOUT TN took o long St Vransuit Made 1o Modem,
7213 minutes) and ectake virls.

1 probleny persists, call

[ Tonevwct] HomMed.
324 PAGER_MSG_FAIL Mezsage taiked ¥ probivm persists, call

Flomevwel) FlomMed.

410 GLUCO_TIMEOUT User timeoms -- Died now attach Review the Produet Lnsert thar

ghucose mierer glucose meter fo camu with your glucese meter.
moALLGE 0 M.
‘ 411 GLUCO_COMM Glucose meser Ghucose meter cable Conacct the cable,
‘ dizcenmected not connectud.
Loase Conection. AMake suree all conncetions are
SUCUT,

63 &
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# VFD Display Meaning Possible Cause Resolution/Action

412 GLUCO_OFF Cilgcose merer nor In O)ptions munu, sct
cmabled appropriate glucose muter

o O,

413 WRONG_GLUCO 113 Card 2nd monior Progam the card or the
supup gluco-type monttor for the coreer
mismatch plucose meter.

420 SPIRC_TIMEOUT User Hmeout - 1 nor attach the Review the Produd Tnieet
spiromerer spirometer in i, that came with your

spin)m('trr.

421 SPIRO_COMM Spirometer spicomueter cable ner Conneet the cable.
disconmet il comnected Make surg all conneetioms

Laxpse conneerion AFL SCCBTL,

412 SPIRQ_OFF Spiromerer notenabled | Prothrombin Meter In Options mesu, set

{nu assigned COM por) appropriate spirometer o
O

430 PT_TIMEQUT User imeout = PEAANR | 1id nat attach in Roview the Prodiet Tusert
I*rothrenmbin {11 device that came with vour
n tme. prothrombin meter.

431 PT_COMM I'/INR disconnected FAENR cable not Conneer the cahle
conneeted Make sure all connections
Jamsse conngction are securce

312 PT_OFF PI/INR not enablad In Oprions menu, st
o assigned COM porg appropriate PT/INR o

O,

4} ERROR_ECG_TIMEOUT Ulser timcout — 1500 1id neer ke an FCG Review the Peadnct Luser!
reading in ime that come with your FCG
D nost attach e ime. device.

M ERROR_ECG_COMM FOO dscannected PG cable nor Cemneet cable.
connected Make sure all conacchons
st connectinn AN SCCUTC,

442 ERROR_ECG_OFF ELG nor asstgned a In Oprions munu, st

COMN port VGG to On

450 PEAKFLOW_TIMEOQUT Uiser tmeout - peak Didk nor atrach peak fAlow | Review the Produes Tusert
flow device tn nme. rhar came with vour peak

flow muoter.

451 PEAKFLOW_COMM Peak flow discontmued I'eak fow cable not Lonneet the cable,
vonneered
1asose Conneciion Make sure all connections

ArY secure
452 PEAKFLOW_OFF Peak fiow not assiymed a le Oprions menu, see peak
COM port flow o Ou.

500 ERROR_ETHERNET
600 ERROR_UNKNOWN _ Unknown 151

CONNECT_ERROR CONneCtion croor
601 ERROR_TCP_ Remore TGP Server

CONNECTION _REFUSED retused conneeton
602 ERRCR_TCP_CONNECTION |(onnection failed For

FUNKNOWN urknown reason
603 ERROR PPP LOGIN User name or password

- = Wibs ICOCCCCK
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# | VFD Display Meaning Possible Cause | Resolulion/Acticn

604 [ERROR_MODEM_COM Iailed communicarions

with modem
605 |ERROR_TCP_SERVER_COM {_ommunications with
S server Failed after
conncction established

606 |ERROR_TCP_CLOSED Socker wits closed Ty

remote hosr

607 |ERRCR_BAD_PIN Pin number not

recoppired by server
} 608 |ERROR_BUSY_SIGNAL Madem recerved @ bhusy
signal
901 |RAM_ERROR RAM self rest failed Call Honevwdl HomMed.

902 | ROM_ERROR ROM Checksum error Call Vonevwel) FomMed,

‘ 903 UART_ERROR | lardware errar Call Honevwl Homed.

904 | RTCC_ERROR Rueal time cock failure Call Honevwell HTomMed.

| 911 ERROR_FILE_SYSTEM Vanguge text files Replace the SmartMedia card.
misging o1 corrupt

911 DISK_ERRCR SmartMedia failuee Replace the SmartMedia cand.

912 DISK_ERROR_BAD_FORMAT SmartMedia failuee - Reple the SmartMedia card.

bad Formum

913 | DISK_ERROR_NO_CARD SimartMusdin failure — Insert the correct Smzrthledia

cird removed card.

914 | DISK_ERROR_BAD_CARD SmartMudia failuee - Replace the Smartiedia card,
bad card

915 DISK_ERROR_CHANGED_CARD | SmariAhedia failuee - Rebooe the unie: if problem
card swapped perawts, call Toncvwell

[omMed.

916 | DISK_ERROR_CARD_FAILURE SmartMedia failure - Replace SmartMudia card: if
curd failuee problem persises, calt

| loneywell FlomMed.

930 PHOTOCARD TIMEQUT No response — cund (Card removed befor: Review the Prosduct Insert
removed or defective | monitar could thar came with device.

downalomd images.
Defective card Uz new card. retake photo,
‘ rexend.
| 931 | PHOTOCARD FAILURE Card nor readable: Use omly SmartMedia cands
damagud, wrong rvpe for digital images.
e new cared, retake phaora,
resemd,

932 | PHOTOCARD READ ERROR Livvalidd CR¢C, pariny “Iake snother picture and
rIrnr, LI resced,

Use now eard. retabe phoro,
resend.

933 | PHOTOCARD CONFIG BAD Cantig. file {0156} Use only appropriate
missing or Conraing SmartMudia cardx for dyaral
mvalid info Imays.

Use new cand, rerske phons,
ared resend.

934 | PHOTOCARD PAT, iD BAD Pr 1Y fle 2.0 ] R ]

Missing or confiing Use new cand, setake prhaotes,
im'uliti info and resend.

935 PHOTO NOT FOUND No photos in photo . ,
dicector Iake pictures and resend.
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Additional References

V toneywell HomMed OV C Sentry Monttor Quick Reference Giride.
PNXXNXXN Honeywell HomMed, 2006

Hancywell HomMed OTC Sentry Monitor Installation Sheet.
PXNXNX Honeywell HomMed, 2006

I Honeywel! HomMed OTC. Sentry Monitor Service and Support Gruede.
PNAXNN. Honeywell HomMed, 2006

Vioneywel! HomMed O'1C Central Station User Guide,
PXNXX Honeywell HomMed, 2006

Vor more information about authorized peripheral devices, refer to the
individual manufacturer’s instruction sheet, which came with the
device.
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The following fifry-one (51) questions are available for programming. Up to ten (1)) may be
programmed for a monitoring session.

r_ le :;r::;:l of ten prompt questions that the monitor
Question #1 Question number seven in the hlock of 51 questions
Out of medications? €—f—— Prompt cue text for question number scven.
Number | Questions
0¢ Off
43 Are you experiencing more difficulty breathing today compared to a normal day?
02 Are you more tired today compared to a normal day?
03 Have you been using your inhalers more than usual?
04 Did you need extra pillows to sleep comfortably last night?
05 Have you had to limit your activities more than usual?
086 Do you need your clinician to contact you today?
07 Are you out of any of your medicalions?
08 Are you having difficulty taking any of your medications?
09 Are you having difficulty following your diet?
10 Are you having any hausea today?
11 Are you having trouble contrefling your blood sugar?
12 Are you having any pain?
13 Have you been having any chest pain?
14 Are you having any headaches?
15 Have your ankles been swollen more than usual?
16 Are you having any difficulty standing or walking?
17 Have you been having any new numbness or tingling?
18 Are you having any dizziness?
19 Have you noticed any bleeding teday?
20 Have you noticed any new bruising today?
21 Are you having any trouble with urination?
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Number | Questions

22 Are you having any trouble with your bowel movements?

23 Has your wound changed in size or color?

24 Have you noticed a change in odor from your wound?

25 Have you noticed a change in the drainage from your wound?

26 Have you had to use your nitroglycerin in the last day?

27 Have you had to use your oxygen in the last day?

28 Have you developed a cough?

29 Have you noticed a decrease in your appetite?

30 Are you having difficulty swallowing?

31 Have you had a fall in the fast day?

32 Are you having difficulty taking care of your wound?

33 Have your hands or face been more swollen in the last day?

34 Has there been any protein in your urine in the last day?

35 Do you have severe heartburn today?

36 Have you noticed a decrease in your baby's movement today?

37 Have you had any blurred vision foday?

38 Have there been any changes in the medication you are taking?

39 Are you having difficulty following your weight-loss plan?

40 Are you having difficulty following your exercise plan?

41 Do you feel more anxious or upset today?

42 Has your mood been more depressed this week compared to a normal week?

43 Are you having difficulty managing stress this week compared to a normal week?

44 Are you having difficulty following your smoking cessation plan?

45 Are you having difficulty following your alcohol reduction plan?

46 Are you having difficulty understanding your diagnosis?

:l? Have you had 2 plus or greater protein in your urine today?

48 Have you been to the emergency room this week?

49 Were you admitted to the hospital any time this week?

50 Has your doctor added, deleted, or changed any of your medications this week?

51 Dd you have an unexpected visit to your physician this week?

2
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Sleep apnea questions arc a single block of owelve questions thar are either on or off. When
rurned on, the Seniry Monitor will go through all of the questions. The questions are listed

below.
Number | Questions

4 Do you snare nearly every day?
2 Do you snore 3-4 times a week?

i 3 Have you been told that your snoring is louder than talking? —
4 Can others hear your snoring in another raom?
5 Has your snoring ever bothered other people?
6 Has anyone noticed that you quit breathing nearly every day during your sleep?
7 Has anyone noticed that you quit breathing during sleep 3-4 times a week?
8 Do you feel tired or fatigued today after your sleep?
9 Do you feel tired, fatigued, or not up to par during your wake time nearly every day?
10 Do you feel tired, fatigued, or not up to par during your wake time 3-4 times a week?
11 Do you nod off or fall asleep while driving a car nearly every day?
12 Do you nod off or fall asleep while driving a car 3-4 times a week?
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Appendix C:
Honeywell HomMed Warranty Information

System Limited Warranty

lor a period of five (5) years commencing with the reccipt of the System Monitor and/or
Supplier’s standard System Receiver and for a period of one (1) year commencing with the
reccipt of the System MedPartner, Supplier watrants the Monitor, Supplier’s standard System
Receiver, the MedPartner and the Ticensed Software, under normal use and service, to be free
from defects in material and workmanship and to operate in accordance with the product
specifications in the environment specified. If Customer clects to utilize Suppher’s standard
rack mount Receiver, the Receiver is warranted for three (3) years, from the date of receipt. If
Customer elecrs to utlize a non-standard rack mount Receiver, the Receiver is only warranted
for the period provided by manufacturer of the non-standard rack mount Recever (hercin
“Wartanty Period”).

SUPPLIER DOES NOT WARRANT PRODUCTS NOT MANUFACTURED BY IT
BUT ASSIGNS TO CUSTOMER, TO THE EXTENT POSSIBLE, ANY
WARRANTY EXTENDED BY THE MANUFACTURER OF SUCH PRODUCTS
TO SUPPLIER. THIS WARRANTY IS VOID IN CASES WHERE THE PRODUCT
IS ALTERED, SERVICED OR REPAIRED BY ANYONE OTHER THAN
SUPPLIER; NOT USED IN ACCORDANCE WITH THE OPERATING MANUAL;
EXPOSED TO ENVIRONMENTS OUTSIDE OF ITS INTENDED USE; OR
DAMAGED THROUGH NEGLIGENCE OR INTENTIONAL ACTS OF ANY
PARTY OTHER THAN SUPPLIER.

Exclusion of Warranties

THE WARRANTY SET FORTH HEREIN IS IN LIEU OF ALL OTHER
WARRANTIES WHETHER WRITTEN, ORAL, EXPRESSED OR IMPLIED,
INCLUDING WITHOUT LIMITING THE GENERALITY OF THE
FOREGOING, ANY WARRANTY OF MERCHANTABILITY OR FITNESS FOR
A PARTICULAR PURPOSE.

38
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Exclusive Remedies

ln the event of a valid wartanty claim, Supplier’s entire liability, and Customer’s exclusive
remedy, shall be, ar Supplier’s option, either {i) to retarn the purchase price paid for the
System, or (i) to replace the defective component of the System. Customer must return the
defective component to Supplier in accordance with the warranty claim procedure sct forth
below. Any replacement component provided by Supplier will be warranted for the
remainder of the original Warranty Period. Qurside the United States, this remedy s not
available to the extent that Supplier is subject to restrictions under United Srares export
control laws and regulations.

Warranty Claim Procedure

If Customer belicves one or more components of the System is defective or working
improperly {“Putative Defective Componenr”), Customer shall contact Supplier for technical
support putsuant to the provisions of Paragraph 11 of the System Supply Agreement.
Customer shall follow the instructions and exhaust the recommendations of Suppler’s
technical support team prior to making a warranty claim. In response to a warranty claim,
Supplicr shall deliver a replacement component in exchange for the Putative Defective
Component which shall be teturned to Supplier ar Supplier’s expense. 1 Supplicr determines
that the Customer’s warranty claim with respect to the Purative Defective Component was
valid, the warranty ¢laim procedure ends; if Supplier determines that the Customer’s Putative
Defective Component was either (i) not defective or (3i) the defect was the result of an cvent
which voided the Wartanty, Customer shall be entitled to retain the replacement component,
but shall be responsible to pay o the Supplier the shipping costs for the delivery of the
replacement component and the rerurn of the Putative Defective Component, plus the cost
of repairs and 2 handling charge of $150.00, all of which will be separately invoiced to
Customer by Supplie. THE FOREGOING IS CUSTOMERS SOLE AND
EXCLUSIVE REMEDY IN THE EVENT OF A WARRANTY CLAIM.
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The following is a list of peripheral devices, compatible with your Honevwell HomMed Sentry Monitor.

Peripheral Device

Manufacturers

Purpose

Weight Scale

Honeywell HomMed

Measures body weight

Finger Sensor

BCI/Smith

Measures oxygen saturation (5pO,) and
heart pulse rate

Glacose Mcter

®  One Touch Basic

»  Onc Touch Ultra

®»  (Onc touch Profile
Bayer

= Ascensia lZlite N1
Roche

= Accu-Chek

Advantage

Home Diagnostcs

= Prestige IQ

Temporal Scanner* Exergen Measures body temperature
I di The ECG, measures the clectrical
Nlectrocardiogram . L.
OB HealthFronticr activity of the heart, and can detect
Recorder (FCG) - - gy
normal ot irregular heart thythm.
LifeScant™

Measures blood-sugar levels of diabetic
patients.

PiKo-1 Peak Flow
Meter

Pulmonary Data Services

(PDS)

Measures air flow, or peak expiratory
flow tate (PEIR), of asthma patients.

Prothrombin Mecter

Internavonal Tfechmidyne

Cotporanon {ITC)

Measures the Prothrombin Tine (PT)
ot the clotting time of blood, for
paticnts with prothrombin diseases

MicroDL. Spirometer

Mirco Direct

Pulmonary Function Tesdng (PFT),
screens for obstrucuve and restrictive
lung diseases, and the effectiveness of
therapeutic Intervention

Digital Camera
SmartMedia card

Various

Uploads digital images and transmits
them to the Honeywell HomMed
Central Station unit.
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Glossary

A

AC Power Adapter:

AT Prefix Characters:

Accessories, or
Accessory devices

Account Numbers

Ambient Light

Analog Phone Line
Atrial Fibrillation

Automatic
B
BCI/Smith
Bayer

BP

Battery, Lithium

Blood Pressure

Blood Pressure —
Systolic

5/19/2006

AC: Alternating Current, adapter that allows you to power your monitor or accessory device

from a standard wall ourtlet.

Allows the of transmitting and service phone numbers.

Medical devices which came with your Honeywell HomMed OTC Sentry Monitor. These

may include: Scale, t'emperarure Probe and Oximeter.

Your PIN number and Password (See PIN sumber and Password).

The surcounding light in 2 room or area, such as strong light coming through a window from

the vutside, ot from a high-ware lamp.
A non-digital, wadidonal phone hine.
Atrial fibrllanon (See Defibnllaton)

Self-running, self-operating funcuon.

BCI/Smith is the manufacturer of the lrenda Filite X1 Glucose Meter.
Bayer is the manufacturer of the Oxdmerer (SpO2) finger sensor.
Blood Pressure (See blood pressure).

If your monitor looses power accidentally, the Lithium batrery allows the monitor 1o
maintain, vour settings, as well a time and date funcuons.

The pressure ol blood againse vour artery walls created by the pumnping of a person’s heart.

Blood pressure is measured in Syitode and Diastofic measures usually written with the Systolic

nmumber over the Diastolic number, c.g: 110/80 mm Hg,

The Systolic pressure is when the heart has just finished contracting (pumping). It ss the first

or top number of a blond pressure reading, e.g.: 110/80 mm Hg,
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Blood Pressure -
Diastolic

Biood Pressure Cuff

Blood Sugar level

(9]

CE Mark

Calibration

Caller ID box

Card Reader

CAUTION (1)

Caution (2)

Central Station Unit,

Customer Service

b

Data Packet:

5/19/2006

The Diastolic is pressure, is the pressurc of the blood between heartbeats, when the heart is
eelaxed and filling with blood. It is the secand or bottom number m a blood pressure

reading, e.g.: 110/80 mumn Hy.

“I'he blood pressure culf is used 1ake a blood pressure reading (Same as NIBP cuf).

Level of sugar in vour blood, Hyperglycemia rcfers 1o clevated blood sugar, while
Hypoglycemia refers to low blood sugar. Blood sugar levels are measured through the use
of a Glucose meter (See Glucose merer).

‘The letters 'CE' are an abbreviaton of Conformité liuropéenne, (French for Lmmpean
Conformity). “1he CE mark is a mandatory European marking for product groups 1o indicate
conformiry with the essential health and safety requirements; and withour the CE marking, a
product may not be placed in the market within the Furopean Union. (Sce the Horeymwel!
Homded OTC Sentry Manitor Service and Support Guide).

Calibration is the act of verifying the proper operagon of a medical device or system,
including the receipt of accurate and correct test resules.

A device attached to a phone which identifies any incoming caller by name and
phone number.

See SmartMedia Card (same as)

Indicates that this action may reswlt in miinar or moderule perionad Injary. Visual signage includes
the text: “CAUTION” in bold fonr, on a background color of Safery Yellow, with the Safery
graphic of an exclamation mark in a black triangle {per ANSI 7535.3-2002),

Indicates that muy minft iy equipment or device dumage.  Visual signage includes the fext
“CAUTION” in regular fonr (per ANST 7535.3-2002).

A personal computer ta which data packets ean be transmitted, and which 1s operared by a
Homecare service or other medical professional to monitor vour daily vital signs.  This is
not pertnent unless vou are transmitdng data packets. (Sce the Programming jor Transmission
section of tlus manual).

Hanevwell HomMled Customer Seevice 15 available to assist vou with any questions,
problerns or concerns about your Sentry Momtor. (See |Honeywel! | iomMed Custonr:r Service in
the Nofer section at the beginning of this manual).

All of the tndividual vital signs collected 1 one monitoring session and tansmitted 1o the
Cenrral Sration.

Decompensation: Cardiac decompensation is marked by dyspnea (sweating), venous engorgemeni {enlargement
of vein), and edema {swelling).
Defauit Settings QOriginal factory installed setangs.
Destination See Programming 151 desdnation (same ax)
74
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Defibriflation

Defibriflator,
— External,

Defibrillator,
- Internai (ICD)

Digital Camera

Digital Phone Line

Duplex Jack

im

ECG

ecg@home

Electromagnetic
compatibility

Electrical Cardioversion

Error Code

Exergen

E

Function keys

5/19/2006

Defibrillation or (clectrical catdioversion) is a procedure in which a brief electric shock ts
wiven 1o the heart to reset the heart rhythm back to its normal, regular pattern (normal sinus
rhythm). Defibrillagon is often used as an emergency procedure to correct a fast heart
thythm that is causing low blood pressure. chest pain. or heart failure.

A device which delivers an clectrica! shock, usually through metal paddles or patches applied
to the outside of the chest wall, in order o perform an clecincal cardioversion or
defibrillation.  NOTE: An undergoing external defibrillation while attached to the
Sentry monitor, may cause damage to the Sentry monitor!

The implantable cardioverter-defibrillator (1CD) 15 a small electrical device implanted i the
chest, to correct ventricular tachycardia, ventricular fibrillation, and to restore a normal
heartheat. The 1CD does this by delivering precisely calibrated clectrical shocks. NOTE:
An ICD may cause the Sentry monitor to give poor reading of heart rate or pulse!

Any clectronic device that takes and stores digital imapes. (Sce SmartMedia card port).

A line which transmits phone calis digiraliy. Digital phone lines are not compauble with the
Sentry monitor.  (See the Progrumming for Vransmisiion section of this manual).

A device which allows two phone lines 1o be attached to a single phone oudet. (See the
Troubleshooting section of this manual; or the Hongywell HomMed OTC Sentry Monitor Initullation
Instruaction Sheet for further information).

An electrocardiogram (also EKG) measures the electrical signals that control the rhvthm of
vour heartheat.

The electrocardiogram recorder manufactured by Health ['ronter.

Lilectromagnelic Compatibility (EMC) refers to the correct operation of electtical equipment in
the presence of elecuomagnetic disturbances generated from other different clectrical
cquipment In the same eavironment,

{Sce Dejibriflation, same as)

Error codes are displayed when there is a problem with your Sentry monitor. The ereor
codes mtorm you or an authorized Service Technician of the possible cause of the problem.
{Sce the Ly iode table of the Tronblesivoting section of this manual for a complete list of
EITOr MCSSAPCs),

Excrgen s the manufacturer of the Temperatre Scanner'™

Famtion keys are on the front panel of the monitor, and allow vOu to enter Or exit menus,
scroll up or down, and select menu options. {See the Programming Y our Monzror section of this
manual).
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Glucose meter

Glucose levels

H

Hazard Conventions

Heart rate

Health Frontier

Home Diagnostics

Honeywell HomMed

Hyperglycemia

Hypoglycemia

ICD

1D card

instruction Sheet

5/19/2006

Device which measures the blood-sugar levels {glucose levels) of diabetic patients.

(Same as Blood Sugar levels)

The visual and verbal standard of communication hazardous situations that may result it
serious injury, as set forth by the ANSI Criteria for Safety Symbols (ANSI 7.535.3-2002).
The three conventions that apply 1o the Sentry monitor are as follows: WARNING.

CAUTION and CAUTION.

‘The hean pulse rate is the number of heart beats as measured per minure, eg.: 60 per
minute cquals a heart tate of 60. The Sentry monitor can measure heart rate via the
NIBP cuff or Oximeter (Sp(32) finger sensor.

Health bronticr is the manufacturer of the ecg@home™ Flectrocardiogram (BCG)
Recorder.

Home Diagnosdces is the manufactuter of the Prestige If7 Glucose Meter.

Manufacturer of the Sentry and Genesis monitors, and the accompanying accessory
Weight Scale.

Occurs when the level of sugar, or glucose, in the blood climbs too high, and can be
caused by insufficient insulin as with the case of diabetes (See Biood Sugar Lereds).

Occurs when the level of supar, or glucose, in the blood drops toeo low to fuel the body.
Maybe caused by excess insulin {diabetic patients) or other metabolism disorder (See Blood

Seepar Lerel).

Tmplantable Cardioverier-defibrillator (See Deftbrifiator. —~ Internal).

