
1<ý?70::ý)7ý1

AM .3 W 
51ftlSomman

January 6, 1996

Applicant:

10-Rom, Inc.
1069 St. Route 46 East
Batesville, IN 47006
Reg. No: 1824206

Contact Person:

James G. Carpenter
Ph: (812)934-1671
Fx: (812)934-1675

Device tmdetiproprietary name:

" Stabilet-"

Device comm-on/usual/dassification ame:

Infant Radiant Warmer

Clusification:

General Hospital and Personal Use Device, 21 CFR 880.5130, Infant Radiant

Warmer, 80FMT, Class 1111

Predicate (Current) Device:

Hill-Rorn " Stabilet-" Infant Radiant Warmer, K942948

Device Descriytion

The Hill-Rom Stabilet- is a device consisting of an infi-ared heating element
positioned over an Want to maintain the infanVs body temperature by means of
radiant heat. Available features include a warming/fighting module which
provides heat through two stainless steel heater tubes, manual or servo heat
control with a temperature monitoring sensor and temperature alarms,
procedural Apgar timer, bassinet with mattress and spring loaded fold down

sides, trendelenburg/reverse trendelenburg, x-ray cassette tray, retractable Mayo
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tray, slide through storage drawer, remacitation equipment storage bin and
casters with front locking brakes, optional scale and hilo feature.

Intended Use:

The Stabilet- Infant Radiant Warmer maintains the infant's body temperature

at a level determined by the caregiver through the use of an infrared zadiant

heating ekamt and is designed to be used in those areas of the healthcare

facility that provide neonatal and infant care.

Federal law restricts this device to sale by or on the order of a licensed health
care practitioner and its use is restricted to health care facilities.

Desiffn and contraction:

Both the new and predicate warmers utilize the same materials and methods of
construction. The warmers are fabricated from steel, aluminum, and plastic.
The submitted warmer's most highly stressed -area utilize only steel and
aluminum. Plastics are used in less stressed areas. Steel and alumintun warmer
components are welded or assembled with commercially available fasteners.
Plastics used in less stressed areas are assembled with fasteners.

The subject warmer and predicate warmer in this submission are substantially
equivalent. There is some variation in the available features of the warmers,
but the variations do not significantly affect the safety or efficacy of the
warmers.

This submission is a result of the introduction of several improvement
modifications IEH-Rom has introduced to the existing product. The principal
changes are:

Modification of the heater lamp housing

Bare quartz element changed to a stainless steel element.

Ae new element eliminates tube breakage as a hazard to the patient or
caregiver Ae electrical contacts have been changedftom a spring
compression socket arrangement to an insulated -wire with a screw
Ais provides a positive locking electrical connection to the power
surply-

One heating element to two.
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Heaft element length increased firom, 12" to 16"

Change parabolic refiector ftm pdAied to smooth to optimize
irradiance pattern with new dual hesting dements

2;wo 3 75W elements centered oyer the bawnet replace the single 760 W
element in the predcare warmer. In cotouxtion Wth the increased
length and the changes to dw paraWc rejItclor, the irraeftance
pattern is more eve* &5*7butsd and the Mme required to warm the
i?#iva to ohe caregnoer- selected AM sempffature is reduced

Height adjustability for the 15W and 2000D.

Tins is a customer prefierencefemWe and does not nfflwt the safety of
the device to dw user or padenL 77w heater ZwW housing to bassinet
swface relationship is maintained

Quartz Halogen task light replaces the florescent task light.

7he light is balanced to 320OPK Tins more clasely qpproxinwes
natural ambient light and eliminates the color bias imparted by
florescent fighfing.

Accessories

Resusitation and Suction modules am offered as options on all current and
previous models and the 1250C aid 1500C Stabfietr. This does not represent
an increased risk to the user or patient as these options are already standard
features on the Predicate 2000C.

A scale option (Premarket Notification K926174) is also available on the
P1500C and P2000D models.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

MAY 12 1997

Mr. James G. Carpenter

*Manager, Regulatory Affairs
Hill-Rom, Incorporated
1069 State Route 46 East
Batesville, Indiana 47006-9167

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Re: K970074
Trade Name: Stabilet Freestanding/CC Infant/200C

Infant Warmer (1250C) CC Infant Warmer (15000C)
2000D Infant Warmer

Regulatory Class: III
Product Code: FMT
Dated: January 6, 1997
Received: January 8, 1997

Dear Mr. Carpenter:

This letter corrects our substantially equivalent letter of

January 6, 1997, which contains an incorrect spelling of the
trade name.