Idenrification Card, used in a muld-person or Kiosk monitor scup. Allows an mdividual
10 access the monitor and take their viral signs.

Product information provided with each accessory device by the manufacturer. The
mstruction sheet contains producr spectfications, use mstructions calibrattion, and cleaning
nformanon: as well as service and retuen shipping information specific to the device,

ISP(I_S_P_} Internet Service Provider, the internet service that permits the monitor o transmit data
packets.

ISP Destination The internet address ko which the monttor is transmitting the data packets.

ISP Mail Server ‘the mtemet cmail provider through wlich the monitor wansmits the data packets is
routed.

ISP Settings Menu Menu loe ISP Setungs

irc International Technidyne Corporaten is the manufaciurer of the Prothrombin Meter.
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images

IxX

Keypad

Kiosk mode

L

Local Gateway Mode
LifeScan™

M
Mail Server

Manual

Micro Direct

Modem Setting

Multi-person system

I

NiBP
NSR

NDR

o

Once-a-Day-Coflection

Option Menu

5/19/2006

fmage files (JPEG, TIF, BMP etc.) taken with a digital camera, uploaded via a SmartMedia
card, and transmirted to the Central Station or [other]. (See SmartMedia Card)

Keys at the front of the Seatry monitor thal allow you to use and program your monitor.
(See the Programming Your Moniter section of this manual or the Honepwell HomMed OTC Seniry
Tnstallation Lustruction shect for more information).

Same as a multi-person system (See multi-person system).

1ocu! Guteway allows the monitor to transmit data to 2 remote site such as an ISP mailbox
used by a Central Station unit.  Important only if you are transeitting data packets.

LifeScan it the manufacturer of the One Toueh line of Glucose Meters.

See LYP Mail Server (samce as)

The Manual key allows vou to reset the menu when programming vour monitar (See
Progremming Y our Atoniror section of this manual).

Micro Direct is the manufacturer of the Miers DL Spirometer.

Modem Serting allows technicians to enter the Service menu. You do not need to enter this
menu (Contact Honeywell | HomMed Customer Service for turther information).

Allows for multiple persons to take their vital signs from a single Sentry monitor, example:

worksite kiosk). fiach person using the Sentry monitor has their individual settings
established when T.ID. cards are assygned. Same as Kioik mode

Neon-fnvasive Blood Pressure enff: (See BF cuff).
Normal Sinus Rhvthm (Sce Defibrillation)

No Data Received. An NDR can indicate a breakdown in communication or a mismatch
between the moniilor and Central Station report times.

Collection of vital signs on a only once per day option. A\ programming option of the
Sentry monitor (see the Programming Y on Moenitor section of this manual).

The Options menu allows you to program your Senury monitor tor any peripheral devices
that vou may wish to add (sec the Progrumming You Manitor section of this manual).
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Oxygen saturation

Oximeter

Oximetry

I

PDS
PFT

PIN Number

Pager

Pass-through
phone connection

Password

Password Menu

Password Protected (P)

Peak flow meter

Perfusion

Peripheral devices

Phone coupler

Photocard

5/19/2006

The amount of dissolved oxygen in the blood flowing through the tiny blood vessels. (See

Qxitmeuy).

A special sensor device to measuring the amount of oxygen in the blood (oxygen
saturation or SpO2 levels): and is usually placed at the end of the finger, toe. or on the
earlobe. NOTE: The Sentry Oximeter is only placed at the end of the finger.

Oximetry is a medical test that uses a device called an oximeter to measure the amount of
oxygen in the blood (oxygen saturation or SpO2 levels).

Pulmonary Data Services 1s the manufacturer of the 17Ko-7 Peak Flow Meter.

Pulmonary Function Tesung (See Spirameler).

Personal Tdentification Number:, used to identify your personal account for transmission of
data packets to a Central Station Unit.

A peripheral device, much like a standard clectronic pager, which allows the transoission of
data packets to a Central Station Unit, without an internet connection. (Contace Horeywel!
{ tomMed Customer Service for further information).

A device allows the operavon of a phone while stll permitting a modem internet
connection. (Scc Trosblerhooting scction of this manual; or the Honeywell HomMed OTC Sentry
Mouitor Lnstailation Tnstrction Sheet for further information).

The user selected word which gives access to an electrontc device, or program. {Also see the
Programming Y onr Sentry Monitor secdon of this manual).

The menv which allows access to the pussword protected area of programining for the
Sentey monitor. NOTI: The Password menu should not be utilized except to access the
options menu or under supervision of Honeywell HomMed Customer Service.

Programming arca with restricted access (see Password Menu).

A device which measures the air flow, or peak expiratory flow rate (PEFR), of asthma
paticuts, {Also sce Spirmeler).

‘The injection of fluid into 2 blood vessel in order to reach an organ or tssues, usually to
supply nutricnts and oxygen. NOTE: Poor perfusion of fluid to the tissues may cause
inconsistent pulse rate and SpO?2 readings with the Sentry monitor.

Any medical devices which are compatible with your Sentry Monitor and that are authorized
for use with the Senrry Monitor.  Pergpheral devices are available through Honeywell HomMed
(See Appendix 1: Peripheral Devices, for a complete list of compatible devices).

Connects two phone cords using to create a single cord,

Same as the SmartMedia Card (See SmariMediu Curd.
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Ports

Ports, Isolated

Ports, Non-isolated

Power strip

Power up

Primary IP Address

Programming

Prompts, general

Prompts,
peripheral devices

Prothrombin meters

Pulse rate

Q

Questions

Question Menu

5/19/2006

Ports on the Sentry monitor arc for attaching the AC power adapter, accessory devices such
as the NIPB cuff, Temperatute probe etc., or to connect a telephone and internet line to the
monitor. {Sce the Homeywell HomMed OTC Sentry Instailation Insiruction Shee! for mare
information.)

The isolated ports are the communicaiion ports on the Sentry monitor dedicated for the
accessory devices which came with your monitor.  They are SCALE, COM1, COM2, and
COM3 ports. (See the Programming Your Monitor section of this manual, or the Honeyuwed
HomMed OTC Sentry Installation Instruction Sheet for more information.)

The non-isolated ports on the Sentry monitor are those comtmunication ports availabie for
any compatible peripheral devices. They arc COM A, COM B, and COM C ports. {Sec the
Programming for Transmission section of this manual, or the OTC Sentry Dntallarion Instruction
Sheet for more mformation.)

The power s1rip allows to your to plug in vour Scntry monttor, accessories and peripheral
devices 1o a single power source. A power strip also protects the monitor and other
sensitive medical devices from power surges and clecrrical storms.

To “powcr up” means to turn on your Sentry monitor, accessories and peripheral devices.

The Primary 11 internet .- lddress is the address to o which the Seatry monitor sends your data
packet, this address is holds the data unul it can be accessed by the Central Stagon unit. (See
the Pmgrumming Y our Moniior for Tranimiivien section of this manual).

Programming i setting the commands the Sentey monitor follows o take your vital signs and
transrit data packers. (See the Pragramming Your Monitor jor Transmivvion section of this
manual).

‘The Generul prompis are visual text displays and audio clips that accompany a typical
monitoring sessionn. (For a list of all possible prompis. refer to the Hongywel! FlomMed OTC
Sentry Servive und Support Guide, ppendi : Prompt Texd).

The Poripheraf derice pronpts arc visual text displays and audio clips that accompany specific
peapheral devices, when included in a typical monitoring sesston. (For a bist of all possible
promps, reter 10 the OTC Sentry Service und Suppport Cuide, Appendiv -1: Prompt Text).

A device which measures the Prothrombin Time (PT} or the blood clotting time for
paticnts with prothrombin diseases.

{Same as heart rate: sce Flear? rate).

The Sentry monitor will asks vou a sexies of questions cach time vou take vital signs, (For
a list of questions refer to the Ippendin: -1: Question Text and Appendix: B: Siegp Apnea

Lnestions of this manual for a complete hist of possible questions).

The Question menu allows vou to program the daily questions vou wish the Seatry
monitor to ask vou each ume you take vital signs. (See the Prograsaming Yowr Monitor
scction of this manual).

FOI - Page 90 of 239

% 97



FINAL:

(P

RMA

Report Time

Remote Gateway Mode

Retest Key

Roche

]
Sp02
Scales

Scheduling frequency

Serial Mode

Service Menu

Sessions

Setup Menu

Sleep apnea

SmartMedia Card

SmartMedia Card port

5/19/2006

Return Materiad Auihorization (number) — The number issue by Honeywell 1 lomMed
Customer Service that allows you to ship your monitor back. (See the Horeywel/ HomMed

OTC Sentry Monzor Service and Support Cuide).
‘I'he scheduled time each day when your Sentry monitor sends vour data packet to the
Central Station unit. {See the Pmgramming Y onr Monitor for Transmisiion section of this

manual).

Remote Guieway allows the monitor to transmit data to a remote site other than an ISP
mailbox. NO'TE: Used normally for demonseeation purposes only.

Use the RETEST key to return to the Mair menu when programming your monitor. (See
Programming Y onr Monitor jor Transmission section of this manual).

Roche is the manufacturer of the Jese-Chek -dvantuge (lucose Meter.

Blood oxygen level (See Onygen saturation)
Measures personal body weight,

The frequency with which you take vital signs with the Sentry montor, (sce the
Pragramming Y our Maonitor secaon of this manual).

The Seria! Mode setting allows vou to program the monitor to download a copy of the data
packet to a local personal computer (PC) before ir transmits the packet to vour assigned
ISP addresy or ta a reptofe goleway. :

The Opuons menu allows an authonzed Honevwell HomMed Service Technician to
program your Sentry monitor for any necessary service. (Contace the { foneywel! HomMed
Customer Service for information on this option).

{See Monirtoring Sessions)

‘The Seup menu allows vou 1o begin programming your Sentry monitor. (Sce the
Programeming Y our Monitor secvuon of this manual).

Intercuptions in breathing during sleep caused by a blocked airway, making breathing
labored, noisy (loud snoring). and may stop breathing altogether. This nighttime breathe
difficulties result in low levels of oxsygen, and increased levels of carbon dioxide in the

blood.

Penpheral device which uploads, and transmits digital images 1o the Honevwell HomMed

Central Seation unit. Can be used with any digital camera. (Same as Videophone card).

Designated port on the Sentry monitor for the SmartMedia Card.
lommMed OVC Sentry Monitor Invtaliation Guide)
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Spirometer

System Settings menu

-

oD

Temperature probe

Test message

Timeout

Time Meniu

Transmit Menu

Triplex jack

v

5/19/2004

A medical device on which to perform Pulmanary Function ‘Lesting (PFT). PIT testing
screens for obstructive lung diseases, asthma, or for the effects of exposure to hazardous
materials. [t also tests for the cffect of therapeutic intervenuon, such as inhalers, or

breathing treatments.

The System Settings menu allows you 1o progeam the individual settings for taking vital
signs on your Sentry monitor. (See the Programming Your Monifor section of this maaual).

Telecommunication Device for the deaf. Any device which attaches to a phone 1o enable
hard of hearing persons to receive phone calls.

A device 1 measure the core body temperarure.

The Test Message allows vou to verify or test transmission by sending an empty (null) rest
data packet ro Central Station.

The time when vour Sentry monitor staps prompting you to take a particular vital sign and
when it records that vital sign as missing. When this occurs your monitor is said have
“timed out” for that task. (See the Mogramming Y our Mmitor section of this manual).

The ‘Time menu allows you 1o progeam the date, time and frequency for taking vital signs
on yout Sentry monitor. (See the Pragramming Your Monitor section of this manual).

The Transmir menu allows you to program the transmission settings for sending data

> you 1o progr g I g )
packets to the Central Station unit. (See the Programming Yonr Monitor for Transmission secuon
of this manual).

A deviee which allows three phone lines 1o be attached 1o a single phone outlet. {Sece the
Vroubleshaoting section of this manual; or the Honeywel HomMed OTC, Sentry Monitor Instatlution
Inxtraction Sheet for further information).

Ventricular tachycardia 1'ast heart thythm that starts s the lower part of the heart (ventricles). NOTE: If left

Ventricular fibrillation

Videophone

Vital Signs

w

Weall outiet

untreated may lead to ventricular fibrillation, which can be life-threatening!

Irrepular and rapid heart rhythm, causing ancoordinated contractions (squeezing) ol the
heart muscle. NOTE: Can be life-threatening!

Same as Smarihedia Card.

All of the individual vital signs collected in one monitoring session (including any peripheral
devices). Same as Dafa Pavcker.

Any electncal wall sutler to which standard electrical appliances maybe plugged in.
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WARNING

Warranty

5/19/2006

ANZI Hazard convendon: Indicates that this action could result in death or serions personal injiry.
Visual signage includes: the text “WARNING” in bold font. on a background color of
Safety Orange, with the graphic of an exclamation mark on a black triangle (per ANSI
7.335.3-207).

The guarantee given to the purchaser by a company stating that a product is reltable and free
trom known defects and that the sefler will, without charge, repaie or replace defective parts
within a given time limic and under certain condidons. (See -Ippendi: C: Honevwd! FHomMed
Woearrunty Infarmution).

82

FOI - Page 93 of 239

[ 00



FINAL

5/19/2006

Index VAR P IC PN TSR D ARG SR RRROONROR R RN PR R PRI RRENRORRORRNNNORERENCRRRPOCREORRISARD

B

Blood pressure
NAAHON PEESSULC i 38

C

Coentral SEAtON e s 2
(L OTIICOE GVCIVICW oo e et rsrns b s varevesrsseess 7
COPYTIghte 2
CUSEOIMICE SCIVICE cvitiiimaee oo eeerererissies 2

E

lixidng menus and Setup Mode...eeccieinnn 19

G

Greneral INformation. .o 7

H

Hazard Convermtions. ..o eeeeeree e erenerens 8

1

Tarended Use oo eeeeeeeeeeeeeeeeer et 2

M

Manual

hazard CONVENTONS. oo 8
IFOMAION 1o e eeresenesse e, B
I OPIMALON e, 7
FHOICES 1 voeieer ettt eeee s e se s ree e eens 2
EVEEVIEW oot oes e et eeset e s e e eoese s eeeemeae e reeensresans 7
Special CONVENnHONS .t 8
Menus

(QUESTIONS v e et 31
SCEVICC tt ettt et sete e raee e s e eee e et ee e 54
TERDSTILE oot 45
Montror

PIOMPLS e e ennt e ee e e e 34

1\!’

[ge]

P

l’a‘;sword

PIN and phone numbem ........................................ 16
Programming

BP inflation SCrtngs ..o coeeoecer e 29

" DRSS oo 30

ChArt Ke¥ . 20
Aate FOIMAL oottt 23
Davhght g’u INES oo 24

entering a password......onncoeneen 44
frequency options........mnicrercersesnnenens 19
JANQUAZE .o 28
L1115 010N o] -3 o SOOI |
e CRATT. oo eeeeneenrennn 2
INOUE vttt cstetsiet et emeeeresseeeesinees 1B
phone numbers. ... 16
PIN fUmBCE v 35
QUESTION BINC cooreerairereisesiseceeem e erentsenesessnaseessss I
EQUESUOMS coveeeeveeresreseeesssseassseeeeseemessssesamssnseseeenrseners § 1
Report 'InnL (1 4-) et oo s rearnennens 2
SENAl TOAE coeriire ettt 49
SCELUZS weoevernrerscescraeriancnsenon e serse s s s eeasesse e smsa breeses 26
SICCP APNER e 33
SRbJECtIVE GUESHONS oo 3
FCIMPCTATILE oot v e eee s srraessesa st ns s 26
the current datC o e 22
The Curtent tme oo e e 22
the scale PromMPr .., 28
TME FOTMAT e e 23
JAMIE MICTIU oo e et n e 23
LTANSTE MOAC et 46
LTLIES caetrteteee et oo eeseaeeteme e e emes v sa s tare e 29
VORIME o e syt st 26

FOI - Page 94 of 239

83 (C]




INDEX

Programming menu chart. 20
Programming Yout Seritry Momror ... 16
PLOIMIPTS croctrmrvmrn s ssns s 34
EEnCTAl 35
1T OOV O PR R 34

R

RELESE DUETON eveiveeev e eee s eiesssssss e ssrasress sneeneas 19

S

Safety INfOIMATON ..o 8
Scheduling frequency OPOONS .o, 19
SNV MCNUS ereerteeectenie s s cssesssnens 10
Setup Mode o 18
Special CONVENTIONS ..o 8
SYSTEmM SCTHIES oot 26

T

TINC MOMIU et 22

V

Vitals
Blood PLessure e scorene s esnsees I8
VOKC PrOMIPLS v ceneceee 34

SENTRY MONITORING SYSIEM OPERATOR'S GUIDE

84

FOI - Page 95 of 239

(02




FINAL: 5/19/2006

Honeywell HomMed
OTC Sentry Monitor

Quick Reference Guide

P4XX. XX
May, 2006

ey

FOI - Page 96 of 239




FINAL: 5/19/2006

Contacts for questions or problems

f -oblem Contact

Medical emergency  Your local Emergency Service:
All other heal Your health care provider:
related questions or

problems

Feupment Honeywell HomMed:

problems or related

questions (888) 353-5440

Name

Phone

Honevwell [NomMed, 1.1.C
3400 Intertech Dr., Suite 200
Brookfickd, WT 33045
Phonc: (262) 783-5840

Fax: {262) 252-3795

Toll Frec: {B88) 353-3404

@ 2002 - 2006 Heooeywell HomMed, 11C. Al rights reserved.
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To prevent injury o yourself or damage to any
equipment, please read and obscrve all the safety
mformation in this section before you usc the Sentry

monitor.

‘The following chart explains the hazard conventions

used in this manual.

Hazard conventions

Term Level of risk

Del nition

Moderate

Could causce death or serious
personal injury

A CAUTION  Moderate

May result in minor ar
moderate personal injuty

CAUTION Minor

May result in equipment

damage

NOTE None

Important information

NOT AN EMERGENCY RESPONSE DEVICE

The monitor is NOT an emergency device.

It you have a medical emergency, call your
local Emergency Medical Service and your
headlth care provider,

FOI - Page 99 of 239




FOI - Page 100 of 239

SENTRY MOKITS® QUICK FEFERENCE GLIDE

FINAL: 5/19/2006

ELECTRIC SHOCK

Some of the parts inside the monitor could shock you.
The shock could be severe enough to couse death or
serious injury.

4 ;. DO NOT take the monitor apart.
£0O NOT put the monitor in water or any other
» liquid.
AALWAYS UNPLUG the monitor before you clean it.
4 DO NOT #ry to fix the monitor.

if you have a problem with your Sentry monitor, call
Honeywell HomMed Customer Service.

The monitoring equipment could cause serious
injury if used on infants or small children.

DO NOT use any equipment on infants or small
children.

This unit is powered with electricity and could
ignite highly flammoable gases {for example:
Anesthefic, fuels eic.).

DO NOT use this device in the presence of
explosive or flammable agents.

}
it]
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A CAUTION

THE TEMPERATURE PROBE IS FOR ADULT_ORAL USE ONLY

Only adults {age 12 years and older} should use the
temperature probe.  Use the temperature probe only in your

maouth.

0O NOT use the temperature probe on
children.

DO NOT use the temperature probe to take
rectal or axillary temperatures.

CAUTION

PERSONAL INJURY HAZARD: SCALE TIPS

Weight placed on the edge of the scale will
cause the scale to tip and can cause you to fail.

DO NOT step onto the edge of the scale.
DO NOT stand on the edge of the scale.

A CAUTION

PERSONAL INJURY HAZARD: NIBP Cuff

Verifying the calibration while the cuff is
attached to you, {while wearing the cuff)
could cause bruising or other injury.

DO NOT verify NIBP calibration while the
cuff is atached to you.
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A CAUTION

NON-RECHARGABLE BATTERIES

Attempting to recharge the batteries could cause
batteries 1o leak battery acid or over heat resulting
in potential hazard to the user. I} could also cause

permanent damage to the unif.

DO NOT charge the batteries.

CAUTION

ELECTRICAL SHOCK

Using a spirometer while attached to the Seniry monitor
could possibly result in receiving an electrical shock.

* DO NOT aftempt to take readings with a

M, spirometer when it is connected to the
g Sentry monitor.

= Disconnect the spiromefer before use.

* Always follow the manufacturer's
instructions for proper use.

CAUTION

NOT EXTERNAL DEFIBRILLATOR PROOF

Using the Sentry monitor while undergoing external defibriliation
mcy domoge the monitor or peripheral equipment.

DO NOT use the monitor i undergoing
defibrillation with an external defibrillator.

vii
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CAUTION

REQUIRES ANALOG PHONE LINE

The modem reguires an anclog phone line. A digital phone
line will destroy the modem.

DO NOT connect the monitor fo a digital phone
fine. If you want to move your monitor after
setup, coniact your health care provider.

CAUTION

SPILLAGE

Liguid spilled onto the monitor may couse damage to the
monitor and may present o safefy hazard to the user.

Should this monitor become wet, wipe off all
Jov. moisiure and allow sufficlent time for drying
=, “* hefore operating.

Whre T Ay
AFE A
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CAUTION

BLOOD PRESSURE HOSE DAMAGE

Bending, kinking. or otherwise restricting the
blood pressure hose can damage the hose or
interfere with readings.

Keep the hose free from fumiture or other
objects that could bend or crush it.

DO NOT bend or crimp the blood pressure hose.

CAUTION

SENSITIVE EQUIPMENT

Your monitor and the accessories that come with it are
sensitive equipment,

DO NOT put the scale, temperature probe, blood pressure cuff,
or any other accessory In water or other liquid.

DO NOT drop the monitor,

Call your Honeywell HomMed Customer Service
if. ..

ég +  Any liguid is spilled onio the monitor
# = The monitor is dropped or damaged

]
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CAUTION

SENSITIVE KEYPAD

-« Sharp or pointed objects may permanently
Y .-~ damage the keypad.

DO NOT press keys with any object.

Use your fingers to press the monitor keys.

CAUTION

EQUIPMENT DAMAGE

Connecting the Honeywell HomMed scale to any
device not mentioned in this manuat could severely
damage the scale or the connected equipment.

Connect your Honeywell HomMed scale ONLY
_ to your Sentry é-port monitar {(6010000A1)
A DO NOT connect the Honeywell HomMed scale
& to aSentry 4-port {5020000A1) or any other
i device other than the ones specified in this
T manual,

CAUTION

ELECTROMAGNETIC COMPATABILITY

Electromagnetic compatibility of electrical equipment at very
close distances to the Sentry has not been evaluated.

DO NOT use the Seniry adjocent to or stacked
with other equipment. It it is necessary to do so,
observe the monitor and verify normat operation
prior fo use.

(12
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CAUTION

INCORRECT AC POWER RATINGS CAN DAMAGE MONITOR

Incomect AC power rafings could damage the Sentry

monitor.
: Ensure that the AC rating is correct for the AC
W voltage at your installation site before using the
g g2 | monior. The AC rating is located on the AC
; ? power supply label. If the rating is not correct, do

not use the monitor and Contact Honeywell
HomMed Customer Service.

CAUTION

USE ONLY HOMMED AUTHORIZED MEDICAL EQUIPMENT

Attaching unauthosized equipment to the Honeywell
HomMed Seniry monitor may couse damage or equipment
failure, including increased emissions or decreased immunity
of the Sentry monitor.

Vital sign measurements may be inaccurate if unauthorized
equipment is used with the Sentry menitor.

DO NOT attach unauthorized medical equipment to the
Sentry monitor. When connecting this device fo any
instrument, verify proper operation before clinical use. Refer
to the instrument's user manual for full instructions.

Any peripheral devices connected to the data interface
must be certified according to the respective IFC standards.

All combinations of equipment must comply with IEC 401-1-1
systems requiremenis.

For a list of Honeywell HomMed equipment and compatible
peripheral devices, see the Honeywell HomMed OTC Sentry
Monitor Service and Support Guide.

H
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ﬁ Note the Oximeter (SPO,) or Finger

-

Sensor is a prescription only device!
You may usc only the Oximeter as part of
Physician prescribed care plan.

The Oxmeter sensor is not meant for
continuous monitoring of SpO, levels
(blood saturation); no alarms are provided.

1y
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Overview

The Honeywell HomMed  Sentry  monitor
includes  the monitor, blood pressure cuff,
temperature probe and scale. You may also have
the following accessory device:  SpQ). Finger
Sensor (Oxygen saturation sensor).

‘The Sentry monttor either can be, a stand-alone
home health monitoring system; or incorporated
into part of a physician-prescnbed Plan of Carc.

Physician-prescribed Plan of Care

If vou are under a physician-prescribed Plan-of-
Care, your clinician sets up the Seatry monitor so
that you can easily usc 1t every day.

After  the Sentry monitor  collects  your
information, 1t sends it t your health care
provider. ‘The entire process takes only 2 few
minutes, and all of vour informanon is
confidential.

At home health-monitoring system

If you purchased the Sentry Monitor, vou will be
able to scmp your own at home health-
monitoring system.  ‘l'o program your Sentry
Monitor, please refer to vour Homeywel/ HomMed
| OTC Sentry Monitor Operator’s Guide.

ns

FOI - Page 108 of 239




FINAL: 5/19/2006

Once your Sentry Monitor is programmed

e Your Sentry monitor will start monitoring
sessions at the same time(s) every day.

* Your Sentry monitor will let you know
when it is time to collect your vital signs.

e Voice prompts and text on thc monitor
face guide you through each step.

e ‘The volume of the voice prompts is
adjustable, so if you have difficulty hearing
the prompts.

| When the Sentry monitor is patt of your overall

| health plan, whether as a personal home health

| monitoring system; or as part of a physician-
prescribed Plan of Care; the Sentry monitor may
help you live a more active lifestyle and reduce
Emergency Department visits and unnccessary
hospital stays.

L
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Monitor keys

Therc are six keys on the front of the monitor. To
learn what cach key does when you press it, look at
the following table.

Press this key To
oy
STOP BP Stop _the blood pressure cuff
inflation,
Y
i START BP ‘Start‘the blood pressure cuff
inflation.
‘Take your vitals and send
RETEST them to your health care
N .
provider.
| YES Answer “yes” to a question.

o} Answer “no” to a question.

‘T'ake your vitals without
MANUAL sending them to your health
carc provider.

NO VOICE PROMPTS

i@

7
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When you press the monitor kevs, hold the top of
the monitor with your fingers and usc your thumb
to press the keys. The picture below shows you the

correct Way o press the ](C_\’S.

Monitor Prompts

The monitor uses friendly voice prompts and
easy-to-read text prompts to guide you through
cach step of the monitoring session. “l'ext cuc
prompts display in the monitor’s display panel at
the same time that the audio prompt plays.

Generai Prompts and Text Displays

The following list describes the basic prompts
and text displays, for a typical monitoring
session. lor a list of all possible prompts, refer
to Appendix A: Promps Text, of the Sentry OTC
Service and Support Guide.

1. The monitor says a greeting and
announces that it is time to take vour vital
sigrns.

(Cuc text: Good Morning (Afternoon,
l<vening).

5/19/2006
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The monitor will instruct you to stand on
the scale. {If the scale is not artached, the
monitor skips this prompt.).

Cue text: Step on the scale

After your weight has been recorded the
monitor prompts you step off the scale and
sit down on a chair in froat of the monitor.
Wait for the prompt to ensure that
weight is collected!

(Cue text:  Suep of< the scale \VClght
results display by the scale symbol.

A voice prompt will instruct you to place the
blood pressure cuff on your fght arm above
the elbow and tighten it sccurely.

Cue text: ur cuft on arm

An additonal blood pressure prompt will
instruct you to rest their arm as instructed.
Cue text: Resl. arm as instructed

The unit will instruct you to place the finget
probe (sensor) on the middle finger of your
left hand with the finger design facing up.
Cuc text: Pur senscr on finger (pulsing bar
graph also displays)

The unit will then prompt you to press the
START BP key.

Cuc text: Press Start

Real-ume inflation and deflation pressures
display while the monitor measures blood

17
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pressure. When done, the monitor displays
the blood pressure readings, heart rate, and
oxygen saturation (SpO2) readings.

8. The momtor will instruct you to remove
the sensor and blood pressure cuff.

Cuc text: Remove sensor and cuff

9. The monitor then asks your sclected
questions, requesting that you press cither
the YES or NO key in responsc.

| (Cue text: |Cue text for cach question]

10. The Sentry monitor will then remind vou to
conunue with prescribed medications and
dict, and then thanks you for completing
your vital signs.

(Cue text:
Thank you and then Transmitting

11. Your data is then transmitted automatically.
If the transmission is successful, the display
rcads, “Transmission success.”

12.'fhe Sentry monitor continues to display
your weight, Dblood pressure, oxygen
saturaion  (Sp02), and if collected,
temperature for five minutes to allow vou o
record your vitals if you wish. To clear the
display and return to idle mode right away,
press the START BP key, the STOP BP key,
the YES key, or the NO key once.

|20
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Taking your vitals

Beforc taking vour vitals, make sure that you can
reach each picee of the equipment and the monitor
keys from vour chair (or bed) without stretching,

For stability, sit completely on the chair seat or
fully on the bed. Do not sit on the edge.

19
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Using the blood pressure cuff

l__V‘.léBcfore you start, make sure that...

* The blood pressure hose: is not kinked,
comptessed, or in any way restricted.

* That you are using the proper cuff size and
arc placing the cuff correctdy on your arm.

»  That the arm you usc is bare or only has
light clothing covering it. Do not weat a
heavy sweater or coat.

» ‘That you rest your arm on a level surface;
and do not move or talk unul the
monitot completes your reading.

The blood pressure cuff maybe used either,
on the right, or left arm. However, it 1s
important that you use the same arm, cach
ume you take a blood pressure reading;
however 1if you cannot use the usual arm,
you may use the other arm.

[f you cannot use the usual arm for some
reasofl, you may usc the other arm.

B &

Be sure you are using the proper cuff size
and arc placing the cuff correctly on your
arm,

(22
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Placing the blood-pressure cuff

1. Hold the cuff so that the artery marker (white
arrow) poiats away from you.

2. With our palm facing upwardé, ship vour hand
through the cuff.

3. Position the cuff so that the artery marker
arrows point to your ring finger and slide the
cuff up vour arm over your clbow. There
should be about a two-finger space berween
the crease in your elbow and the cuft.

L

4. Grasp the tab and pull down to tighten the cuff.
Do not make the cuff too tight. You should be
able to slide your finger between your cuff and
your arm.

21

125
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5. Wrap the cuff cnd under and around your arm
and fasten it to the Velcro.

6. Rest your arm on a level surface. Do not move
or talk unul the monitor completes your
reading.

You can stop the inflation of the blood
pressure cuff at any time by pressing the

m rcd STOP BP key. Lo restart inflation, press
the green START BP key.

ﬁ If the monitor cannot obtain a blood
pressure after two attempts, the monitor
displays an error.
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Using the scale

When you step onto the scale, place your fect
towards the center of the scale, not on ot near the
edge. Do not move while the scale collects your
weight. '

Standing on the scale

1. When the voice prompts instructs you, step
onto the scale.

1

Stand still unul the monitor prompts you to
step off the scale.

& You must be able to
stand on a scale
without support for
the timc that it takes
the monitor to collect
a welght. '

ﬁ Always step or stand
in the middie of the
scale, and DO NOT
step or stand on the
edge, which will
cause the scale to tip
and possibly cause
you to fall.
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|E/K Be sure to...

You must be able to stand on a scale without
support for the ame that it takes the monitor to
collect a weight. 1f you are not able to stand on a
scale without support, disconnect the scale and
turn the scale prompt off.

\ 2L
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Using the SpO2 finger sensor (Oximeter)

Attach a finger sensor to your monitor if you need
to collect SpO, (Oxygen saturation) readings.
You’'ll know if the oximeter is properly placed,
when rhe pulse bar on the monitor display shows a
strong pulse while collecting the SpO, reading,

ﬁ 'The Oximetet is 2 prescription only
device! You may only use the Oximeter as
part of Physician prescribed care plan.

ﬁ ‘The Oxsmeter sensor, or Finger Sensor, ts
not meant for continuous monitoring of
S5pO, levels (blood saturation); no alarms arc
provided.

ﬁ Dark finger nail polish or false nails may
interfere with the reading. If you cannot
get a reading, remove finger nail polish,
and try again.

I—VK Be sure to...

= Always place the sensor on the hand
opposite the arm you use for your blood
pressute measurement.

®  Remain still, this ensures an accurate
rcading, once the monitor starts take
vour SPQO, reading,.

127

FOI - Page 120 of 239




SENGEY MAONITOR QUilR REFEREMCE GUIDE

FINAL: 5/19/2006

Placing the finger sensor

1. Hold the finger sensor so that the rased design
15 On top

2. Gently insert your finger into the sensor. If
neeessary, open the sensot by squeezing it
similar to opening a clothespin.

3. Tollow the monitor voice prompts.
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Using the temperature probe

Attach a temperatute probe to your monitor if you
nced to take your temperature,

M Be sure to...

» Always usc a temperature probe cover.

« Hold the probe in place by hand and not
with the mouth.

*  Wait until ready to take your temperaturce
before removing the probe from the
holder.

Placing the temperature probe
1. Remove the temperature probe from its holder.

2. Hold the probe in the indent as shown in the
figure below, and push the probe firmly into a
probe cover. The blue end separates as the
probe cover slides into place.

3. Place the probe under your tonguc and closc
your mouth. Hold the probe soll with your
hand. DO NOT bite the probe.

4. When the monitor prompts you, remove the
probe from your mouth.
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5. Push the blue end of the temperature probe to
rclease the probe cover, and throw the cover
aAWay.

6. Replacc the temperature probe fiemly into the
storage channel.

Other peripheral devices

l'or more information on other pernipheral devices,
refer o your Honeywell HomMed OTC Sentry Monitor
Operator’s Guide, or the instruction sheet for your
specific device.

ﬁ If you are transmitting, test results from
other peripheral medical devices (e.g. a
glucose mcter), wait for the prompt and
then attach your device.

Accidental spills

If you spill liquid on the monitor or scalc:

1. Unplug the monitor from your wall outlet.

2. Wipe up the spill with a clean, soft cloth. Let
the monitor dry completely.

3. Once completely dry, plug the monitor back
into your wall outlet.
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Honeywell HomMed Customer Service

Call Honeywell HomMed Customer Service right
away if...

* ‘The spill was mote than a fow drops.

* liquid seeped inside the unit.

ﬁ For routine maintenance such as cleaning
and inspection of your Sentry monitor and
accessory equipment, please refer to vour
Honeywell HomMed OTC Sentry Monitor
Operator’s Guide.

29
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Vital signs chart

Use the following chart to record your vital signs.

Blood Heart

1
pressure rate Sp0; | Temp.

Date Weight

" This feature optional for Sentry modef manitor.

152
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. Blood Heart

Date Weight pressure rate Sp0O, | Temp.
| |
1
| |
|

"

i3
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Date

Weight

Blood
pressure

Heart
rate

SpOz

Temp.
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Notces

Honeywell HomMed®, LLC
3400 Intertech Drive, Suite 200
Brookfield, Wisconsin 53045

Customer Service Toll-free: (888) 353-5404
Phone: (262) 783-5840
Fax: (262) 252-5795
Web: hitp:/iwww.hommed.com/

© Copyright 2006 Honeywell HomMed®, LLC; all rights reserved. This document and any
accompanying Honeywell HomMed products are copyrighted by Honeywell HomMed, LLC.
Copyright Any reproduction and/or distribution without prior written consent from Honeyweli HomMed is
strictly prohibited. Please refer to any software End User License Agreement for additional
details regarding Honeywell HomMed software products.

Trademarks HomMed® is a registered trademark of Honeywell HomMed, LLC.

The Honeywell HomMed OTC Sentry Monitor designed to retrospectively measure vital signs.
Vital signs include noninvasive blood pressure, pulse rate, oral temperature and weight. Data
from optional commercial stand-alone products extend the Honeywell HomMed Seniry 6 Port
Health Monitaring System’s measurement capabilities. Data from the Sentry Monitor can be
transmitted via a communication module to a central viewing station for display. The
Honeywell HomMed OTC Sentry Moniter is not intended for emergency use or reak-time
monitoring.

Healthcare professionals are responsible for the interpretation of all monitored data.

Sentry Monitor is not intended for emergency use or real-time monitoring.

intended Use

Serial Number:
Device information ——— ]

Part Number

Numbers Required For Transmission of Data Packets Only.

Pass Word:
| Account Numbers -
PIN Number:

Transmit Phone Num.:

15P1 Phon= Number:

Transmission Numbers | 15P2 Phone Number:

I1SP3 Phone Number:

I15P4 Phone Number:

Modern Seftings Modem Number:

)
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General Information

Content overview

The following chart provides a brief overview of the sections m the
manual.

Section:.: ' . ‘Overview i

Creneral Duformation Descrbes the content overview, safely CONVENNONSs,
specinl conventions, safety notes, hazard conventions,
customer support information, and additional references.

Equipment Orerrzew Provides an explanation of each component of the Senrry
Moniror. Also included is information on uccessory
devices: scale, NIBI cuff, and temporal probe.

Poripheral Madival Provides an overview of cach comparible accessory device

Deviver {peopheral devices ar PAML), available for the Sentry
Monitor. Included are the ecg@home device, all
compunible Glucose meters, Oximerer, Peak Flow meter,
Prothormbin meter, and Spirometer.

Taking Your Vitals Provides important information aboul how the monitor
works; and expluins how to take yous viral signs, including:
blood pressure, weight, temperature, and blood-oxygen
levels. Also contains information on raking vitals from

Penpheral Devices .

Provides information on deaning, calibeation and routine
maintenance for the Sentry Monitor and aceessory devices.

Rowtine Marnitance

Appendixes Provides additional reference information: Prompt 1ext
list, Sentry Supplies, Specificanons, and Flecrromagnetic
Guidances.

Citossary Provides a list of definitions of the commuonly used words
and rerms, used in rhis manual.

Tnder: Allows you to locate information vsing key words

Safety Information

To prevent mjury to yourself or damage to any equipment, please read
and observe all the safety informanon i this scetion before you install
the Sentry Momtoring System.

The following chart cxplains the hazard conventons used in this
manual. Sertous personal injury implies permanent Impairnient oF any
injury thar requires medical or surgical intervennon to preclude
petmanent tmpalrment.
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Special Conventions

The following table lists the conventions used in this manual.

This Convention

Identifies

Function foni

Keys that you press on the keypad

+ sign herween key names

}ers that you press stmultancously

STOR BP + YES

Couner font

Text that displays in the front panel display

Ttalny

Aenu names, publication tiles, or references 1o
sections of this hinder

Crtical informanon

A note that provides an important piece of
infooranon

Iz,
@.

A tp that will help you work faster or more
efficently
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Honeywell HomMed Customer Service

The goal of Customer Service is to do everything possible to support
you in meeting the needs of your clients. We ate available 24/7, and we
will work quickly to resolve issucs.

When you call, please have this manual and a copy of the Homeywel/
HomMed Monitor Vield Refercnce handy. We will walk vou through various
troubleshooting techniques to assist you in idenufying causes and
resolutions.

A Customer Service Representative will make cvery attempt to resohve
the issue over the phone. However, if equipment must. be sent back, we
will issue a Recturn Material Authorization (RMA} number. For
shipping instructions, pleasc refer to Shipping cqupment back to
Honeywell HomMed.

Toll-free: BB8-353-5404
Phone: 262-252-5840
Fax: 242-252-5795
‘ Web: www.honeywell.com

Repairing equipment

Honeywell HomMed recommends that authorized repair centers
make all repairs for the monitor and all of its accessories. Repaits
made by unauthorized personnel will invalidate vour wartanty. Jor
product warranty information, please refer ro your Honeywell
HomMed contact.

If any equipment nceds repair, contact Customer Service and
explain which piece of equipment needs repair (inoaitor, scale, or
accessory) and what the problem is. If the damaged item is a
moritor or a scale, have the model and serial number teady to
give the Customer Service Representative when you call.

= Monitor model and serial numbers are located on the
bottom of the monitor.

s Scale model and serial numbers are located on the side
of the scale.

For repair of penipheral devices, contact the manufacturer of the
device.
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Shipping equipment back fo Honeywell HomMed

[F Customer Scrvice tequests that you ship equipment back to
Honeywell HomMed, please follow the direcdons below.

1. Carcfully pack the equipment in the origioal box. 1f you do
por have the original box, you may use any sturdy box that
allows at Jeast a2 one-inch clearance around the cquipment
for packing marerials.

3

When Customer Service gives you an RMA number, include
it on the outside of the shipping container.

3. Ship to the following address:

RMA #

Customer Service Department, Repairs
Honeywell HomMed

3825 Ohio Ave,

St. Charles, IL 60174

Hazard Conventions

Term Level of risk  Deflnition
| Moderate Could cause death or scrious
personal injury
A CAUTION  Moderate May resuls in minor o
moderate personal injury
CAUTION Minot May result in equipment
damage
-NOTE None Important informaton

NOT AN EMERGENCY RESPONSE DEVICE
The monitor is NOT an emergency device.
If you have a medical emergency, call your

local Emergency Medical Service and your
health care provider.
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]

ELECTRIC SHOCK

some of the parts inside the menitor could shock you. The
shock could be severe enough tc cause death or serious

injury.

d . DO NOT take the monitor apart.
: © NOT put the monilor in water or any other
@ ) liquid.

“AL\NAYS UNPLUG the monitor before you cleaniit.
DO NOT try to fix the monitor,

If you have a problem with your monitor, call Honeywell
HomMed Customer Service

[ e kR T _;' K o] ]
NOT TO BE USED ON INFANTS

The monitoring equipment could cause sefious
injury if used on infants or small children.

DO NOT use any equipment on infanis or small
chiidren.

This unit is powered with electdcity and could
ignite highly flammable gases {for example:
> Anesthetic. fuels elc.).

DO NOT use this device in the presence of
explosive or flammable agents.

| A CAUTION

. THE TEMPERATURE PROBE IS FOR ADULT, ORAL USE ONLY

Only adults {age 12 years and clder} should use the
temperature probe.  Use the temperature probe only in your
mouth,

BO NOT use the temperature probe on
children,

DO NOT use the temperature probe to take
rectal or axillary temperatures.

10
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A CAUTION

PERSONAL INJURY HAZARD: SCALE TIPS

wWeight placed on the edge of the scale will
cause Ihe scale to fip and can cause you to fall.

B DO NOT step onto the edge of the scale.
‘% DO NOT stand on the edge of the scale.

A _ CAUTION

PERSONAL INJURY HAZARD: NIBP Cuff

Verifying the calibration while the cuft is
attached to you, [while wearing the culi}
could cause bruising or other injury.

DO NOT verity NIBP calibration while the cuffis
attached to a patient.

L.

A CAUTION

NON-RECHARGABLE BATTERIES

Attempiing 1o recharge the batteries could cause

batteries 1o leak battery acid or over heat resulting
in potential hazord to the user. It could also cause

permanent doamage to the unit.

DO NOT charge the batteries.

CAUTION

ELECTRICAL SHOCK

Using a spirometer whiie attached 1o the Sentry Monitor could
possibiy result in receiving an etectrical shock.,

» DO NOT altempt to take readings with a
spirometer when il is connected to the

M. Sentry Monitor.
hy

- 'a » Bisconnect the spirometer before use.

* Always follow the manutacturer's
instructions for proper use,
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CAUTION

NOT EXTERNAL DEFIBRILLATOR PROOF

Using the Sentry monitoring system while undérgoing external
defibriltation may damage the monitor or peripherai
eguipment.

| DO NOT use the monitor if undergoing
defibrillation with an external defibrillator.

CAUTION

REQUIRES ANALOG PHONE LINE

The modem requires an analog phone line. A digilal phone
line wil destroy the modem.

N

DO NOT connect the monitor to a digital phone
tine. If you want to move your monitor after
setup, contact your heolth care provider.

CAUTION

SPILLAGE

Liquid spilied onto the monilor may cause damaoge 1o the
monitor and may present a safety hazard to the user.

B Should this monitor become wet, wipe off all
F2%. molsture and allow sufficient time for drying
. 7 before operating.

~
<«

WS

ppeneea T

CAUTION

BLOCOD PRESSURE HOSE DAMAGE

Bending. kinking, or otherwise restriciing the
blood pressure hose can damaoge the hose or
2 interfere with readings. :

DO NOT bend or crimp the blood pressure hose.
Keep the hose free from furniture or other
objects that could bend or crush it

12 W
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CAUTION

SENSITIVE EQUIPMENT

Your monitor and the accessories that come with it are
sensitive equipment.

DO NOT put the scale, temperature probe, blood pressure cufl,
or any other accessory in water or other liquid.

DO NOT drop the monitor.

Cail your Honeywell HomMed Customer Service
if. ..

= Any fiquid is spited onto the monitor

s The monitor is dropped or damaged

CAUTION

SENSITIVE KEYPAD

‘ ) « Sharp or pointed objects may permanently
¥ damage the keypad.

DO NOT press keys with any object.

Use your fingers to press the monitor keys.

CAUTION

EQUIPMENT DAMAGE

Connecting the Honeywell HomMed scale fo any device not
mentioned in this manual couid severely damage the scale or
the connected equipment,

Connect your Honeywell HomMed scale ONLY
to your $entry 4-port monitor {6010000A1)

DO NOT connect the Honeywell HomMed scale
to @ Sentry 4-port {5020000A1} or any other
device other than the ones specified in this
manual,

1 149
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CAUTION

ELECTROMAGNETIC COMPATABILITY
Electromagnetic compatibility of electrical equipment ot very
close distances to the Sentry hos not been evaluated.

DO NOT use the Sentry adjacent to or stacked
with other equipment. if if is necessary to do so,
observe the monitor and verify normal operation
prior fo use.

CAUTION

INCORRECT AC POWER RATINGS CAN DAMAGE MONITOR

Incorrect AC power ratings could damage the Sentry monitor.

Ensure that the AC rafing Is comect for the AC
W voltage at your installation site before using the
menitor. The AC rating is lecated on the AC
power supply label. if the rating is not correct, do
not use the monitor and Contact Honeywell
HomMed Customer Service.

CAUTION

USE ONLY HOMMED AUTHORIZED MEDICAL EQUIPMENT

Attaching unauthorized equipment to the Honeywell
HomMed Sentry monitor may cause damage or equipment
failure, including increased emissions or decreased immunity
of the Seniry monitor.

Vital sign measurements may be inaccurate if unauihorized
equipment is used with the Sentry monifor.

DO NOT attach unauthorized medical equipment to the
Seniry monitor. When connecting this device to any
instrument, verify proper operation before clinical use. Refer
to the instrument’s user manvual for full instructions.

Any peripheral devices connected to the data intertace
must be cerfified according to the respective IEC
stancards.

All combinations of equipment must comply with IEC 601-1-1

i systemns requirements,

" For a iist of Honeywell HomMed equipment and compatiple
* peripherai devices, see the Honeywell HomMed OTC Seniry
: Monitor Service and Support Guide.

14
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Notes

*  Blood pressurc measurements may 1ot be accurate tor thosc
people expetiencing moderate to severe arthythmias, or
who suffer from with tremors.

= Any condition that restricts blood flow, such as use of a
blood pressure cuff, exremes in systemic vascular tesistance
(blood flow), or low perfusion (blood saturation) may causc
difficultics in obtaining an accurate pulsc reading.

®  Dashes displayed in any paramncter indicate the measurement
is invalid or unavallable.

* ‘The Oximeter (SpO2 senosor) is a prescription only
device. You may use only the Oximeter as part of
Physician prescribed care plan. ‘

*  The Honeywell HomMed scale is not a stand-alone device.
The scale must be connected to a Sentry G-port
(GHTO000A ).

CE Maoark

Marking by the s_\_’mbol( £€* indicates compliance of this
device to the Medical Device Directive 93/42/EFEC.

Authorized Represenrative:

MDSS
Burckhardtstr, 1
30163 Hannover
Germany

Additional References

FHoneywel! HomMed OVC Sentry Monitor Operator’s Manual.
PXNXXN Honevwell HomMed, 2006

Haoneywel! HomMed QOTC Sentry Monitor Quick. Reference Guide.
PXXNXN Honeywell HomiMed, 2006

Foneywell HomMed (OYTC Sentry Monitor Instaliation Guidk.
PXNXN Honeywell HomMed, 2006

Honeywell HomAed OFC Senrry Monitor Central Stution Ulser Guide.
PNXNXN Honeywell HomMed, 2006

For more informanon about authorized peripheral devices, refer to the
individual manufacturer’s instruction sheet, which came with the
device.
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Equipment Overview

When you receive your shipment from Honeywell HomMed, carefully
remove each piece of equipment from the box. Save the carton and
packing materials in case you need to return any of the conteats. As
vou inventory the contents of the box, check each piece of equipment
for damage. If anything is damaged or missing, contact Customer
Service. Your package should include the following irems:

*  Sentry Monitor

= Scale and scale cable

*  Blood pressure cuft

* Blood pressurce hose

»  Temporal Probe

»  Oximeter (SpO2) Finger Sensor

*  Phone cord and duplex jack

»  AC adapter (power supply)

® Power strip
The Senitry Monitor

The front of the monitor has a vacuum fluorescent display
(VFD) surtounded by six funcdon keys. Each key is labeled and
color-coded for easy visual identficanion. When you press the
keys correctly, the monitor beeps. The volume of the becep
matches the volume of the voice prompts.

‘The panel displays messages, bar graphs, and mcnus in a light
font against a dark background for easy reading.

If the monitor has programmed report umes, rhe currenr day,
dare, and time display randomly over the displav face when the
monitor 15 idle. 1f the monitor 1s programmed for mult-person

use, then a prompt to swipe an 1D card displays mstead of the
curreat tame.

\S2
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The figure below and the following chart explain the monitor fearures and

key functions.

) PO e
I —@
o - ke ‘0
8- i §
‘ ! -
i ; b
t i i
 #  Fedtlure Function
{ SYS/DIAMAP Displays the systolic, diastolic, and mean arteriul pressure in mmHg
2 Red STOP BP Stops BP reading and deflates the cuff: enters/exits Sciup Mode (with YES
key Lc))
3 Green STARTBP  Starrs a BP reading
key
4 Blue RETEST key  Starts an unscheduled monitoning session; exits a menu in Setup Mode
-
3 Scale Displavs weight
6 BPM (with heart) Displays the pulse rate. If optional 5p02 is attached, a pulsc strenpth har
ippears next to the pulse rate number duting Sp02 collection. There is no
auditory pulse beep.
B %Sp02 Displays oxygen samaration measurement (for optional device)
N White YES key Records 4 “yes” answet; enters/exits Setup Mode (with STOP BP key);
scroll key in Setup Mode
1o Storage Channel  T'emporal Probe storage channel.
| S,
i 1 Cover Storage Temporal Probe cover stotage channel. Holds one (1) box of Temporai
Channel Probe covers.
! 1 Probe Port Temporal Probe atrachment port. B
t2 Black NO key Records a “00™ answer; scroll key in Setup Mode )
13 Green light in Power mdicator. This is a steady green light as long as Il:e“monimr th:; DC
MANUAL key power.
b4 Gray MANUAL

Fnters Manual Mode; sclecrs o menu option in Sctup Mode
key

ﬁ After transmitting vitals, pressing MANUAL rwice clears vitals
and rerurns the display to idle mode.
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Monitor ports
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There are numerous ports located on the rear and left side of the
Monitor that connect to devices tncluding the scale, modem, NIBD,
optional accessorles, and peripheral medical devices. The following
figure shows the ports located on the rear of the monitor.

The dravwvmg below shows the rear panei of 3 Senmy mowitar

Cgrent Seatry monItors e £1x% avaiabie ports

v COLLA » (O
+  COM.B LI 0
»  COM.C o COMZ

() Phone line

The phone linc is the jack for the connecting your phone to
the Sentry Monitor.

(2) Modem connection

‘The modem connection is for a standard phone cord that
runs from the monitor to a duplex phone jack and allows
the modem 1o dial and wansmit data using a phone line.

ﬁ Be sure the line is a traditional analog phone
(non-digital) line.

(3) Non-isolated communication port {COMA,
COMB, COMC)

These non-isolated ports, cach with a Mini-1JIN G-pin
connector, can supply up ro +5VDIC @ 250mA ro as many
as 3 external devices. These three ports are for exrernal
devices that only transmit data. You should never
attempt to use a device connected to the monitor via a non-
isolated port.

(5) Net

The Net jack is not used on the Sentry Moniror.

18
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{5) Power jack

‘The power jack is the jack for the AC adapter which

powers the montror.

(8) isolated serial I/O ports (SCALE, COML,
COM2, COM3)

‘The three isolated ports with Mini-DIN 4 connectors
supply up to +5VDC @ 250mA. The fust isolated port 1s
a dedicated scale com port. COM1, COM2, and COM3,
which allows you to use an external device connected to
the monitor. Isolation protects you from any potential of
shock.

ﬁ Connector cables for external devices only fit the

pott appropriate for the device.

Side ports

The following figure shows the ports located on the lefr side of
the Sentry Moniror.

B B

{1) Sentry SmartMedia Card slot

The card slot holds a SmartMedia Flash Memory card that
stores voice and text prompts and customizable questions.
Cards contain eight language options: English, Spanish,
I'rench, German, Italian, Portuguese, French (Canadian,
and Hindi,

{2) Non-invasive blood pressure (NIBP)
pneumatic port

The NIBP pneumatic port with its quick-release connector
15 the artachment site for the blood pressure hose.

19
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{3) Oximeter pori

The Oximeter port with its easy-release attachment site 1
for the SpO2 finger sensor (oximeter).

Lithivm battery

The lithium batiery maintains the memory for a minimum
of five years. You cannot replace the lithium battery. If
the bartery fails, contact Customer Service to have it
replaced.

20 1Sk
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Other system equipment

In addirion to the monitor, the monitoring system includes a scale
with a scale cord, blood pressure cuff and hose, power supply, and
a power strip. ‘The Oximeter (SpQ, finger sensor) with external
module cable is an optional accessory (requires Physician
prescription). This section provides a general overview of each
picce of equipment. For detailed specifications, tefer to Appendin
D, Lguipment Specfications.

Scales

‘The Honeywell HomMed scale, has a capacity of 500 Ib (227 ky)
and collect weight using four load cells, one in each comer of the
scale. The accuracy of the weight 1s to 0.5 Ib (0.2kg) or 0.5%. The
Sentry supplies power and communication to the scale through
the scale cord. The following table identifies distinguishing
features of cach scale.

NIBP

The NIBP module inside the monitor measures systolic pressure,
diastolic pressure, and mean arterial pressure (MAP) values. Blood
pressure measurements determined with this device ate equivalent
to those obrained by a trained observer using the cuff/ stethoscope
auscultation method. Pressures are calculated as follows:

Systnfi: The cuff pressure when an increase in osciflations is
perceived

Duastofic: The cuff pressure when oscillations are no longet
decreasing as pressure s released from the cuff

MAAP: The lowest cuff pressure that provides the maximum
cuff oscillations. MAP is the largest signal reccived
and 15 the most accurate reading.

ﬁ Heart pulse rate is also collected with the blood
pressure and that value is transmitted. However, it is
only posted in Central Station if an oximeter heart
pulse rate reading is not present.
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The blood pressure cuff is a D-ring stvle cuff that complies with
SP10 specifications for cuff length and width. The cuff 1
avatlable 1n the following sizes:

Size Fits limb size

Adualt T 16 - 22 em {6 - 8.5 inches)

Adult 1 21 - 29 em (8 - 11 mches) -

Adule 111 28-37 em (11 - 4.5 inches)

Adule TV 36 - 46 cm (14 - 18 inches) ‘ ]

To order cuffs, refer ro Appendix B: Sentry Systens Sipplies on page
Error! Bookmark not defined..

Oximeter

A BCI/Smith finger sensor attaches to an external oximeter
module cable which measures oxygen saturation (SpQ,) and heart
rate with the averaging time fixed at 8 beats and 8 scconds. During
the heart rate measurement, the monitor displays a small pulse bar
under the Beats Per Minute (BPM) label. If vou use the optional
oximeter, the oximeter heart rate over-rides the NIBP heart rate in
the monitor display. Sentty monitor transmits both the NIBP and
oxuneter heart rate values. Central Station stores both values in the
database but only displays the oximeter heart rate.

Power supply and ship

The AC adapter converts alternating current to direct current to
power the monitor. The adapter is medical grade and U1, and 1L
comptiant. The power strip is 4-outlet surge protector, model
99038, manufactured by lellowes.

ﬁ A small Lithtum battery maintains power for volatle
memory (RAM) and the real-time clock, but does not
provide any power to the monitor.

22
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Peripheral Devices

This sccton discusses each of the peripheral devices thar are
compatible with the Sentry Monitor.

The programming instructions in this section assumc that you
undetstand basic programming concepts such as how to enter Setup
Mode, use the monitor keys for programming, and navigate through
the menu options. I you do not know how to perform these tasks,
please review the informatiou in the Programming the Sentry Monitor

section of this manual,

ecgl@home 23
Glucose Meters 28
Peak Flow Meters 32
Prothrombin Meters 33
Spirometers 35

M Be sure to...

- Make surc that the Sentry Monitor’s date and time
arc correct before transmutting any test resules. This
will ensute accurate recording of your transmussion
data. To set the date and ume, refer to the Sentry
Monitor Operator’s Guide.

ecg@home

‘This section cxplains how to program the Sentry Monitor to
prompr for an ILCG recording, setup the ecg@home device, and
instructions on obtaining an ECG recording. For information
about viewiag 1CG recordings in Central Station, refer to your
Honeywel! VomMed Central Station User Guide.

"T'he ceg@home package contains the following items:
«  ecgiwhome device
= 2 1.5V AAA batteries
* RS 232 connection cable

= | bottie (15 ml) K2 solution

I external auxiliary electrode

. _ 59

23
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Overview

The ecg@home s a personal clectrocardiogram — recorder
manufactured by  HealthFronder  for  Honcywell  HomMed
(available in the US. and Canada only). Duting the monitoring
scesston, you can use the ceg@home o obrain a six-second rhythim
serip which the device then transmits to the Sentry Moniror. The
thythm strip is included in the data packet that the Sentry Moniror
transmits to the Central Starion.

Safety information

A CAUTION

NON-RECHARGABLE BATTERIES

Attempting to recharge the batteries could cause

batteries to leok battery acid or over heat resulting
in potentiol hazard 1o the user. [t could also cause

permanent damage to the unit.

DO NOT charge the bafteries.
To prevent damage to the unit:

* DO NOT immerse the device in water or in any other ype
of liquid.

* DO NOT open the cquipment ot try o tepair it. If the
device is not working properly, contact Customer Service.

* DO NOT clecan the ecg@home device or the cables with
detergent or other cleaning solution.

* DO NOT use any other cables than the ones provided by
Honeywell HomMed to connect the ecg@home ro the
Sentry Monitor,

* DO NOT use any other solution or liquid on the
electrodes other than the K2 solution or an 1sopropyl
alcohol (60-70) and water (40-30% solution.

DO NOT test arms on the monitor when taking a reading.
Electrical interference from the senrry Monitor could
prevent the ccg@honie from obraining a reading,

If you have any questions or concerns, call Customer Service. For
repaur or shipping information, refer to the Getting Ntarted section of
this manual.
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Assigning a com port

To enable the monitor to prompt for and collect ECG data, vou
must assign a com port. If you do not assign a com port, the
monitor will not prompt for the device and it will not collect
data from that device even if the device Is connected to the com
p[Jﬂ'.

It 1s also important to use an Aolw/ed port. Isolated ports protect
you from any potential of shock when they use a device that is

| K
; connccted to the monttor.

1.

1

AR

Enter Setup Mode.

Scroll to and enter the Option Menu.

In the 12CG Montter menu, assign either COM1 or COM 2.

In the FCG Time menu, set the collecton frequency.

Exir Setup Mode.

The ecg@home device

The ceg@home displays various symbols and information in the
LCD display as 1t takes a reading.

5/18/2006

BATTERY ILousing power: change batrenes

\
This ... Indicates...

Pre-acquisinon phase

| Recording phise
N
o ‘\J ]'_./f\. -
* No recording stored in memory o
" Recording stored
| 32 Open RS232 port
|
| PULS Flashing during recording: instantaneous heart rare

Static at end of recording: incan heart ratc

When the ecg@home device is first turned on, it erases the last
recording, if any, and displays the single asterisk. The heart symbol
continues to flash until vou place both thumbs on the clectrodes

and the device determines chat it can obtain a rcading.
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As the ecg{@home records, the unit beeps and the wave symbol
moves from left to nght across the display. The wave 15 merely an
indicator; 1t 1s NOT vour actual wave thythmn, During collection,
the instantaneous heart rare value fashes nest 1o PULS.

When the recording is completed, the wave symbol stops flashing,
the mean heart rate displays briefly next ro PULS, and there are
two beeps. A second asterisk also displays on the screen to
indicate that the recording is stored 1n memory.

The unit displays 32 to indicate that the communicadon porr is
open and the device 15 transmitting.

_Attaching the ecg@home cable

The cable that conneces the ecg{@home to the Sentry Monitor has
a 4-pin connector on one ¢nd and a jack on the other. The pin
connector plugs into a com pott on the Sentry monitor, and the
jack plugs into the RS232 conncction on the ccgi@home. ‘Lo
attach the ecg@home to the Sentry Monitor, follow the steps
below.

1. Locate the RS5232 conncctdon on the side of the
ecg{@home device.

~y
RS232 — Q
} connectinn B> :
Bottom —» 4“— Top |

2. Plug cable jack into the ecg@home RS232 connection.

3. Plug the 4-pin conncector into the assigned com pott of
the Sentry Monitor.

Replacing the batteries

The ecg@home uses non-rechargeable, 1.5 V AAA size batteries.
Each set of fresh barteries provides  approximatcly 2200
recordings. When you need o replace the batteries, the ﬁlcssagu
BATTERY displays.

The battery case is on the back of the device. To replace the -
batteries, open the bartery case, remove the old batteries, and

26 162,
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insert two new ones according to the polarity as mdicated on che
label in the battery case. Close the battery case.

Cleaning the ecg@home

Always disconnect the device from the Sentty Monitor prior to
cleanmg. Clean the device with 2 soft cloth moistened with the K2
solution. Do not use water, detergent or any other cleaning
product. Lo clean the clectrodes, moisten a cotton swab with the
K2 solution and gently swab clean. To disinfect the unit, usc a
solution of ssopropyl aleohol (60-70%) and water (30-4)%0),

Specifications

5/18/2006

Inpur impedance:

Inpur dynamic range:

Bandwidth:

Common mode
rejection rato:

Al conversion:
Sampling frequency:
Recorded lead:
Memory:

Display:

Input:

Qutput:

Power supply:

Size:

Weight:
Linvironmental
conditions

Storage remperacure:
Operating
temperature:

K2 solution
mngredients
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>10 Mohm

+/- 5 mV within bandpass
+/- 300 mV @DC

0.5 - 30 Hz linear phasc
>100dB

11 bits

250 samples/s

Standatd leads I and I1

6 seconds of recording typical
Custom LCD display panel
External auxiliary electrode
RS 232 digital port

2x 1.5V AAA size batteries
4.13 % 3.15 x .59 inch

100 gr.

32° K 122°F (0° € — 45° )
50° F - 113° F (10° C — 45 ° ()

De-ionized water

Biocide agent

Wetting agent

Chlothexidine 0.1%,

Electrolyte (sodium chloride based)
Isopropyl alcohal 1797 2.6%,
Propylene Glycol

27
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Glucose Meters

This  section  provides information and  instructions for
programming the Sentry Monitor o upload test results, attachmng
glucose meter cables and devices, and instreucts you how ro upload
test results. For information abour glucose meter specifications and
capabilities ot for Instructons on how ro usc, fest, or maintain
glucose metess, refer to the approptiate manufacturer marerial.

Overview

The Sentry Monitor is compatible with the following glucose
meters:

® lifeScan One Touch Basic

® TifeScan One Touch Ultra

* LifeScan One Touch Profile

® Bayer Ascensia Elite XL

* Roche Accu-Chek Advaneage
* Home Diagnosties Prestige 1Q

‘The Sentry Monitor uploads up to twelve of the most recent, valid
glucose tesr results from a glucose meter. A valid reading has the
rest ime and date. If any reading is missing a time and date stamp,
the monitor will not collect it.

The monitor docs not erase any data from the ghicose meter and
does not collect ot transmit control-solution test results obtained in
test mode or designated as control results.

g It you want to erase data from the LifeScan or Roche Accu-
Chek models, you can purchase software and 2 customized
cable from ILifeScan or Roche. For further mformation,
contact:

LifeScan at 800-227-8862.

Roche Diagnostics Corporation at 800-428-5076
y]

@ Be sure to...

. Make sure that the Sentry Monitor’s date and time are
correct before transmitting any test results. This will
ensure accurate recording of your transmission dara.
To set the date and time, refer to the Sentry Monitor
Operator’s Guide.

28
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Safety information

Remember to thoroughly read the user documentation provided by
the manufacturer and to pay close attention to any cautions or
WAy,

Assigning a com port

You musi assign a com port to the glucose meter or the monitor
will not prompt you for data or communicate with the device to
coflect daa (even if the device is connected to the com port).
Assigming a com port triggers the monitor to include glucose meter
prompts during the monitoring session, to communicate with rhe
glucose meter, and to upload test results.

I, Earer Setup Mode.
2. Scroll to and enrer the Opsion Menu,

3. In the Gluconreter Type menu, select the appropriate ghicose
mcter.

4. In the Glucometer menu, assign either COM1 or COM 2.
5. In the Glhometer Vime menu, set the collection frequency.

6. oxir Serup Mode.

ﬁ 1f you are programming a com port for the Prestige
glucose meter, the only option is COM A.

Aftaching the glucose connector cable

One end of the connector cable has a 4 or 6-PIN-connector that
plugs into the com port on the rear of the monitor. The other end
of the cable cither has a jack connector that plugs iato the
communication port un the glucose meter, or 2 DB-9 connector
that plugs into another cable. The second cable then piugs into the
glucose meter.

ﬁ The pins in the connector cables can be damaged if
vou attempt to plug the cable into a receptor that
doesn’t march the pin configuraton of the cable. T'o
prevent damage to the pins in the connector cables,
always program the monitor first and then make surc
vou plug the cable into the port you programmed for
alucose.
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Connecting single cable models

‘the following glucose meters have single connector cables:

¢ LifeScan {all models)
¢  Baycr Ascensia Elite X1

the port that you assigned to the glucose merer when
you programmed the Sentry monitor.

N

Place the cable so that you can casily attach the glucose
meter.

Connecting the cables for the Roche Accu-
Chek Advantage

The Roche Accu-Chek Advantage comes in two styles. The
catlter style is silver and black, the newer style is white and
blue. Both meter types use the same Honeywell HomMed
glucose meter cable. The cable has a 4-pin connector that
connects to the monitor and 2 DB 9 male connector that
connects to a Roche cable. However, the two Accu-Chek
styles use different Roche cables to connect to the meter.

® The older, silver and black glucose meter: Use
the cable thar has the large DDB-9 female connector
on one end and a long flat connector on the other
end.

¢ ‘The newer, white and blue glucose meter with
serial number starting with 850 or higher: Use
the cable that has the smaller DB.Y9 female
connector on one end and a fack counnector on the
other end.

1. Plug the 4-PIN (for Prestige, the 6-PIN) connecror into
|
|

Aftaching the cables

1. . Attach the IHoneywel/ HomMed glucose meter cable to the
monitor by inserting the round, 4-pin connector into
the com porr programmed for the glucose meter.

{9

Insert the Honeywel! HomMed 1DB-Y connector into the
approptiate Rocke DB-9 connector matching the pin
configurations. (I'he screws do not connect.)

3. Place the cable so that you can easily insert the cable
to the glucose meter communicadon port.

30 Lok
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Aftaching the silver and black glucose meter to the
cable

). Holding the glucose meter so that you are looking at
the back of the merer, locate the Code Key slot near the
top of the meter. (See Accu-Chek Owmers Book/el)

2, Slide the flat connector (green side of the connector }
should face the same directon as the fronr of the
maonitor) into the stot,

Aftaching the biue and white glucose meter to the cable

1. Locate the computer port on the top of the glucose
meter next to the blae power button. (See Accu-Chek
Chwners Book/el)

2. Insert the jack into the computer port.

Connecting the cables for the Home Diagnostics, Inc.
Prestige

To ateach a Prestige glucose meter to the monitor requires
the following rwo cables:

* Honcywell HomMed adapter cable that atraches to
the monitor

® Prestige glucose meter cable that plugs into the
glucose meter

‘the Honeywell HomMed adapter cable has a 4-pin
conaector that matches the com-port configuration on the
monitor and a 13B-9 conncctor that matches the Prestige
cable. The Prestige cable has a jack that plugs into a data
port on the glucose meter.

L. Attach the Honeywell HomMed glucosc

meter cable 1o the monitor by inserting the

round, 4-pin connector into the com port

programmed for the glucose meter.

Insert  the Honeywell HomMed 1B-9

connector into the Prestige DB-9 connector

marching the pin configurations. (The screws

do 1ot connect.)

3. Place rhe cable so that you can casily insert the
cable into the glucose meter communication
port.

)

b
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Peak Fiow Meters

This  scction  provides information and instructions  for
programming the Sentry Monitor, artaching the peak flow cable
and meter, and teaches vou how to upload test results. For
information about peak flow meter specifications and capabilitics,
or for instructions on how 1o use, test, or maintain mcters, refer to
the instruction sheet that came wirch the device.

Overview

The Sentry Monitor is compatible with the PiKo-1 manufactuted
by Pulmonary Dara Services (PDS). The PiKo-1 can store up to 96
tests with the warning indicators and time and date stamp.
However, the Sentry Monitor only downloads the 12 most rccent
readings.

Safety information

* The PiKo-1 15 mtended for use as a single-user device.
Remember that no one else is to use their peak flow meter
but yourself.

* Remember to thoroughly read the user documentation
provided by the manufacturer and to pay close attention to
any cautions or warnings.

®  The PiKo-1 Peak Flow Meter Urser's Manwal contains the
following warning: “If you usc the PiKo-1 above 1000 feet
elevation, (300m), adjust your values by adding 1.5%. To do
this, multiply the PEIF & FLV1 by 1.015.

Assigning a com port

You must assign a com port to the peak flow meter or the
monitor will not prompt you for data or communicate with the
device to collect data {even if the device is connected to the com
port). Assigning a com port triggers the monitor to do the
following:

* Include peak flow meter prompts during the monitoring
Sessinn

=  Communicate with the peak flow meter
®  Upload test results

‘the following instructions assume you know how to navigare in
Setup Mode. If you have not programmed a monitor, refer to
scetion 3 Programrming the Sentry Monstar for complete programming
instructions.
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I, Iuater Serup Mode, and enter vour password.

’).

3. I the Peak Fhn menu, assign COM AL

seroll to and enter the Opfion Menu.

4. In the Pewk Flay Time menu. sct the collection frequency.
5

Fxit Serup Mode.

Afttaching the peak flow meter cradie to the Sentry
Monitor

The peak flow meter transmits data to the Sentry Monitor via its
cradle and a Honeywell HomMed connector cable. The Honeywell
HomMoed cable has a black, 9-pin connector that matches the
cradle cable connector, and a round, 6-pin connector that matches
COM-A on the rear of the Sentey Monitor. To attach the peak flow
cradle to 1he monitor, follow the steps below.

1. Plug the Honeywell HomMed cable 6-PIN connector into
COM-A.

-2

Plug the Honeywell HomMed 9-pin male connector into
the cradle cable connector. 1f you have difficulty, make sure
that the pins in the Honeywell HomMed connector
propetdy align wirh the holes 1n the cradle connector.

3. lighten the screws on the cradle connector undl snug.

4. Arrange the equipment so you can easily place their peak
flow into the cradle and the cables are out of the way.

5. Place the peak flow meter into the cradle.
Prothrombin Meters

This secrion provides information and instructions for programming
the Sentry Monitor, attaching the prothrombin cable and meter, and
teaches vou how 1o upload test results. For information about
prothrombin meter specifications and capabilities or for instructions on
how 1o usc, test, or maintain meters, refer to the instruction sheet
that came with the device.

33 10
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Overview

The Sentry Monitor is compatble with the ProTime prothromhbin
meter manufactured by International Technidyne Corporation
(I'VC). The prothrombin meter transmits only the latest reading to
the Sentry Monttor. The monitor does not erase any data from the
ptothrombin meter. Prothrombin meters automatically synchronize
their date and time to the monirtot. If you need to change metcr
dares or umes, refer to the manufacturer’s instructions.

Safety information

A WARNING

ELECTRICAL SHOCK

Using a spirometer while attached lo the Sentry Monitor
could possibly result in recelving an electrical shack.

= DO NOT attempt to take readings with a spirometer when
it is connected 1o the Sentry Monitor.

» Disconnect the spirometer before use.

s Always follow the manufacturer's inshruction sheet that
came with the device for proper use.

* Never use their prothrombin meter when it is attached
to the Sentry Monitor,

= Remember to thoroughly read the user documentation
provided by the manufacturer and to pay close attention
[0 any caunons or warnings.

Assigning a com port

You must assign a com port to the prothrombin meter or the
monitor will not prompt vou for data or communicare with the
device o collect data (even if the device is connected to the com
port). Assigning a com port triggers the momtor to include
prothrombin  prompts during the monitoring session, to
communicate with the prothrombin metcr, and to upload test
results.

1. lknter Setup Mode.

2. Scroll to and enter the Opfion Menu.

3. Inthe PT Monitor menu, assign COM-A.

4. In the PT Moniror T1me menu, sct the collection frequency.

5. Exit Serup Mode.
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Attaching the prothrombin meter connector cable

Prothtombin meter cables arc white with a green color band. One
end of the cable has a 6-PIN connector that plugs into the non-
solaied ports on the rear of the Sentry Monitor. The other ead of
the cable has a 9-PIN connector that plugs into the prothrombin
data port located on the back of the device.

1. Plag the 6-PIN connecror into COM-A.

2. Place rthe cable so that vou can easily attach the prothrombin
mefer.

Spirometers

This secnon provides information and step-by-step instructions
for programming the Sentry Monitor, attaching the spitometer
cable and merer, and teaches vou how to upload test results.

For information about spirometcr spectfications and capabilities or
for instructions on how to use, test, or maintain meters, refer to the
instruction sheet that came with the device.

Overview

The Senirv Monitor is compatible with the MicroDI. spirometer
manufactured by Mirco Direct.

The Sentry Monitor collects up to twelve of the most recent
readings and then clears the spirometer memory. Deleting data
allows more than one you to usc a spirometer.

Spirometers automatically synchronize their date and fime to the
monitor. if vou need to change meter dates or times, refer to the
manufacrurer’s instructions.
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Safety information

A CAUTION

ELECTRICAL SHOCK

Using a spirometer while attached to the Sentry Monitor could
possiply result in receliving an electrical shock.

+ DO NOT attempt to take readings with a
'ﬂ' spirometer when it is connecled to the Senhry
9

Monitor.
» Disconnect the spirometer before use.

= Alwaoys follow the manufacturer's instructions
for proper use.

®=  Remember to never use their spirometer when it s
attached to the Sentry Monitor.

* Remember to thoroughly read the user documentation
provided by the manufacturer and to pay close attention to
any cautions or warnings.

Assigning a com port

You must assign a com port to the spirometer or the monitor will
not prompt you for data or communicate with the device to coltect
data (even if the device is connected to the com port). Assigning a
com port triggers the monitor to include spirometer prompts
during the monitoring session, to communicate with the
spirometer, and to upload test results.

i. Enter Setup Mode.

2. Scroll to and enter the Opiion Menu.

3. 1n the Spirometer menu, assign COM-A.

4. In che Spirameter Time menu, set the collection frequency.
5. Exat Setup Mode.

Attaching the spirometer connector cable

Spirometer connector cables are white with a yellow color band.
One end of the cable has a 6-PIN connector that plugs into COM-
A. The other end has a jack connector that plugs into the data port
on the side of the spirometer.

1. Plug the 6-PIN connector into the port that vou assigned to
the spirometer when you programmed the Sentry monitor.

2. Place the cable so that you can easily attach the spirometer.
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Routine Maintenance

This section provides instructions {or toutine maintenance. Follow the
mstructions and safety information carefully. Failure to do so may void
vour warrnny. Honeywell HomMed offers preveuntative maintenance
seevices at the fees and terms stipulated in your contract. If you wish
Honevwell HomMed to perform any services, contact Customer
Service.

Cleaning

ELECTRIC SHOCK

Some ot the parts inside the monitor could shock you. The
shock could be severe enough to cause death or serious
I injury.

DO NOT take the monitor apart.

O NOT put the menilor in water or any other

» liquid.

& AIWAYS UNPLUG the monitor before you clean it.
DO NOT try to fix the monitor.

If you have o problem wilth your monitor, call Honeywell
HomMed Customer Service

Clean only the surfaces of the monitor and the peripheral devices.
Qualificd service technicians muse perform any cleaning, servicing,
ot repairs that requure disassembly,

Cleaning the Sentry Monitor and peripheral devices

1. Unplg the Sentry Maonitor. The montror’s memory tetains all
programmed settings ¢ven when powered down.

8]

Derach all accessories and peripheral devices.

3. To clean and disinfect, wipe the surfaces with isopropyl
alcohal, and then wipe with a lint-frec cloth moistened in warer.

Cleaning the NIBP cuffs

1. Remove bladders from cach cuff,

1J

Using o mild disinfectant/detergent and warm water, wash
cuffs by hund or in a washing machine.

Hany cuffs to dry. DO NOT dry cuffs in a drver.
4. When cuffs are dry, vepiace the bladders. Be sure to nsert the

correct bladder into the tight cuff.
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Inspection

From time to time, it is a good idea to nspect your Sentry Monitor
and accessories. You should check the following:

* Power cord is not frayed or connected o unauthorized
equipment.

® Cables are properly attached and in good condition,
*  All accessories are securely arrached.
* Monitor 1s not standing in or near water.

® Monitot has not been moved to an unsuitable location,

If there is 2 frayed power cotd or if the unit is attached to
unauthorized cquipment, unplug the unit and notify Customer
Service,

H a monitor has been dropped or damaged, call Customer Service.
Qualified service personnel must inspect any dropped or damaged
units before they are assigned for use.

Calibration verification

This section provides instructions for calibration verification for
Honcywell HomMed equipment. Honeywell HomMed
recommends calibration verification at least once a yeat. If
berween calibration verifications, you have doubt about the
accuracy of the measured values for the scale or oximeter; or if
equipment appears to be out of calibration, you may choose one
of the following:

1. Verify calibration using the instructions in this section, or

2. Send your device to Contact Honeywell HomMed for
calibration.

Honeywell HomMed's repair poliicy

" [f the item is under watranty and the repair is covered
under the warranty, there is no charge for the repair
service,

* If the item is no longer under warranty, ot if the repair
is not covered in the warranty, we will charpe a fee for
the repair.

l'or additional warranty information, please refer to your Sentry
Monztor OTC Sentry  Monitor  Operator’s Mamwal |, ot contact
Honeywell HomMed Customer Service.
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Scale calibration verification

This p
3 pou
scale’s

1.

'

=W

[ 1]

ocedure requires the use of a ealibrated weight greater than
nds {13kg) and less than 500 pounde (227kg). To verify the
calibranon:

Make sure that there s no weight on the scale.

With the scale attached to the Sentry Monitor, power up
the monitor.

irom dle mode, press MANUAL to enter Manual Mode.
Plice a calibrated weight on the scale.

Verify that the weight displaved is equal to the calibrated
weight £ (1.5 pounds.

NIBP cuff calibration verification

A

CAUTION

PERSONAL INJURY HAZARD: NIBP Cuff

Veritying the calibration while the cuff is
attached to you, [while wearing the cuff)
could cause bruising or other injury.

DO NOT verify NIBP calibration while the cuffis
attached to a patient.

T'o vertfy the NIBP cuffs calibration:

1.

)

=

e
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Sceure the blood pressure cuff to a rigid fixture about the
s17z¢ of an arm.

Tee-11 a standard mercury or digital manometer with the
INIBP cuff.

Press YES + STOP BP to enter the monitor’s Setup Mode.
Scroll to Passwerd menu and cater your password.

Scroll to the Service Menr and press Manual to enter the menu.

Scroll to Calibration |errfy, and press Manual to enter the
option.

Press START 8P to begin the calibration venfication. The
NIBP pumps the pressure to 260 mmHg (+ 10 mmHg).
Verify the monitor’s displayed blood pressure numbers to
the manometer reading. The manometer reading should
agree to within + 3 mmHyg or + 2%, whichever is greater.
Press STOP BP to cancel the reading and release the pressure.

Pross YES + STOP BP to ¢xit Setup Mode.
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Optional finger sensor calibration verification

To vetify oximeter calibration requires a pulse oximeter tester,
Reter to the manufacturer’s manual for testing procedures. 'or
mformation 2bout ordering testers, comtact Homeywell HomMed
Castonrer Service. '

Honeywell HomMed Customer Service

The goal of Customer Service is to do everything possible to
support you in meeting the needs of your clients. We are available
24/7. and we will work quickly to resolve 1ssues.

When you call, please have this manual and a copy of the
Haneywell HomMed OTC Sentry Monitor Service and Support Guide
handy. We will walk you through various toubleshooting
techniques to assist you in identifying causes and resolutions.

A Customer Service Representative will make every attempt to
resolve the issue over the phone. However, if equipment must be
sent back, we will issue a Return Material Authotization (RMA)
number. For shipping instructions, please refer to the section:
Shipping equipment back to Honeywell HomMed.

Toll-free: 888-353-5404
Phone: 252-252-5840
Fax;: 262-252-5795
Email: hommedcustomerservice@honeywell.com

Repairing equipment

Honeywell HomMed recommends that authorized repair centers
make all repairs for the monitor and all of its accessortics. Repairs
made by unauthonzed personnel will invalidate vour warranty. For
product warranty information, please refer to the Homeywel/
HomMed OTC Operator’s Manual.. Appendix: X Honeywe!l HomMed
W-arranty Information.

* If vour monitor is under warranty and the repair is
covered under the warranty, there is no charge for the
repair service.

® 1f your monitor is no longer under watranty, or if the
repair is ot covered in the warranty, Honeywell HomMed
will charge a fee for the repair.
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if equipment needs repair

If any equipment needs repair, conract Customer Service
and explmn which piece of cquipment needs  repair
{momtor, scale, or accessory) and what the problem is. 1f
the damaged 1em is a monitor or a scale, have the model
and serial number ready o give the Customer Service
Representative when you call.

*  Monitor model and sertal numbers are located on
the bottom of the monitor.

®*  Scale model and serial numbers are located on the
side of che scale.

* For accessory peripheral medical devices, please
refer to the instruction sheet that came with vour
device, to locate the model and senal numbers.

Shipping equipment back to Honeywell HomMed

if Customer Service requests that you ship equipment back ro
Honcvwell HomMed, please foltow the directions below.

1. Caretully pack rhe equipment m the original box. If you do not
have the onginal box, you may use any sturdy box that allows
at least n one-inch clearance around the equipment for packing
materials,

£

When Customer Service gives you an RMA number, include it
on the outside of the shipping conrainer.

3. Ship 1o the following address:

RMA #

Customer Service Department, Repairs
Honeywell HomMed

3825 Ohio Ave.

St. Chacles, IL 60174
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Peripheral Devices

The following is a list of peripheral devices that are compatible with your
Searry 1T monitor.

PMD Device

Manufacturers

Weight Scale

Hogevwell HomiMed

Glucose Meter

*  One Touch Basic
= (One Touch Ultra
5 One Touch Profile

Bayer
= Ascensia Elite X1,

Roche

= Accu-Chek
Advantage
Home Diagnosdcs

t Finger Sensor BCI/Smith
Temperatute Probe Welch-Allyn
Electtocardiogram S )
Recorder (IiCG) Healdhl'rontier o
LifeScan™

4 — ke

* Prestige 1Q

PiKo-1 Peak Flow
Meter

Pulmonary Data Services (PDS)

Prothrombin Meter

International Technidyne Corporadon (I'TC)

t

MicroD]. Spirometer

Mirco Direct

Dipital Camera
SmartMedia card

Various

e S S

Additional Information

CE Mark information

Matking by the symbol C € ' indicates compliance of this device

to> the Medical Device Directive 93/42/EEC.

Authorized Representative:

MDSS
Burckhardtser. 1
30163 Hannover

Germany

1y
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Appendix A: Prompt Text

"The following list is a compilation of Sentry Monitor audio prompts. This
list does not contain questgions. Por a list of all possible questions, refer to
Appendie A: Onestivn Text of the Sentry OTC Monitor Operator’s Manual

Good Moraing (Afternoon, Evening), it is now time to record your vital signs.
Please swipe your card.
Please verify that this is your card using the ves 2nd oo keys.
Please swipe vour card again.
| Please step on the scale.
\ Please step off the scale and sit down on a chair ia front of the monitor.
Please sit down on a chair in front of the monitor.

Place the blood pressure cuff on vour right arm above the elbow. Tighten it
sccurely.

| Mace the finger sensor on the middle finger of your left hand with the finger
design facing up.

Rest vour arm as instructed by vour clintcian.

Press the green starg BP key.

Please remove the finger sensor and the blood pressure cuff.
Please remove the temperature probe from its holder.

PPut a cover on the remperature probe

Place the probe under vour tongue.

Discard the probe cover and replace the temperature probe in its holder.
Pleasc answer the following questions using the yes and no keys.
Please atrach the glucose meter to the moniror,

No glicose meter detected.

New glucose mierer derectred.

Please arrach the spirometer to the moniror.

Na sprrometer detected.

3 1719
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Detach the sprometer from the monitor.

Pleasce aftach the prothrombin time meter to the moniror.

No prothrombin tme meter detected.

Please activate your peak flow meter and place it in the cradle.

No peak flow detected.

it 15 now time to take your ECG reading.

Apply two to three drops of the electrode solution on both clcctroéie.s of the 1(X(
Press the start key on the ECG device.

Place vour thumbs gently on the two electrodes to take an FCG reading,
Press the ves key when vou are finished.

Please attach the ECG device to the monitor.

No FHCG device detected.

inscrt photo card.

No photo card derected.

Do not remove photo card until notfied.

Remove pl'lO['() Cﬂfd.

Please make sure the cable is attached to the port marked COM (A, B, C, 1, 2, 3) «
back of the monitor.

Receiving data, please wait.
No new data.
Data upload is finished.

Please remember to take your medications as prescribed by your physician and mua
the proper dier.

‘Thank you for completing your vital signs measurement.

No vital signs, your clinic will be noufied.
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Appendix B: Sentry System Supplies .........coccunneens

Uise only supplics authonzed by Honcywell HomMed, as other
cquipment may result i poor opetation of the Sentry Monitor; or in

| mereased electronmic emisstons and decreased equipment immunity of
the Sentry monitor. To order supplics, contact Customer Service and
nclude the part number and name.

Part # ____Jj{uri Name

00N0T2B1 -, BP Cuff, \dult ] 16-22an {6 8.5 inches)
WOUA3BY | OB Caff Adeltll 21 - 29 em (8 - 11 inches)
WUUHABT | BP Cuff, Al TIL 28- 37 cm (11 - 45 inches)
00001581 | BP Coff, Adulr IV 36- 6 cm (14 - 18 inches)
| om0l | Card Reader o
320000581 | Card Writer

300200481 Carrying Case, Scale
g

300100481 | Duples Jack

'HJ{H(NHB'[ . Har Sensor

30 I(H]*yl

306K | Bl I veglichome K2 aolun(m

I Lr‘@home cable (mimDTN4}

1700‘")1” ] I3 ur(l‘.'hnme monitor
B (ntl”IiDI]’Bl i inger S '\eusut V
T ubﬁ?ﬂﬁ? ‘ E jxlgcr hm:or Exension
- _amil 1063} — ¢ lmocc meter cable, Baver

30011081 _l_ .luum. meter cable, LifeScan

L IH0TTOIRT P Glucose meter eable, Roche

o 1000313 Hewlett Packard Prnter Calile
JON4005131 Screwdriver i
3¢Jll4i(_li'i—4-]~;_7ﬁ H) I lrd

001006131 —II Inline Coupler
|

300m KWIH ‘Jod alar Adh :prn

3N HH'! \ IHI’ supply line

EILIIRENRTY O Cable

Peak flow meter cable

!
0BT
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Part # Part Name
MR Phone Cotd, 15' :
30010381 Phone Cord, 23
- 3010281 Phone Cord, 7' N
IN0O3NO0B1 Power Steip
T G0RB1 | Power supply, 113V
3003001B1 Power supply, 230V
300300531 Power Supply Detachable Cordset, UK
- _3(101 102B1 PT Cable
320000281 “PT Monitor
028 1 Scale Foot ]
.M’J“_'r;;i‘ilflt'HBl Spirometer o
RILONIH Spirometer Cable
300400081 Spirometer Mouthpicce
300100581 T'riplex Jack
i 3200007 B1 Two-foot cable, Card Reader
B 320N00681 Videophone
B
6010N62A2 SBVOX with English, Armenian, Polish, Russian, and Spanish
NOTE: All of these parts could also he used with the Sentry Monitor,

a6 182
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Appendix C: Specifications

Sentry Monitor specifications

Physic ol

Dimensions:
Width:
Height:
Depth:
Weight:

Power

10.3 inches (26.2 cm)
3.0 inches (7.6 ¢cm)

7.0 inches (17.8 cm)
2.5 Ibs. approx. (1.1 kg)

AC Power: Wall-moune style medical grade power

supply

Input of 105-125VAC, 60 Hz
Input of 230VAC, 50/60 Hz
Output of 24VDC @ 500mA with

4kV isolation

Battery: LI+ (lithium-Ton), 3.0DC non-
rechargeable for memory backup and
teal-ume clock power, does not supply
backup primary power.

Environment

The monitor may not meet its performance specifications if stored
or used outside the temperature and humidity ranges listed above,

‘T'emperature:  Operation:
Storage:
Relative humidity:

Operation:
Storage:

EMC:

Languages

0-50°C (32 -122° F)
_40-75° C (40-167° F)

15-95%
(non-condensing)
10 - 95%

{non-condensing)

EN 60601-1-2 wath scale
cables lot code 1103-01 or
hipher

Setup (Programiming): tinglish, Irench Canadian

tisage (Isplav

& Audio Prompts): Armenian, English, French,
French Canadian, German, Hindi,
Iralian, Pohlish, Portuguese,
Russian, and Spanish.
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Pager

Type: Advantra Barran™

Compliance
approvals: - [FCC Part 90 — Radio Performance

FFCC 15 — Conducted and Ematted
Radiation Class B

FCC Part 24 — NBPCS Narrow Band
PCS Transceivers

Antenna: Fold-down whip style, /2 wave dipole or
s wave monopole vertical

Modem

Type: 56K baud
Compliance
approvals: FCC Parr 158, FCC Part 68

Connection:  RJ-11
Non-Invasive Blood Pressure (NIBP) Cuft
Manufactuter: SunTech

Method of measurement:

Oscillometric  Diastolic values
correspond to Ihase 5

Korotkoff sounds

Blood pressute  Range: 20 ro 260 mmHg
Systolic 40 — 260 mmHg
Diastolic 20 - 200 mmHg

Heart Rate: 40 — 200 bpm

Accuracy: +3 mmHg between 0 mmHyg and 300
mmHg, for operating conditons
between 0° C and 50° C and less than
05% relanve hurmidicy

Personal safety: Maxamum cuff inflation ume is limited
to 50 seconds

limited to 130 seconds

Redundant safety ctrcuitry  aborts
reading if cuff pressure exceeds 300
mmHg, or if cuff has been inflated for
180 seconds

Calibration: Venfy yeatly

48 {134

‘ Duration of blood pressure reading is
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safery standards:

Inittal mflarton
DLessure:
Default mflation
pressure:

Oximeter module

Range:
Accuracy:

Alarms:
Averaging:

Calibration:

SURSOr

Heart rate (oximeter)

Range:
Accuracy:

Alarms:

Avenaging:

[Misplay Updare

Rate:

Heart rate (via NIBP Cuff)

Range:

\ccuracy:

Meets all relevant parts of AAMI
SP-10-1992, 1EC-60601-1, I1iC-
00001-2-30, EN1060-1, EN1060-3
Test data available upon request.

120 - 250 mmHg adult mode

175 mmHg (120 — 280 mmHg)

0 - 99% Funchonal SpO,

(1% increments)

12 ac 70 - 99% less than 70% is
unspecified

Nonc

8 pulse beat average

Factory calibrated over the range of
70% to 99% SpQ, using human
blood samples to functional
saturation. Test methods available
upon request. No in-scrvice
calibtution is required.

Display Update Rate: Red - 660nm,
2mW (typrcal)

Infrared - 905nm, 2-2.4mW (typical)

1Hz (Maximum age of SpO, data 1s
20 sec)

30-254 BPM (1 BPM increments)
2% or 2 BPM, which ever is greater

None. Not for continuous
monitoting.

8 sccond average

1 Hz (Maximum age of SpO, data is
20 sec)

40 -- 200 BPM (adult mode)

&+ 5 BPM or 5%, whichever is
gt‘carcr
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Puise Strength (via Oximeter)

FOI - Page 179 of 239

Range:

0-6 segment bar graph, indicates
logarithmic strength of your

pulse

Display Update

Rate: O0Hz

Scale

Manufacturer: Honeywell IomMed

Range: 0 to 500 Ibs. (0 to 227 kg)

Accuracy: 4+ 0.51bs. (+ 0.2 kg) or + 01.5%,
whichever is greater

Update Rate: < ().5 seconds

Stability of

Calibration: Zero cal is performed at power-up Multipoint
span factory cal s preserved through power
cycles Factoty cal is good for 5 vears of
nomal use.
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Appendix D: Electromagnetic Guidances

Guidance and Manufacturer's Declaration -
Electromagnetic Emissions

The Sentry monttor is intended For use in the clectromagnetic environment specified below.
The customer or the user of the Sentry momtor should assure that it is used in such an
Chvitonment.

Emissions Test Compliance | Electromagnetic Environment -
- o Guidance
RE Famissions Group t The Seatry monitor uses RF enetgy ouly for ins

internal function. Therefore, its RF emisstons are
very low and are not likely to cause any
inkerference in nearby electronic equipment.

CISPR 11

RI Emissions Class T The Sentry monitor is suitable for use in all
CISPR 11 establishments, including domestic cs:ab_lishments
I . and those directly connected o the public low-
Harmoue HEmissions Class B voliage power supply network that supplies
huilding used for domestic purposcs.

[EC ar0f3.2

Veltage Fluchitims - Complics
IMlicker Emissions

[RC GHng.a.3

st (8]
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Guidance and Manufacturer's Declaration -
Electromagnetic Immunity

Uhe Seniry monitor i intended for use in the clectromagnetic environment specified
below. The customer of the user of the Sentry monitor should assure that it is used in such
aAn environmeny.

L

immunity Test

IEC 40601
Test Level

Compliance
Level

Elecfromagnetic _’
Environment -
Guidance |

Idectrostarc Discharge
(S

16 kV conract

+6 kY contact

Floors should he wood,
conctete or ceramic tite. [

c st 4 . 8 KV air 8 kV ur floors are covered with

TEC 61000 4.2 X X .
synthetic tnatedal, the relatve
huenidity should be ar least
30%.

lilectrcal Fast 22 kV for power 2 kV for power Mains power qualiry should

TransiearBurst supply lines supply lines he that of a typical

HEC 610004 4 1KY for 1 KV for commercial or hospital

input/ourput lines

input/cutpur nes

environment.

Surge

IEC 6100045

%1 kV line(s) o
line(s)

2 kV line(s) to
earth

+1 kV line(s) to ling(s)

#2 kV linc(s) to carth

Mains power quality should
e that of a typical
commercial or hospiral
environment.

Volrage Dips, Shorr
Interruptions and
Voltage Varianons on
Power Supply Tnput
Lines

1 61000.4-11

<3% UH

{(>95% dip in Uiy)
for 0.3 cycle

e UF

(60% dip n Uy}
for 5 cveles

Mo Liy

{30°% dip in Uy)

for 25 cycles

5% TN
{=95% dip in U+)
for 5 sce

%% Uy (1{10%
dip m U} for 0.5
cycle

%o Uy {60%
dip in Ui} for 5 cycles
70% Uy (30%
dip i U+) for 25
cycles

<5% Uy (>95%
dip in Un) tor 5 sec

Mains power quality should
be that of a typical
commercial or hospiral
environment. [f the user of
the Sentry momitot requires
continued operation durting
pOWEr mains interruptions, it
1s recommended that the
Seatry monitor be powered
from an winterruptible
power supph or a batlery.

Power Frequency
(311760 L12) Magnenc
Field

LEC 616000-4-8

3 \/m

3A/m

Power frequency magnetic
fields should be at levels
charactenishe of a rypical
commercial or hospinl
eovironmend.
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Guidance and Manufacturer's Declaration -
Electromagnetic immunity

The Sentey monitor 15 intended for use in the electromagnetic
cnvitoment spcciﬁed helow. The customer or the user of the Sencry
monitor should assure that it is used in such an environment.

Immunity IEC 60601 Compliance | Electromagnetic Environment

Test Test Level Level - Guidance

Condnered RE 3 Vrns 3 Vrms Portable and mohile RF communications

THC 61001 4.6 150 k7 fo 80 150 kHz to 80 equipment should be used no closet 1o any
N Mz part of the Sentry monitor, including cables,

than the recommended scpacation distnce
calculated from the equation applicable 1o the

Rachieed RIY

THC Gtk 33 AV m 3¢ /m frequency of the mnsmitrer.
A1 ER VA 23 A 2 . .
in}-[\:! o 2?“\,1”2 o253 Recommended Sepatation Distance

d=1.174p

d=117Vp 80
MHz o 800 MHz

d=23WpP 800

MHz t0 2.5 Gz

where P is the masimum output power rating
of the transmitter in watts (W) according to
the transmitter manufacrurer and /15 the
recommended separation distance In meters
(m).

Field strengths from fixed RF transmitters, a5
determine by an electromagnetic site survey 3,
should be less than the compliance level in
each frequency rangeV.

Intecference may occur in the vicinity of
equpment marked with the following symbol:

(({i)))

NOTIEE 12 A1 80 AMHz and 800 MHz, the higher frequency range applies.
NOTE 2: These guidelines may nor apply in all situations. Flectromagnetic propagation is affected by absorption
and reflection from structuees, objecrs and people.

2. PField sirengihs from fixed imansmirers, such as base stations for radio {cellular/cordiess) telephones and land
mobile ridios. amaleur radiv, MM and FAT radio broadcasr and TV broadcast cannot be predicted theosctically
with aceueaey. 1o assess the clecrromagnetic environment due to fixed RF transmitiers, and electromagnetic site
survey shoukd he'considered. If the measured feld strength in the location in which the Sentry monitor is used
exeeeds the applicable RF compliance level above, the Sentry monitor should be obsecved to verify normal
operation. iU abnmormal performance s observed, addirional measures may be necessary, such as reorienting or
relocaning the Senrry monitor,

I Orer the frequency range 150 kHz to 80 Mz, ficld strengths should be less than 3 V/m,

53 |34
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Separation Distances Between Portable and Mobile RF
Communications Equipment and the Sentry Monitor

e Sentry monitor is intended for use in the electromagnetic environment in which radiated RE
disturbances are conwolled. The customer or the user of the Sentry monitor can help prevent
cleciromagnene mterference by maintaining a minimum distance between portable and mobile
RI¥ communtcations equipment {transmitters) and the Sentry monitor as recommended below,

according to the maximum output power of the communications cquipment.

Rated Maximum

Separation Distance According to Frequency of

Qutput Power of Transmitter
| fransmitter m
I w 150kHzt0 80 | 80MHzto800 | 800 MHzto 2.5
i MHz MHz GHz
d=1.17p d=1.17vP d=2.33VP
| .01 0.12 0.12 0.23
B ().]—_“—ﬁ 0.37 .37 0.74
— 1 1.17 117 2.33
) 10 370 370 737
o 100} 11.70 11.70 13.30

- For rransmitters rated at a maximum output power not listed above, the recommended sepatation disrance
- 1 meters (m) can be cstimated using the equation apphcable 10 the frequency of the transmiteer, where Pis
the maximum ousput power raung of rhe rransmitter in warts (W) according ro the transmister manufacturer.

NOTE B2 At 80 MEz and 80 M {z, the sepatation distance for the higher frequency range applics.

NOVIE 2: These guidelines may not apply in ali situations. Electromagnetic propagation is affected by
absorprion and reflecuon from structures, objects and people.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

JUN -2 2008

Honeywell HomMed, LLC
¢/o Tommie J. Morgan, Ph.D.
President

Morgan Consultants Inc.
2018 North Durham Drive
Houston, TX 77008

Re: K061088
Trade Name: Honeywell HomMed Sentry OTC Monitor

Regulation Number: 21 CFR 870.2910

Regulation Name: Radiofrequency Physiological Signal Transmiiter and Receiver
Regulatory Class: I (two}

Product Code: DRG

Dated: April 12,2006

Received: April 18, 2006

Dear Dr. Morgan:

_aprn

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medicat Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, fabeling, and prohibitions against misbranding and
adulteration.

[f your device is classified (see above) into cither class 11 (Special Controls) or class I (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898, In addition, FDA may
publish further announcements concerning your device in the Federal Register.
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that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radjation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 510¢k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results ina classification for your device and thus, permits your device

to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(240) 276-3150 or at its Internet address http://wwv.fda.gov/cdrh/industrvfsuonort/indcx.html.

Sincerely yours,

L f%ﬁmmﬂdﬂ f;éu

Bram D. Zuckenman, M.D.
Director

Division of Cardiovascular Devices
Office of Device Evaluation

Center for Devices and

Page 2 — Dr. Tommic Morgan
Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
Radiological Health

Enclosure
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Indications for Use

510(k) Number (if known): K Ofp/O BT
Device Name: Honeywell HomMed Sentry OTC Monitor

Indications For Use:

The Honeywell HomMed Sentry OTC Monitor is designed to retrospectively monitor vital signs.
Vital signs include noninvasive blood pressure, puise rate, oral temperature and weight. Data
from optional commercial stand-alone products extend the Sentry OTC Monitor's measurement
capabilities. Data from the Sentry OTC Monitor can be transmitted via a communication module
to a central viewing station for display. The Sentry OTC Monitor is not intended for emergency
use of real-time monitoring.

Prescription Use AND/OR Over-The-Counter Use ___ X__
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C}

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CORH, Office of Device Evaluation (ODE)

Page 1of _ 1
_ (f_jffmﬁmfﬂw
Divisio Sign-Otf) -
Chision of Cardlovascular
610 Number__£ 11, /0, 3?
5
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DEPARTMENT OF HEALTE AND HUMAN SERVICES Puklic Hezalth Service

Food and Drug Administrat:ion
Center for Devices and
Radiological Health
Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.

April 28, 2006 Rockville, Maryland 20850

HONEYWELL HOMMED, LLC 510 (k) Number: K$61088
C/0 MORGAN CONSULTANTS Received: 27-APR-2006
2018 NCRTH DURHAM DRIVE Product: SENTRY OTC MONITOR

HOUSTON, TX 77408
ATTN: TOMMIE J. MORGAN

The Food and Drug Administration (FDA}, Center for Devices and
Radiological Health (CDRH), has received the Premarket Notification you
submitted in accordance with Section 510(k) of the Federal Food, Drug,
and Cosmetic Act (Act) for the above referenced product. We have assigned
your submission a unigue 510(k) number that is cited above. Please refer
prominently to this 510(k) number in any future correspondence that
velates to this submission. We will notify you when the processing of
your premarket notification has been completed or if any additiocnal
information is required. YOU MAY NOT PLACE THIS DEVICE INTO COMMERCIAL
DISTRIBUTION UNTIL YOU RECEIVE A LETTER FRCM FDA ALLOWING YOU TO DO S0.

On May 21, 2004, FDA issued a Guidance for Industry and FDA Staff
entitled, "FDA and Industry Actions on Premarket Notification (510 (k)}
Submissions: Effect on FDA Review Clock and Performance Assegsment”.
The purpose of this document is to assist agency staff and the device
industry in understanding how various FDA and industry actions that may
be taken on 510 (k)s should affect the review clock for purposes of
meeting the Medical Device User Fee and Modernization Act. Please review
this document at http://www.fda.gov/cdrh/mdufma/guidance/1219. html.

On August 12, 2005 CDRH issued the Guidance for Industry and FDA Staff:
Format for Traditional and Abbreviated 510(k})s. This guidance can be
found at http://www.fda.gov/cdrh/ode/guidance/1567.html. Please refer
to this guidance for assistance on how to format an original submission
for a Traditional or Abbreviated 510({k).

Please remember that all correspondence concerning your submission MUST
be sent to the Document Mail Center (DMC) {HFZ-401) at the above
letterhead address. Correspondence sent to any address other than the
one above will not be considered as part of your official premarket
notification submission. Also, please note the new Blue Book Memorandum
regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication
with Industry about Premarket Files Under Review”. Please refer to this
guidance for information on current fax and e-mail practices at

| www. fda.gov/cdrh/ode/a02-01.html.
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You should be familiar with the regulatcry requirements for medical
device available at Device Advice http://www.fda.gov/cdrh/devadvice/".
1f you have other procedural or policy guestions, or want information on
how to check on the status of your submission, please contact DSMICA at
(301) 442-6597 or its toll-free numper (B0O) 638-2041, or at their
Internet address hrtp://www.fda.gov/cdrh/dsmamain.html or me at
{301)594-1190.

Sincerely yours,

Marjorie Shulman

Supervigory Consumer Safety Officer

Office of Device Evaluation

Center for Devices and Radiological Health

\q7
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Fopd and Druq Administration
Center for Devices aund
Radiological Health

Office of Device Evaluation
Document Mail Center (HFZ-401)
9206 Corporate Blvd,

April 19, 2006 Rockville, Maryland 20850
HONEYWELL HOMMED, LLC 510(k) Number: K0610B8

C/0 MORGAN CONSULTANTS Received: 18-APR-2006

7018 NORTH DURHAM DRIVE Product: SENTRY OTC MONITOR
HOUSTON, TX 77008 User Fee ID Number: 6023713

ATTN: TOMMIE J. MORGAN

The Food and Drug Administration (FDA) Center for Devices and Radiological
Health (CDRH), has received the Premarket Notification you submitted in
accordance with Section 510(k) of the Federal Food, Drug, and Cosmetic Act
(Act) for the above referenced product. We have assipned your submission a
unique 510(k) number that is cited above. Please refer prominently to this
510(k) number in any future correspondence that relates to this submission.
voU MAY NOT PLACE THIS DEVICE INTO GOMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE
A LETTER FROM FDA ALLOWING YQU TO DO S0.

The Act, as amended by the Medical Device User Fee and Modernization Act of
2002 (MDUFMA) (Public Law 107-250), specifies that a submission shall be
considered incomplete and shall not be accepted for filing until fees have
been paid (Section 738(f)). Our records indicate that you have not
submitted the user fee payment information and therefore your 510(k) cannot
be filed and has been placed on hold. Please send a check to one of the
addresses listed below:

By Regular Mail By Private Gourier (e.g., Fed Ex, UPS, etc.)
Food and Drug Administration G.S. Bank

P.O. Box 936733 956733

St. Louis, MO 63195-6733. 1005 Convention Plaza

St. Louis, MO 63101
(314) 418-4983

The check should be made out to the Food and Drug Administration referencing
the payment identification number, and a copy of the User Fee Cover sheet
should be included with the check. A copy of the Medical Device User Fee
Cover Sheet should be faxed to CDRH at (301) %94-2977 referencing the

510(k) number if you have not already sent it in with your 510(k) submission.
After the FDA has been notified of the receipt of your user fee payment, your
510(k) will be filed and the review will begin. If payment has not been
received within 30 days, your 510(k) will be deleted from the system.
Additional information on user fees and how to submit your user fee payment
may be found at http://www.fda.gov/oc/mdufma.
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Please note that since ycur 510(k) has not been reviewed, additional
information may be required during the review process and the file may be
placed on hold once again. TIf you are unsure as to whether or not you need
to file an application with FDA or what type of application to file, you
should first telephone the Division of Small Manufacturers, International
and Consumer Assistance {(DSMICA), for guidance at (301)443-6597 or its
toll-fee number (800)638-2041, or contact them at their Internet address
http://www.fda.gov/cdrh/dsmamain.html, or you may submit a 513(g) request
to the Document Mail Center at the address above. If you have any
questions concerning the contents of this letter, you may contact me at
(301) 594-1190.

Sincerely yours,

Marjorie Shulman

Consumer Safety Officer
0ffice of Device Evaluation
Center for Devices and
Radiological Health
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Fage 1 ot £

Form Appioved: TIMA No. 0510511 Expinsios Dure: Avgen 31, 2005. Sec nstruetimes lor OMB Siakemesl.

DEPARTMENT OF HEALTH AND HUMAN SERVICES

PAYMENT IDENTIFICATION NUMBER:; {L){5)
FOOD AND DRUG ADMINISTRATION ) ]
MEDICAL DEVICE USER FEE COVER SHEET Write the Payment Identtfication number o yuw wiown,

A completed Cover Sheet must accompany aach original application or supplement subject to fees. The following actions must be taken

ta properly submit your appiication and fes paymen:

1. Eieclrenically submits the completed Cover Sheet to the Food and Drug Administration (FDA) before payment is sent,

2. Include printed copy of this completer] Cover Sheet with a check made payable fo the Food and Orug Administration. Remember that
the Payment Identification Number must be written on the check.

3. Mail Check and Cover Sheet to the US Bank Lock Box, FDA Account, P.O. Box 856733, St. Louis, MO 63195-6733. {(Note: In no case

shoutd payment be submitted with the application.} |
tf you prafer to send a check by & courier, the courier may deliver the check and Cover Sheat to: US Bank, Attn: Government Lockbox
956733, 1005 Convention Plaza, 5t. Louis, MO 63101. (Note: This address is for courier defivery only. Contact the US Bank at 314-
418-4821 if you have any questions concerning courier delivery.)

For Wire Transter Payment Procedures, please refer to the MDUFMA Fee Payment Instructions at the following URL:
hpu/www fda. govicdrivmdutma/ags htmi#3a. You are responsibie for paying all fees associated with wire fransfer.

»

o

6. Include a copy of tha complete Cover Sheet in volume one of the application when submitting to the FDA at either the CBER or
CDRH Documant Mail Center.
> 2. CONTACT NAME
1. COMPANY NAME AND ADDRESS (include name, street Emily Vande Hei
address, city state, country, and post offics code) 21 E-MAIL ADDRESS
emily.vandshei@honayweil.com
HOMMED LLC .
19275 WEST CAPITOL DRIVE SUITE 200 2.2 TELEPHONE NUMBER (include Area code}
BROOKFIELD WI 53045 262-252-6082
us 2.3 FACSIMILE (FAX) NUMBER (Include Area code)
1.1 EMPLOYER IDENTIFICATION NUMBER (EIN) NO DATA
| {b)(E)

2. TYPE OF PREMARKET APPLICATION (Sslect ong of the foflowing in each column; i you are unsure, piease refes to the application
descriptions at the following web site: http://www.fda. govide/mduima

Select an application type: 3,1 Select one of the types betow
[>q Premarket natification(510(k)): axcapt fot third party [X] Original Application

[ Biologics License Apptication (BLA) Supplerent Types:

{ ] Pramarket Approval Application (PMA) [ ] Efficacy {BLA}

{ ] Modular PMA [] Panat Track (PMA, PMR, POP)
[} Procuct Development Protocel (PDP) [) Real-Time (PMA, PMR, PDF)
[ 1 Premarket Repori (PMR) (] 180-0ay {PMA, PMR, POP)

4. ARE YOU A SMALL BUSINESS? (See the instructions for more information on determining this status)

(1 YES, | meet the smafl business criteria and have submitted the required [X] NO, | am not a small business
qualifying documents to FDA

4.1 If Yes, please enter your Small Business Decision Number:

5. 1S THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IE 50, CHECK THE
APPLICABLE EXCEPTION,

] This application 1s the first PMA submitted by a qualified small business, [} The sole purposs of the apptication is to support
including any affiiates, parents, and partner firms conditions of use for a pediatric popuiation

[1 This bivlogics appiication is submitted under secion 351 of the Public L) The application is submitted by a state or federal
Health Service Act for a product licensed for further manutacturing use only mmvﬂﬁwh a device that is not to be distributed

8. IS THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USEIN A
PEDIATRIC POPULATIOh_I THAT NOW PROPOSES CONDITION GF USE FOR ANY ADULT POPULATION? (If so, tha application is
subject to the fee that applias for an original premarket approval application {PMA})

{1YES X NO

7. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION (FOR FISCAL YEAR 2005)
$3,833.00

Form FDA 8501 (aa2m01)

¢ Close Window
G

01-Dec-2005

https:f/fdast’mnppS.fda.gov/OA__H'IML/mduﬁnaCSchfgItcmsPopup.jsp?vcnume=Emily... 12/1/2005
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Morgan Consultants, Inc.

2048 North Durham  Houston, TX 77008
1h: 713/8BBG-5111 FAX: 713/8B0-3484
email: MCI2000@:swhbell.net

April 12, 2006

Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center (HFZ-401)

9200 Corporate Boulevard

Rockville, MD 20850

RE: 510(k) Application for Honeywell HomMed Sentry OTC Monitor

Dear Sir or Madam:

Morgan Consultants Inc. hereby submits for Honeywell HomMed, LLC this Sentry OTC
Monitor, Traditional 510(k) Application. Additional or Expanded Indications for your review.
This request represents a change in the intended use for the predicate device to over-the-
counter (OTC) designation rather than prescription use. The predicate device is the
HomMed Sentry I1iB-F Patient Monitor System 510(k) file number K040651.

The proposed intended use change to the approved Sentry Monitor does not alter the vital
signs parameters being monitored or the collection of the vital signs data. The Sentry OTC
monitor has the same scientific technology and intended vital sign monitoring capability as
the predicate device; however, the oximetry function becomes an optional prescription offer
to users of the Sentry OTC Monitor.

Attached is a copy of the Honeywell HomMed authorization letter for Dr. Tommie Morgan of
Morgan Consultants Inc. to represent Honeywell HomMed LLC in correspondence with
FDA. The FDA Fee Payment ldentification Number for this Sentry OTC Monitor submission
will be sent separately.

Thank you for your consideration of this Honeywell HomMed application.

Sincerely,

Tommie J. I'ylbrg P
President -
;

TIM/mm
Attachment

Cc: Michael Leigh, Director of Regulatory/QA, Honeywell HomMed LLC

Sentry OTC FDA Cvrtr.dac
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Honeywell A
HomMed

June 7, 2005

To Whom It May Concern:

As President of Honeywell HomMed, I hereby authorize FDA staff members to communicate
directly with Tormie J. Morgan, Ph.D., President, Morgan Consultants Inc. and/or his staff
regarding any and all questions, issues and requirements as may arise during the review of the
attached 510(k) Medical Device Regulatory Submission for Honeywell HomMed Device(s).

Sihcerely, /%—_\Q

erschel “Buzz” Peddicord
President/CEQ

10275 West Capital Linve. Suile 200, Brookiield, Wisconsin 53045 (262) 783-5440 Fax (262) 783-5441 www.humzmgd.com
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CDRH SUBMISSION COVER SHEET

Date of Submission: FDA Document Number:
‘tion A Type of Submission
PMA PMA Supplement PDP 510(k) Meeting
{1 Pre-IDE mtg,
[ Reguiar O Presubmission Summary Original Submission: U Pre-PMA mtg.
Original Submission O Special £l Original PDP ® Traditional [0 Pre-PDP mtg.
O Medular O Panel Track O Notice of intent to start O Special O 180-Day mig.
Submission [0 30-day Supplement clinical trials {1 Abbreviated O Other (specify):
O Amendment (0 30-day Notice O intention to submit O Additional
O Report (J 135-day Supplement Notice of Completion (nformation:
O Report [ Real-time Review O Notice of Completion [1 Traditional
Amendment O Amendment to PMA [ O Amendment to PDP O Special
Supplement B Report 0 Abbreviated
[J Report Amendment
IDE Humanitarian Device Class 11 Exemption Evaluation of Other Submisston
Exemption Automatic Class 111
O Original submission| [} Original submission O Original Submission Designation Describe .
0O Amendment O Amendment O Additional Information o . Submission:
[J Supplement O Supplement [ Original Submission
O Report O Additional Information

tion B

Applicant or Sponsor

Company/Institution Name:
Honeywell HomMed LLLC

300418372]

Establishment registration number:

Division Name (if applicable):

262-252-5794

Phone number (include area code):

Street Address:

3400 Intertech Drive. Suite 200

262-252-6119

Fax number {include area code):

City:
Brookfield

State/Province:
Wisconsin

Zip code: Country:
53045 USA

Contact Name:
Michael Leigh

Contact Title:

Director Reculalorv/OA

Contact e-mail address:
Michael.Leighi@honevwell.com

section C

Submission Correspondent (if different from above)

Company/Institution Name: Morgran Consultants Inc.

Division name (if appticable)

Establishment registration number:

Phone number (include area code): 713-880-5411

et Address: 2018 North Durham Drive

Fax number (include area code): 713-880-3494

City: Houston

State/Province: Texas

Zip Code: 77008

Country: USA

Contact Name: Tommie J. Morgan, Ph.D., President

Email: mei200042swbell.net

204

FOI - Page 200 of 239




“ection D1 Reason for Submission - PMA,PDP, or HDE
(] New Device C Change in design, component, or specification: (] Location Change:
0 withdrawal O Software {1 Manufacturer
O Additional or Expanded Indications (I Color Additive O Sterilizer
O Licensing Agreement CJ Material O Packager
0 Specifications O Distributor
L] Other (specify below)

O Processing Change:
T Manufacturing
{J Sterilization
[0 Packaging
O Other (specify below)

O Response to FT)A correspondence:
O3 Request for applicant hold

[] Labeling Change:
O Indications
O Instructions

O Performance Characteristics

[J Shelf Life
O Trade Name
{0 Other {specify below)_

O Request for removal of applicant hold

[0 Request for extension

0 Request to remove or add manutacturing site

0 Other Reason (specify):

[ Report Submission:
OAnnual or Periodic
[ Post Approval Study
O Adverse Reaction
{ Device Defect
] Amendment

O Change in Ownership
O Change in correspondent

Section D2

Reason for Submission - IDE

(I New device

[ Addition of mstitution

O Expansion/extension of study
C11RB certification

O Request hearing

[J Request waiver

O3 Termination of study

[] withdrawal of application

O Unanticipated adverse effect
O Novification of emergency use
[ Compassionate use request

O Treatment 1DE

O Continuing availability request

L] Other reason (specify):

Change in:
0] Correspondent
U Design
L] Informed consent
O3 Manufacturer
(J Manufacturing process
[ Protocol -- feasibility
[J Protocol - other
(] Sponsor

[ Report Submission:
CXCurrent investigator
O Annual progress

[ Response to FDA letter concerning:

[ Conditionat approval

03 Deemed approval

[ Deficient final report

O Deficient progress report

O Deficiem investigator report

O Disapproval

[ Request extension for time to
respond to FDA

0 Request meeting

O Site waiver limit reached

[ Final

Section D3

Reason for Submission — 510(k)

O New Device
# Additional or cxpanded indications
[ Other reason (specifyY:

FOI - Page 201 of 239

[J Change in technology
O3 Change in design

{3 Change in materials
[ Change in manufacturing process
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Seaction E

Additional Information on 513(k) Submissions

¢ »oduct codes of devices to which substantial equivalence is claimed:

I DXH 2

-
3

4

i 6

7

8

Summary of. or statement concerning safety anc
effectiveness data:

a 5t0(k) summary attached

(1 510(k) statement

S510(k) Number Trade of Proprietary or model name Manufacturer
| KO400651 1 HomMed Sentry |1I1B Patient Monitor 1 Honeywell HomMed LLC

2 2 2

3 3 3

4 4 4

35 5 5

6 6 6

Section F Product Information — Applicable to All Applications

Common or usual name or ¢lassification name:
“3nt Vital Signs Monitor with Options

Trade or proprictary or model name Model Number

! Sentry OTC 1 Sentry I1IB

2 2

3 3

4 4

5 5

FDA document numbers of all prior relaied submissions (regardless of outcome):

K0400651 2 3 4 5 6
! 8 9 10 11 12

Data included in submission: [ Laboratory Testing

! Animal Trials

O Human Trials

Section G

Product Classification — Applicable to All Applicants

1 woduet code: DXN

C.F.R. Section

Classification Panel: Non-invasive Blood Pressure Measurement System

Indications (from labeling): Patient vital signs monitor with options

FOI - Page 202 of 239

Device Class:

O Class | u Class 11

Ul Class 11 J Unclassified
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e

Note: Submission of this information does not affect the need to submit a 2891 or 2891a FDA Document Number:

Device Establishment Registration form,

wection H Manufacturing/Packaging/Sterilization Sites Relating to a Submission

w Original FDA establishment registration number:
OAdd ODelete | 3004183721

m Manufacturer OContract Sterilizer
[ Contract Manufacturer (] Repackager/relabeler

Company/Institution name: Honeywell HomMed LLC

Establishment registration number: 3004183721

Division name (if applicable):

Phone number (include area code): 262-252-3749

Street address: 3400 Intertech Drive, Suite 200

FAX number {include area code): 262-252-6119

City: Brookfield State/Province: W1 Zip code: 53045 Country: USA

Contact name: Michael Leigh

Contact title: Director Regulatory/QA

Contact e-mail address: Michael.Leigh@honeywell.com

O Add [ODelete

O Original FDA Establishment registration number: [J Manufacturer 03 Contract Sterilizer

O Contract Manufacturer [ Repackager/relabeler

Company/Institution Name:

Establishment registration number:

sision name (if applicable):

Phone number (include area code):

Street address:

FAX number {include area code):

City: State/Province: Zip code: Country:

Contact name:

Contact title: Contact e-mail address:

£] Original FDA Establishment registration number: L1 Manufacturer [ IContract sterilizer
0 Add O Delete £ Contract Manutacturer [JRepackager/relabeler

Company/Institution name:

Establishment registration number:

Division name {if applicable):

Phone number (include area code):

Street address:

FAX number {include area code):

Cily:

State/Province: Zip cade: Country:

wuntact name:

Contact title:

Caontact e-mail address:
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Indications for Use

510(k) Number (if known):

Device Name: Honeywell HomMed Sentry OTC Monitor

Indications For Use:

The Honeywell HomMed Sentry OTC Monitor is designed to retrospectively monitor vital signs.
Vital signs include noninvasive blood pressure, pulse rate, oral temperature and weight. Data
from optional commercial stand-alone products extend the Sentry OTC Monitor's measurement
capabilities. Data from the Sentry OTC Monitor can be transmitted via a communication module
to a central viewing station for display. The Sentry OTC Monitor is not intended for emergency
use or real-time monitoring.

Prescription Use AND/OR Over-The-CounterUse __ X____
{(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 1 of _ 1

2-0Y
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Sentry OTC Section L.doc

Honeywell 2\ o
g A 510(k) Submission: Sentry OTC
HomMed i FD (k) ry

SECTION |: GENERAL INFORMATION

Company Honeywell HomMed LLC
3400 Intertech Drive, Suite 200
Brookfield, W1 53045

Establishment No. 3004183721

Manufacturing Site Honeywell HomMed LLC

Common Name Sentry Monitor

Trade Name Sentry OTC Monitor

Proprié;;fy Name Sentry

Reason for 510(k} — Additional or Intended Use Change

Expanded Indications

Device Classification Class Il

Predicate Device(s) HomMed Sentry |1iB Patient Monitor,
. K040651

*General information supplied as 510(k) summary in Section I of this document.

DEVICE MODIFICATION HISTORY

The Sentry OTC Monitor is an over-the-counter personal health monitor that provides
means of easily self-monitoring physiological parameters at home. The Sentry OTC
Monitor shall provide the same features and functionality as the predicate Sentry Monitor. It
will continue to record vital signs measurement data with the option of further evaluation
following transmission. While the focus of home health care has traditionally been on
elderly and ill patients, modemn trends indicate individuals want the ability to follow up and
maintain their own health from the home. Offering the Sentry Monitor over-the-counter
allows individuals more flexibility in monitoring choices by maintaining their own health data
and making personal health monitoring convenient and cost effective for every home.

INTENDED USE

The modified intended use statement aliows the Sentry OTC Menitor to be operated without
prescription or healthcare provider assistance in the home. The proposed intended use
change to the approved Sentry Monitor does not alter the vital signs parameters being

)¢
LO.‘

ey
v us_}k_ 4.
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Honeywell f;;\ Sentry OTC Section l.doc

HomMed

FDA 510(k) Submission: Sentry OTC

monitored or the collection of the vital signs data. The oximetry function becomes an
optional prescription offer to users of the Sentry OTC Monitor. The Sentry OTC Monitor
remains a high quality consumer medical device aimed primarily for use in the home. Data
is collected, displayed and forwarded in a retrospective manner, and is not intended to
provide real-time critical care monitoring, nor any local alarms or aleris.

PRODUCT COMPATIBILITY
Sentry OTC Monitor compatibility with optional external devices include:

Glucose meters
Spirometers

Prothrombin Time monitors
Magnetic card readers
Scale

Oximeter {w/Prescription)
Blood Pressure Cuffs
Temperature Probe

ECG Monitor

Honeywell HomMed Central Station
|
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Sentry OTC Section ll.doc

Honeywell 2\ | EpA 510(k) Submission: Sentry OTC

HomMed

SECTION Il: SUMMARY AND CERTIFICATION

SUMMARY OF SAFETY AND EFFECTIVENESS

The 510(k} summary contains a summary of the device characteristics compared to the
predicate device. There are no different technological characteristics from the predicate
device. The 510(k) summary contains a summary of how the operational characteristics of
the over-the-counter device compare to the legally marketed device to which equivalence is
claimed. Reason for a new 510k Submission is the additional indications in intended use
from a prescription medical device to an over-the-counter designation for the Sentry OTC
Monitor.

INDICATIONS FOR USE STATEMENT
The updated Honeywell HomMed Sentry OTC Monitor Indications for Use Statement
follows in the required FDA format.

PREMARKET NOTIFICATION AND ACCURATE STATEMENT

An updated Premarket Notification and Accurate Statement follows in the required FDA
format.

*'l"ve AN

o

FOI - Page 207 of 239

Zt




Indications for Use

510(k) Number (if known):
Device Name: Honeywell HomMed Sentry OTC Monitor
Indications For Use:

The Honeywell HomMed Sentry OTC Monitor is designed to retrospectively monitor vital signs.
Vital signs include noninvasive blood pressure, pulse rate, oral temperature and weight. Data
from optional commercial stand-alone products extend the Sentry OTC Monitor's measurement .
capabilities. Data from the Sentry OTC Monitor can be transmitted via a communication module
to a central viewing station for display. The Sentry OTC Monitor is not intended for emergency
use or real-time monitoring.

Prescription Use AND/OR Over-The-Counter Use __ X__
{Part 21 CFR 801 Subpart D} {21 CFR 807 Subpart C)

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 1of __ 1

DAY )Y
\_;...,t_.-'\_,'d
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510{k) Summary

Honeywell HomMed Sentry OTC Monitor

Date: April 11,2006

Consuitant Contact: Tommie J. Morgan, Ph.D., President
Morgan Consultants inc.
2018 North Durham Drive
Houston, TX 77008
713.880.5111 Voice or 713.880.3494 Fax

Company: Michael Leigh, Director Regulatory/Quaiity
Honeywell HomiMed, LLC
3400 Intertech Drive, Suite 200
Brookfield, W1 53045 |
262.252.5794 Voice or 262.252.6119 Fax

Trade Name: Honeywell HomMed Sentry OTC Monitor

Common Name: Vital Signs Monitor

Classification Name: Cardiovascular and Respiratory Devices, Class ||
Product Code: NIBP Measurement System, DXN

Predicate Device: HomMed Sentry lIB Patient Monitor System K040651

Device Description: The Honeywell HomMed Sentry OTC Monitor is a vital signs monitoring system.
The system measures noninvasive blood pressure, pulse rate, oral temperature
and weight. The Sentry CTC Monitor has six serial ports available for external
oplions. The Sentry OTC Monitor acquires the vital signs data and displays it. The
data can be transmitted via the communication module to a central viewing station.

Indications for Use: The Honeywell HomMed Sentry OTC Monitor is designed to retrospectively
monitor vital signs. Vital signs include noninvasive biood pressure, pulse rate, oral
temperature and weight. Data from optional commercial stand-alone products
extend the Sentry OTC Monitor's measurement capabilities. Data from the Sentry
OTC Monitor can be transmitted via a communication module to a central viewing
station for display. The Sentry OTC Monitor is not intended for emergency use or
real-time monitoring.

intended Use: The Honeywell HomMed Sentry OTC is the remarketing of a previously approved
product for OTC use. It is intended for personal use and use of the system allows
retrospective review of certain physiological functions. The Sentry OTC collects
vital signs data (including noninvasive blood pressure, pulse rate, orai
temperature, and weight) then can transmit the data to a central review station via
a communication network. The Sentry OTC is intended for use with adult and
pediatric patients over twelve years of age.

Technology: The Honeywell HomMed Sentry OTC Monitor empioys the same technologies of
the predicate device, HomMed Sentry llIB Patient Monitor System, K040651.

HomMed LLC coivy oA 4-11-06

S-0TC 510 Surnary 4-05.doc RV T R | Prepared by MCI 2 }

FOIl - Page 209 of 239




- -

The Honeywell HomMed Sentry Monitor(s) complies with the following voluntary standards:
» EN 60601-1 Medical Electrical Safety
» |EC 601-1-2 EMC Compliance
e ISO 10993-5,10-11 Biocompatibility

Test Summary: The Honeywell HomMed Sentry System (Sentry OTC and its predicate Sentry {1IB)
utilized within the environments for which it is marketed performs consistent with
guidelines and standards found in the FDA reviewer's guides for respiratory
devices and electronic thermometers. Completed EMC, electrical, mechanical
durability, safety (operator and patient), and temperature/humidity testing
demonstrate compliance with applicable standards. The test resuits demonstrated
that the Sentry is in compliance with the guidelines and standards referenced in
the FDA reviewer's guides and that it performed within its specifications and
functional requirements.

Conclusion: It is the Honeywell HomMed position that the results of these evaluations
demonstrate the Sentry OTC Monitor is as safe, as effective and performs as well
as the legally marketed predicate device, HomMed Sentry ilIB Patient Monitor.

Chy e
HomMed LLC Vv 41106
$-0TC 510 Summary 4-06.doc Prepared by MCI 2 L.‘
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: — | TC Section Il
Honeywell 2% | FDA 510(k) Submission: Sentry OTC Sentry OTC Section Il l
HomMed

SECTION Ili: PROPOSED LABELING

There follows a list of documents for the Honeywell HomMed Sentry OTC Monitor:

« Sentry Monitor Qperator's Guide

» Sentry Monitor Quick Reference Guide

» Sentry Monitor Installation Guide

» Sentry Monitor Support Guide

¢ Sentry Monitor Getting Started — Setup Instruction Sheet

Sentry Monitor Operator’'s Guide
The Operator's Guide and includes: safety, programming, health monitoring sessions,
taking vital signs with the Honeywell HomMed Sentry Monitor; and troubleshooting

information

General Informatiomn. This section contains the indications of use, special
conventions, additional references and additional
information.

Safety Information. This section contains the pertinent safety information.
safety conventions and safety notes.

Programming Your Monitor This section contains an explanation of the function keys,
set-up mode, scheduling options, and a programming
menu list.

Monitoring Sessions: This section contains: an explanation of monitoring

sessions, monitor prompts, a menu data list, text
displays, and prompts for accessory devices (compatible
peripheral devices).

Taking Your Vitals: This section contains the information how to take their
vital signs: blood pressure, weight, temperature, and
blood-oxygen levels. It also contains information on
collecting data from accessory devices.

Programming for Transmission: This section contains information on transmission
requirements: password, PIN information, transmit menu,
transmit protocols, ISP settings, options menu (including
options for accessory devices), and information on how
to send a test message.

Troubleshooting: This section provides summary of the most commonly
encountered prablems/situations, probable causes, and
resolutions. Included are a list of error codes, their
meanings, and a list of additional references.

Appendices: This section provides additional relevant information: text
list of programmable subjective questions; text list of
sleep apnea questions; the Honeywell HomMed warranty
information; list of compatible peripheral and accessory
devices
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Honeywell 2 | £na 510(k) Submission: Sentry OTC Santry TC Section M

HomMed k]

Glossary and Index: Glossary. List of definitions for the most commonly used
terms, expressions, and devices used in this document.
index: List of sections, chapters, subjects, and specific
items mentioned in this document,

Sentry Monitor Quick Reference Guide
This Quick Reference Guide is intended as a daily use reference document for the
customer with their Honeywell HomMed Sentry Monitor.
This document includes: safety information; an overview of the Sentry Monitor, explanation
of monitor keys, monitor prompts, a list of general prompts, and text displays. included in
this document is information on what to do if accidental spills occur, and how to take vital
signs: blood pressure, scale, oximeter (optional prescription device), temperature. Further
information is provided on collecting data from other accessory devices, customer service
contact information, and safety information. A blank chart is provided in the back of the
document for customers to record their vital signs.

Sentry Monitor Installation Guide
The Installation Guide is intended to assist custorners in the proper setup and installation
of the Honeywell HomMed Sentry Monitor. This document includes: customer service
contact and safety information, an installation overview, and an itemized list of installation
"do and don'ts.” Specific installation information is provided for each component of the
Honeywell HomiMed Sentry Monitor. This includes: the HomMed and Fairbanks scales,
blood pressure cuff, oximeter, and temperature probe. Other information included:
cannecting the pass-through phone and modem, powering up, and how to send a test
message.

Sentry Monitor Support Guide
The Support Guide is intended to give customers information on the proper maintenance,
cleaning and calibration of their Honeywell HomMed Sentry Monitor. This document
includes: safety information and warnings, hazard conventions, CE Marking information,
electromagnetic guideline information, product information, including specifications for
monitor, pager, modem, and non-invasive blood pressure cuff, customer service contact
information, repairing equipment, and how to ship the monitor/fequipment to Honeywell
HomMed are included in the Support Guide. Other sections cover the cleaning,
inspection, and calibration of the monitor, NIBP cuff and other accessories. Appendices
include a text list of prompts, and a supply list of available parts.

Sentry Monitor: Getfting Started — Setup Instruction Sheet
The Setup Instruction Sheet is a visual aid intended to assist customers in the proper
setup and installation of the Honeywell HomMed Sentry Monitor. As such, it is meant to
be an adjunct to the Installation Guide. Graphics and text are used to show the proper
placement and port attachment for each component or accessory. Included is a packing
list of iterns that come with the Sentry Monitor.
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FDA 510(k) Submission: Sentry OTC

| SECTION {V: DEVICE DESCRIPTION

DEVICE DESCRIPTION

The Honeywell HomMed Sentry OTC Monitor will prompt, via a digitally recorded voice,
users to acquire vital signs information at programmable times. The memory storage for
the voice is a removable SmartMedia card, allowing for multi-language capabilities. Once
all data is coliected, it may be forwarded, at users discretion, as a packet to a central
viewing station in a remote Iocation, based on the monitor option settings and available
service. The Sentry OTC Monitor is intended for use with adult and pediatric patients over
twelve years of age. The card reader functionality allows multiple users of a single monitor.
An external DC adapter powers the Sentry OTC Monitor. Setup modes are provided for
configuration options and calibration/verification, some requiring a password. The Sentry
OTC Monitor will have six serial ports available for external options, including connection to
a personal computer.

FUNCTIONAL SYSTEM REQUIREMENT

For a general description of the Sentry OTC Monitor, including required features,
functionality and interface, user options, and packaging, refer to the predicate device,
Honeywell HomMed Sentry I1iB Patient Monitor System, K040651.

SYSTEM REQUIREMENT SPECIFICATIONS

For a more detailed description of the Sentry OTC Monitor, including functional description,
system design and user requirements, development and operational environments, off-the-
shelf software, hardware and software structural design, operating system, user interface,
and hardware requirements, refer to Honeywell HomMed Senfry [1IB Patient Monitor
Systern, K040651.

Refer to the predicate device, Honeywell HomMed Sentry IIB Patient Monitor System,
K040651 for the Risk Management Plan details.
SOFTWARE REQUIREMENTS AND DESIGN (SDD) SUMMARY

The Sentry OTC monitor is identical to the FDA cleared Sentry 111B Monitor with no software
changes made.

For software design descriptions and documentation refer to the predicate device,
Honeywell HomMed Sentry 11IB Patient Monitor System, KO40651.

RSSO
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Honeywell /1;”}\\ FDA 510{k) Submission: Sentry OTC

HomMed -iJ

SECTION V: COMPARISON INFORMATION

REVIEW OF SUBSTANTIAL EQUIVALENCE .

The following comparison information illustrates differences and similarities between the legally
marketed predicate prescription device, Honeywell HomMed Sentry IIIB Patient Monitor
K040651 and the Honeywell HomMed Sentry OTC Monitor, over-the-counter version including
intended use and functional characteristics.

STATEMENT GF SUBSTANTIAL EQUIVALENCE

The device to be distributed by Honeywell HomMed LLC as the Sentry OTC Monitor is
substantially equivalent to the Honeywell HomMed Sentry IIIB Patient Monitor, KO40651. There
are no changes in technology or functionality in the Sentry OTC Monitor when compared to the
predicate device. The expanded intended use of the Sentry OTC Monitor was made to provide
ease-of-use and user convenience to a more health conscious consumer market,

Like the predicate Sentry Monitor, the Sentry OTC Monitor provides an innovative solution that
prompts the user with voice commands and light cues when it's time to take vital signs. The
same vital signs parameters are measured and displayed.

The predicate device and the Sentry OTC provide monitoring of an individual’s vital signs using
programmable software. Both monitoring systems, the predicate device and Sentry OTC, offer
capability to export vital signs data coilected to a third party for review.

STATEMENT OF SIGNIFICANT CHANGE

The Sentry OTC Monitor is not significantly different from the predicate prescription Sentry
Monitor. There is no change in technology, equipment, hardware or software. The Sentry OTC
Monitor expands the intended use to allow self-monitoring of the same physiological vital sign
parameters without healthcare provider involvement or a prescription. Certain compatible
optional device(s), i.e. the oximetry capability, must be ordered with a physician’s prescription.

This Honeywell HomMed Sentry OTC monitor does not raise new safety or effectiveness
issues; a change has been made in the intended use but does not change the original
specifications, and does not provide new technology.

PRODUCT EQUIVALENCE

INTENDED USE
The Intended Use contains a subtle shift to allow for self-health/wellness review:

The Honeywell HomMed Sentry OTC Monitor is designed to retrospectively monitor vita
signs. Vital signs include noninvasive bloocd pressure, pulse rate, oral temperature and
weight. Data from optional commercial stand-alone products extend the Sentry OTC
Monitor's measurement capabilities. Data from the Sentry OTC Monitor can be transmitted

SR
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HomMed

via a communication module to a central viewing station for display. The Sentry OTC
Monitor is not intended for emergency use or real-time monitoring.

¢ Modifications to the Intended use include:
o The exclusion of the professional healthcare provider review
o Availability of use as over-the-counter
» See references to Predicate Device Intended Use, Sentry /1B Patient Monitor System,
K040651:
o Predicate Device Letter
o Predicate Device Indications for Use Statement

COMPARISON MATRIX
See Product Comparison of Honeywelf HomMed Sentry HIB Patient Monitor K040651 vs.
Honeywell HomMed Sentry OTC Monitor provided in this section.

RISK ANALYSIS
The risk assessment revealed that the same product has the same user population, which
results in the same risk assessment. The Sentry products do not change nor does the user
population for the products change, therefore there are no new hazards. The over-the-counter
(OTC) mode means that a healthcare professional may not be directly involved in use of the
product, and so updates to the manual have been made to clarify some points for the over-the-
counter lay-user.

* Refer to the predicate device, Honeywell HomMed Sentry 11B Patient Monitor System,

K040651 for the Risk Management Plan details.

Nt \-’. L “
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@ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporete Boulevard
Rockville MD 20850

AUG 1 0 2004

HomMed, LLC

c/o Tommie J. Morgan, Ph.D.
President

Morgan Consultants luc.
2018 North Durham Drive
Houston, TX 77008

Re: K040651
Trade Name: HomMed Sentry [IIB-F Patient Monitor System
Regulation Number: 21 CFR 870.2920
Regulation Name: Telephone Electrocardiograph Transmitter and Receiver
Regulatory Class: Il (two)
Product Code: DXH
Dated: July 29, 2004
Received: July 30, 2004

Dear Dr. Morgan:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent {for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed ir intersiate
commerce prior W May 28, 1976, the enactment date of the Medica! Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federa) Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, {isting of
devices, good manufacturing practice, labeling. and prohibitions against misbranding and
adultcration.

If your device is classified (see above) into either class il (Special Controls) or class I[T (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

. 4 }
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Page 2 — Tommic J. Morgan, Ph.D.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requircments of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as sct
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial cquivalence of your device to a legally
marketed predicate device results ina classification for your device and thus, permits your device
to proceed to the market.

if you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (301) 594-4646. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97) yeu may obtain.
Other general information on your responsibilities under the Act may be obtained from the
Division of Small Manufacturers, International and Consumer Assistance at ifs loll-free number
(800) 638-2041 or (301) 443-6597 or at its Internct address

‘ Sincerely yours,

0
ARNS
Bram D. Zuckerman, M.D. Qv(
Director
Division of Cardiovascular Devices
Office of Device Evaluation

Center for Devices and
Radiological [Tealth

Enclosure
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510{k) Number (if known}: Ko406S |

Device Name: HomMed Sentry l1B-F Patient Monitor System

Indications for Use

The HomMed Sentry liiB-F Patient Manitor System is designed to measure Patient Vita!
Signs in the home by patients ar in clinical environments by health care providers. Fhe

HomMed Sentry ILEB-F Patient Maonitor System is available with physicians’ croers anly.

The HomMed Sentry II1B-F Patient Moniter System measures the following parameters:
Non-Invasive Blood Fressures (Systolic, Diastolic and Mean Arterial Pressure), Functional
Oxygen Saluration (%SpO,), Peripheral Pulse Rate (PPR), Pulse Strength, Oral
Temperature and Patient Weight via an external scale. The HomMed Sentry liIB-F Patient
Monitor System's optional, compatible devices extend those measurements lo glucomeater,
spirometer, electrocardiagram (ECG) and prothrombin time (PT/INR) monitoring and digital
image acquisition. The patient parameter data is collected and displayed by the HomMed
Seniry IlIB-F Patient Monitor System. Data can be transmitled via the communication
module to a central station where the patient data can be viewed and analyzed.

_Prescription Use X ] AND/OR Over-the-Counter Use
(21 CFR 807 Subpart D)} (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE - - CONTINUE ON ANOTHER PAGE IF NEEDED)

Division “ca"leVascuiar 701 Page 1 of __
510(k) Number_ KOY 0G5/

HomMed LILC

SHB-F, IUS Mad 7-72-04 7/29/200¢

Frepared by MG

Tty oa
UVL-'-LG'..‘;
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510(k}) Summary

HomMed Sentry IIIB-F Patient Monitor System

Consuitant Contact: Tommie J. Morgan, Ph.D ., President

Company:

TFrade Name:

Commoen Name:

Morgan Consuitants Inc.

2018 North Durham Drive

Houston, TX 77008

713 880-5111 Voice or 713 880-3494 Fax

HomMed, LLC

19275 West Capitol Dr., Suite 200

Brookfield , Wt 53045

262 783-5440 Voice or 262 783-5441 Fax
HomMed Sentry 11IB-F Patient Monitor System

Patient Vital Signs Manitor with Options

Classification Name: Cardiovascular and Respiratary Devices, Class ||

Substantial Equivalence Claimed to:

Device Description:

Indications for Use:

HomMed L1LC

SN BF 510k Summacy Mod 7-22-04 [T

FOI - Page 219 of 239

HomMed Sentry Il Patient Monitor System with Card Reader K014025

The HomMed Sentry !1IB-F Patient Monitor System (Sentry I1B-F) is a portable
patient vital signs monitoring syslem. The system measures noninvasive bloog
pressure, pulse rate, oral temperature, oximetry, and weight In addition, the
system has optional glucometer, spirometer, eleclrocardiogram (ECG) and
prothrombin time (PT/INR) measuring, and digital image acquisition capabiiities.
The Sentry IliB-F acquires the patient vital signs data and displays it. The data
can also be transmitted via the communication system through the Skytel or
PageNet Pager Network to a central station for storage with retrospective display
and analysis

The HomMed Sentry IiIB-F is intended for in home and/or healthcare facility
applications under physician orders. The use of the system 15 to allow
retrospective review of certain patient physiological functions. The HomMed Sentry
I'B-F can measure and display patient data including noninvasive blood pressure,
pulse rate, oral temperature, oximetry, and weight. Additionaliy, the patient vital
signs data can be communicated to a centra review station via a pager network
with a backup landline telephone modem for telephone communication with the
centrai pager network if necessary.

Sentry [1B-F provides a noninvasive blood pressure (NIBP) monitor for
measurements of a patient’s systolic, diastolic, ang mean artenal {(MAP) blood
pressures; pulse oximeter, acquires a pulse rate using an oximeter: oral
temperature via an electronic thermometer; weight from an electronic scale. All
data collected from these functions as well @s opfional giucometry, spirometry,

ECG devices, PT/INR monitor and acquired digital images are sent through an
internal communication module.

The device will provide fast, reliable measurements on patients when using the
appropriate blood pressure cuff, Sentry 11B-F's pulse oximetry works with the

. /804
3

ARV




A)

(0025

p 2

0O

Seniry pulse oximetry probes provided by HomMed, providing Sp02 anc pulse rate
on all patients. The electronic thermometry requires use of the Welch Allyn oral

thermometry probe and probe covers. |t provides only cral temperatu-e
information.

Comparison with Predicate Devices: ‘
This HomMed Sentry 1lIB-F allows uncomplicated measurerngnt and remgte
monitaring of patient vital signs including weight utilizing the existing technologies
of the predicate device, HomMed Sentry I} Patient Monitor System with Card
Reader.

Determination of Substantial Equivalence:
The performance of each component of the HomMed Sentry 1IIB-F has been
confirmed to be eguivalent 1o the predicate device HomMed Sentry il Patient
Monitor System with Card Reader.

Compliance to Standards and Reguilations: . .
The HomMed Model Sentry IlIB-F complies with the following national and
international standards:

Safety EN B0801-1 Medical Electrical Safety
IEC &01-1-2 EMC Compliance
iI50 10993-5,10-11 Biocompatibility

Performance Data:

The HomMed Sentry IIB-F is utilized within the environments for which it and
Sentry lil with Card Reader are marketed. The Sentry ilIB-F performs consistent
with guidelines and standards found in the FDA reviewer's guides for respiratory
devices and electronic thermometers. EMC, electrical. mechanical durability,
safely (operator and patient), and temperature/humidity testing has been
completed demonstrating compliance with applicable standards. The test results
demonstrated that the Sentry IIB-F is in compliance with the guidelines and
standards referenced in the FDA reviewer's guides and that it performed within its
specifications and functional requirements.

The HomMed Sentry I1B-F performance is consistent with the HomMed Sentry {1l
with Card Reader performance. Testing done on the Sentry Iil IIB-F assures
compliance with applicable electrical, safety and healthcare standards. Thus it is

the HomMed position that the HomMed Sentry HiB-F performs as well as the
tegally marketed predicate device.

‘ This summary of 510(k) safety and effectiveness information is being submitted in
‘ accordance with the requirements of FDA regarding patient monitors.
|

HomMed LLE Y g r-
S1I BF 510k Summany Mod 7-22-06 R ECRIRS I s b
oy e
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Honeywell . ;
HomMed ?_J FDA 510(k} Submission: Sentry OTC

SECTION VI: PRODUCT DEVELOPMENT ACTIVITIES

Hardware and software test plans for the predicate device, Honeywelf HomMed Sentry
1B Patient Monitor System, K040651 adequately extend to the OTC application. No
additional testing of the software or mechanics of the monitor was found to be
Necessary to cover the modified use at this time.

PRODUCT DESIGN

The design concept is to provide a non-prescription multi-parameter, multi-use vital
signs Sentry OTC Monitor.

* The Sentry OTC monitor displays vital signs data only, with an option to
communicate data to a central viewing station.

SOFTWAREIHARDWARE DEVELOPMENT PROCESS
For Honeywell HomMed’s deveiopmentlplanning activities, test plans and results as related

to the Sentry design series, see predicate device, Honeywell HomMed Sentry 1B Patient
Monitor, K040651.

HARDWARE TESTING

For Hardware Validation Test Plan and Test Results, see predicate device, Honeywelt
HomMed Sentry ItiB Patient Monitor, K040651.

SOFTWARE TESTING

VALIDATION AND VERIFICATION ACTIVITES
For Hardware and Software Validation and Verification Activities refer tg the
predicate device, Honeywell HomMed Sentry I1B Patient Monitor, K040651.

LU0k 24
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Honeywell HomMed Sentry OTC
Table of Contents
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CDRH Submission Cover Sheet

Indications for Use Form

Section I: General Information

Device Modification History 1
Intended Use Defined
Product Compatibility

N -

Section li: Summary and Certification
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service =
Food and Drug Administration

Memorandum

From: Reviewer(s) - Name(s) JK MP / M /0? %/
Subject: S10(k) Nusmber !( . g{f

To: The Record - It is my recommendation that the subject 510(k) Notification:

[QRefused to accept.

[CIRequires additional information (other than refuse to accept).
(/ﬁi substantially equivalent to marketed devices.

CINOT substantially equivalent to marketed devices.

0ther (e.g., exempt by regulation, not device, duplicate, etc.)

| Is this device subject to Section 522 Postmarket Surveillance? CIvEs 1,2’ NO
Is this device subject to the Tracking Regulation? OvEs AE"NO
| Was clinical data necessary to support the review of this 510(k)? OvEs bG’NO
| Is this a prescription device? CIvEs bQ’NO
Was this 510(k) reviewed by a Third Party? CYES Mo
Special 510(k)? Oves ¢&To
Abbreviated 510(k)? Please fill out form on H Drive 510k/boilers Oves ZBENo

Truthful and Accurate Statement DRequesteMclosed
A 510(k) summary QB—dA-5Hodg-statement-

VZ’ The indication for use form

Combination Product Category {Please see algorithm on H drive 51 Ok/Boilers;) /\/

Animal Tissue Source L1 YES VIZﬁ\lo Material of Biological Origin 1 YES (N0

The submitter requests under 21 CFR 807.95 (doesn’t apply for SEs):
[ No Confidentiality [J Confidentiality for 90 days [ Continued Confidentiality exceeding 90 days

Predicate Product Code with class: Additional Product Code(s) with panel (optional):

7‘//1)2.6'/:2 3 CFR B2D.510

Review: \.kOXD\M m/Q.»Q)\*QD/‘-\ (_,EH 2 IAJQ/O (f)

(Branch Chicf) /7 . I' (Branch Code) (ate) !
Final Review; ///f P /,’06’/‘{/}5/ TN i /tj/:?/(ﬂ"
(Division I)(ree}ﬂ/ (Date) '
Revised:4/2/03 L.f
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Public Health Service
DEPARTMENT OF HEALTH & HUMAN SERVICES Food and Drug Administration

Memorandum

June 7, 2006

From: Sharon K. Lappalainen, M1 (ASCP), Scientific Reviewer, Cardiac
Electrophysiology & Monitoring Branch, DCD (HFZ-450)

Subject: Substantial Equivalence (SE) Decision Making Documeniation

To: The Record of K0O61088

Device: Honeywell HomMed Sentry OTC Monitor

Sponsor: Honeywell HomMed
3400 Intertech Drive, Suite 200
Brookfield, Wisconsin 53045

Contact: Tommie J. Morgan, PhD
President
Morgan Consultants, Inc.

Review History/Background

Honeywell HomMed presents the second of two Traditional 510(k)s for their previously cleared
home use by prescription portable patient monitors. The purpose of this 510(k) is to change the
prescription legend to provide the monitor available to the consumer over-the-counter (OTC).
The peripheral devices used with the monitor are available OTC or by prescription {Rx).
Physiological monitoring/recording systems are Class Il devices, regulated under
Radiofrequency Physiological Signal Transmitter and Receiver (21 CFR § 870.2910) with a
product code of 74 DRG.

Intended Use

The Honeywell HomMed Sentry OTC Monitor is designed to retrospectively monitor vital signs.
Vital signs include noninvasive blood pressure, pulse rate, oral temperature and weight. Data
from optional commercially stand-alone products extend Genesis OTC Monitor’s measurement
capabilities. Data from the Genesis OTC Monitor can be transmitted via a communication
module to a central viewing station for display. The Genesis OTC Monitor is not intended for
emergency use or real-time monitoring.

Yes No

* [s the device life supporting or life sustaining? v
e Is the device implanted (short-term or long-term)? v
» Does the device design use software? v

» [sthe device sterile? v
¢ Is the device single-use? v
» s the device for home use? v

e Or for prescription use? v

Page 1 L:’
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» Does the device contain drug or biological product as a component?
¢ Isthis device a kit?

Device Descrintion

(£)(5)

Page 2 ,’
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Performance Characteristics & Data:

FOIl - Page 232 of 239
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The sponsor provides a discussion that sufficiently documents the substantial equivalence of this
device with respect to the predicate devices and with respect to its intended use, design,
performance, and labeling. The predicate Rx device was designed for use in the home. The
device appears to be intuitive and easy 1o use by the consumer and has a long history of use in
the home through prescription sales. For the OTC indication, the labeling has been modified for
the OTC market and consumer. Labeling provides appropriate instruction on the use of the
device, as well as its appropriate troubleshooting, service and calibration requirements. Warning
are in place that caution users that the device is not intended as an EMS service, nor as a
substitute for regular visits to their attending physician. Therefore, the remaining concern of this
reviewer, ¢.g., that of adequate labeling, has been provided and is satisfactory.

Substantial Equivalence (SE) Decision Making Documentation
YES NO
1. Is Product A Device Y if No = Stop
2. Is Device Subject To ST0(k)? Y 1ENQ = Stop
3 Same Indication Staternent? Y IEYES=GoTo 5
4. Do Differences Alter The Effect Or Raise New Issues of Safety If YES = Stop NE
Or Etfectiveness?
5. Same Technological Characteristics? Y IfYES=GoTa7
6. Could The New Characteristics Affect Safety Or Effectivencss”? IFYES=GoTo 8
7. Descriptive Characteristics Precise Enough? N IFNO=Gu To 1O
If YES = Stop SE
g New Types Of Salety Or Effectiveness Questions? If YES = Stop NE
9. Accepted Scicntific Methods Exist? IfNO = Stop NE
10.  Performance Data Available? Y If NO = Request Data
11.  Data Demonstrate Equivalencc? Y Final Decision: SE
7. Descriptive Characteristics are not sufficient. Explain.

Performance characteristics including information about electrical safety, software, in-vitro
bench testing, and standards compliance are needed to determine substantial equivalence.

10.  Performance Characteristics demonstrate SE. Explain.

Data/information provided by the sponsor (¢.g., conformance to electrical standards,
conformance 10 electromagnetic compatibility standards. performance testing, material safety,
ete.) indicate that the device will adequately perform to its intended use and indication for use.

Administrative Requirements

The sponsor has provided the Truthful and Accurate Statement. 510(k) Summary, and Indication
for Use Statement. Administrative requirements are met.

Page 4 C!

FOI - Page 233 of 239




o

Recommendation

Substantially Equivalent (SE) 10 devices regulated under:
CFR Section: 21 CFR § 870.2910

Panel: 74

Product Code: DRG

Class: 11
e A -
Shardn K. Lappalainen, MT (ASCP)
Scientific Reviewer, Cardiac Electrophysiology & Monitoring Branch, DCD

[ Concur

Sabina Reilly,
Chief, Cardiac Electrophysiology & Monitoring Branch, DCD ' Do Not Concur

Page 5 f {)
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Internal Administrative Form

Did the firm request expedited review?
Did we grant expedited review?

W =

Have you verified that the Document is labeled Class Ll for GMP

purposes?
If, not, has POS been notified?

s the product a device?
s the device exempt from 510(k) by regulation or policy?
is the device subject to review by CDRH?

OIN D i

Q.

Are you aware that this device has been the subject of a previous NSE

decision?
If yes, does this new 510(k) address the NSE issue(s), (e.g.,
performance data)?

10. Are you aware of the submitter being the subject of an integrity

investigation?

11.1f, yes, consult the ODE Integrity Officer.
12 Has the ODE Integrity Officer given permission to proceed with the

review? (Blue Book Memo #191-2 and Federal Register 90N0332,
September 10, 1991. :

FOI - Page 235 of 239




SCREENING CHECKLIST
FOR ALL PREMARKET NOTIFICATION [510(k)] SUBMISSIONS

510(k) Numbec: ,K0(0/08 g

The cover letter clearly identifies the type of 510(k) submission as (Check the
approptiate box):

D Special 510(k) - Do Sections 1 and 2
Il Abbreviated 510(k) - Do Sections 1, 3 and 4
V Traditional 510(k) or no identification provided - Do Sections 1 and 4

Section 1: Required Elements for All Types of 510(k} submissions:

Presentor | Missing or
Adequate | Inadequate

Covet letter, containing the elements listed on page 3-2 of the
Premarket Nodfication [510)) Manual.

Table of Contents.

Truthful and Accurate Statement.

Device’s Trade Name, Device’s Classification Name and
Establishment Registration Number.

Device Classification Regulation Number and Regulatory Status
(Class 1, Class I, Class [ or Unclassified).

Proposed Labeling incloding the material listed on page 3-4 of the
Premarket Notification {510)} Maaual

Sratement of Indications for Use that is on a separate page in the
premarket submission. .

Substantal Equivalence Comparison, including comparisons of
the new device with the predicate.

510(k) Summary ot 510(k) Statement.

Description of the device (or modification of the device) including
diagrams, engineering drawings, photographs or service manuals.
Identification of legally marketed predicate device. *
Compliance with performance standards. * [See Section 514 of
the Act and 21 CIR 807.87 (d}.]

Class [II Certification and Summary. **

Financial Certification or Disclosure Statement for 510{k)
notifications with a clinical study. * [See 21 CFR 807.87 (1)

A AAAYATATA AR

510(k) Kit Certification ¥¥* B
* - May not be applicable for Special 510(k)s.
A - Required for Class HI devices, only.

*k% . See pages 3-12 and 3-13 in the Premarket Notification [510)] Manual and the
Convenicnce Kits Interim Regulatory Guidance.
Scction 2: Required Elements for 2 SPECIAL 510(k) submission: i L
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Present Inadequate
or Missing

Name and 510(k) number of the submitter's own, unmodified
predicate device.
A description of the modified device and a companson to the
sponsor’s predicate(device.

A statement that thk intended use(s) and indications of the
modified device, as §esceibed in its labeling are the same as the
intended uscs and ind{cations for the submittet’s unmodified
predicate device. |
Reviewer's confirmation\that the modification has not altgred the
fundamental scientific techgpology of the submitter’s preflicate
device.

A Design Control Activities éimmary that includes ghe following
elements (a-c):

2. [dentification of Risk Analysis\method(s) t;?/o assess the

e

by '

impact of the modification on the\device and iff components, and

the tesalts of the analysis.

b Based on the Risk Analysis, 2n idcytificgion of the required

verification and validation activities, iciyding the methods or

tests used and the acceptance ctitena tADe applied.

¢. A Declaration of Conformty widyffes}? controls that includes

the following statements:
A statement that, as required/by the risk analysis, all
verification and validation genvities wete erformed by the
designated individual(s) afd the results of the activides
demonstrated that the pfedetermined accepiance critetia were
met. This statement if signed by the individugl responsible
for those particular Zcovities. s
A statement that tfe manufacturing facility is in onformance
with the design gontrol procedure requirements as\speciﬂcd
in 21 CFR 820430 and the records ate available for keview.
‘This statcmeft is signed by the individual tesponsibleo:
those partighlar activites. '\

Section 3: Bequired Elements foran ABBREVIATED .')\O(k)* submission:
|

/ \ | Present | Inadequate
' or Missing

mission, which rclies on a guidance document and/or
special fontrol(s), # summary report that describes how the
guidagce and/or special control(s) was used to address the risks
asso with the particular device type. (If 2 manufacturer
elects to usc an alternate approach to address a particular risk,
sufficient detail should be provided to justify that approach.)
For a submission, which relics on a recognized standard, a
declagation of conformity [[Fot 2 listing of the required clements
of a declaration of conformity, SEE Required Elements for a
Declaration of Conformity to a Recognized Standard, which
is posted with the 510(k) boilers on the H drive.]
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For a submission, which relies on a recognized standard without a
declaration of conformity, a statement that the manufacturer
intends to conform ¥Q a recognized standard and that supporting
data will be available bdore marketing the device. -

For a submission, which réligs on a non-recognized standard that
has been histotically accepted by FDA, a statement that the

manufacturer intends to conform tsa recognized standard and
that supporting data will be available Bs{ore marketing the g;w{

For a submission, which rclies on a non-rdqognized st

that supporting data will be available before markeéyng the device
and any additional information requgsfed by the revi 1
to determine substantial equivalgeCe.

Any additional information, which is not covered by the pisdance
document, special contrgltecognized standard and/or non-
recognized standard, ‘order to determine substantial
equivalence.

* - Whea completing the review of an abbreviated 510(k), please fill out an

bbreviated Standacds Data Form {located on the H drive) and list all the guidance
documents, special controls, recognized standards and/or non-recognized
standards, which were noted by the sponsot.

Section 4: Additional Requirements for ABBREVIATED and TRADITIONAL
510(k) submissions {If Applicable):

Present Inadequate
or Missing
a) Biocompatbility data for all patient-contacting matenals, OR (/
certification of identical matedal/ formulation:
b) Sterlization and expiration dating information: {. [
11 stenlization nrocess A’”ﬂ oLt 'é
1) wvalidation method of stenlization process ) SHT
ity SAIL 1]
1w} nackacinge N
v\ snecifv pvrocen free Ii
vi) ETO residues /
viil_rachation dosc ]
. T it -Traditional Method v
¢) Software Documentation: v

Itemns with checks in the “Present or Adequare” column do not require ¢ additional
information from the sponsor. Items with checks in the “ Missing or Inadequatc”
columur must be su(yd before substantive review of the document.

Y

Passed Screen No
Reviewer:

Concurrence by Review Branch:

Date:
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510(k) “SUBSTANTIAL EQUIVALENCE”
DECISION-MAKING PROCESS

New Device is Compared (o

Marketed Device *

vice Have Same NO Do the Differences Alter the Intended Not Substantially
Staement™ " Therapeutic/Diagnostic/etc. Effect YES  Eguivakent Delermination

(in Deciding, May Consider Impactén |
YES Safety and CiTectivencss)?*?

Descriptive Information  Does Ne
about New or Marketed Indicati
Device Requested as Necded

ame Intended NO

»

ntially Equivalent’ ‘

New Device H

Use and May be *
MNesw Device Has O

@ New [ntended Use

Does New Devidg Have Same

Technological cleristics, WNO Could the New
¢.g. Design, Marltials, ete.? =———" Charactesistics Do the New Characteristics
Affect Safety or — Raise New Types of Safety YES
@ Effectiveness? or Effectiveness Questions?
[
Arc the Descriptive NO
" ics Precise Enough NO
10 Ensure Equivalence? @
NO
Are Pcfformance Data Do Accepted Scientific
Available th Asses Equivaience? YES Methods Exist for
Assessing Effects of NO
the New Characteristics?
@ |=
A 4 .
Performance Are Performance Data Available  NO
[¥ata Required To Assess Effects of New
Characteristics? ***
YES
v ©

Performance Data Demonstrate

— Equivalence? — ————
YES NO

—*  performance Data Demonstrie
Fquivalegee?

NO

o

"Substantially Equivalemt™
Determination

To @

. 510{k) Submissions compare new devices to marketed devices. FIIA requests additional information if the relationship between
marketed and “predicate” (pre-Amendments or reclassificd post-Ameadments) devices is unclear.

b This decision is nomally based on descriptive information alone, but fimiled lesting information is sometimes required.

b [Jata mayhe in the S10¢k). mher SEQK)s, the Center’s classilication files, or the literature.

AN
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