We have reviewed your Section 510(k) notification of intent to
market the device referenced above and we have determined the
device is substantially equivalent to 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). 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 II
''Special Controls) or class !II (Prer,1a-_-keL Appioval) Ji_-L may be
subject to such additional controls. Existincr major
regulations affecting vour device can be tound in the Ccde of
Federal Regulat- 

ions, Tit-le 21, Parts 800 to 89-5. A
substantially equivalent dete-i-minat:i-ori assumps co(,upliance with
the Good Manufacturing Practice for Medical Devices: General
(GMP) regulation (21 CFR Part 820) and that, through periodic
GMP inspections, FDA will verify such assumptions. Failure to
comply with the GMP regulation may result in regulatory
action. In addition, the Food and Drug Administration (FDA)
may publish further announcements concerning your device in
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Page 2 - Mr. Carpenter

the Federal Register. Please note: this response to your
premarket notification submission does not affect any
obligation you might have under sections 531 through 542 of
the Act for devices under the Electronic Product Radiation
Control provisions, or other Federal laws or regulations.

This letter will allow you to begin marketing your device as
described in your 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 and additionally 809.10 for in
vitro diagnostic devices), please contact the Office of
Compliance at (301) 594-4639. Additionally, for questions on
the promotion and advertising of your device, please contact
the Office of Compliance at (301) 594-4639. Also, please note
that the regulation entitled, "Misbranding by reference to
premarket notification" (21 CFR 807.97). Other general
information on your responsibilities under the Act may be
obtained from the Division of Sma 1 Manufacturers Assistancema
at their toll free number (800) B-2041 or at (301) 443-6597.

Sinc ely U

f
00

T j

nc

D j

e u s

im y A. U kaowski

8
S

irec or
Division of Dental, Infection Control

and General Hospital Devices
Office of Device Evaluation
Center for Devices and.

Radiological Health 
'
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DE- PAi.crmE. N-r oF 1-fr3ALTH,& HUMAN SERVICSS

-3

Docuttlew Mall Center (I II--/.A0 1)

Prellial-ke(Notification Nuinber(s)

Division DII(N.101 go

Public Health Service
r-ood And Drug Matinistratio'n

Memorandum

Theattached 1111*01 III.-mon has been received by (lie 5 10(k) Doctinictu mad (:enter (I)MC). on the

above rel'Clenced '.) 10(k) submission. Since a final decision Itas been tendered. this record is

officially Closo

Please review the attached document and return it to the DMC. widi one of dic statemcnts
checked below. Feel free to note any additional comments below.

I'liank yott l'or V()tIr Cooperation.

Iril'ormation does not diange status of the 5 10(k); no other action required by the QMC;
I)l sc add to theiniage file. (THE DIVISION SHOULD PREPAI(-E- A CONFIRMATION
LETTE R - AN E XAMPLE IS AVAD-ABLE-'ON THL- -LAN (K25). THIS DOES NOT APPLY
TRANSFER OF OWNERSIM. PLEASE BRING ANY TRANSFER OF 

OWNERSHIRTO''

Post

Add It ional inforniatiou requires anew 5 1 0(k).. however the information submitted is
incomplete, Notify the company tosubrnit anew 510(k). (THE DIVISION SHOULD,11REPARE
TRE K30 1-11171IR ON THE LAN.]

Additional Inforniation requires a new 5 1 0(k); please process. (THIS INFQRMtkT[ON
WILL BE MADE INTO A NEW 5

10(K)j-No response necessary (c.g- hard copy of fax for the truthful and accuracy statemeni or
5 1 O(K-) st itettle(II)

1,11is informatioti should be cducaed to (lie I)MC widtin tO wocking. days from (tie da!C of
(11is

i a

R(-VIC%vedby-lhtc (4 L)ý s Z
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ftHMMKOM@)
A HILLENBRAND INDUSTRY

Food and Drug AdminiIIItration April 14, 1996
Center for Devices and Radiological Health (BFZ-401)
Document Mail Center
9200 CoMorate Blvd.
Room 2ON
Rockville, MD 20850

Re: K970074
C=:)

Dear Mr. Ulatowsid,

We have received clearance on the above rehrenoed 5 1 0(k). The trade name of the
device on the clearance letter was misspelleid. Could you please provide a corrected copy
of the letter for our files.

From: Stanilet

To: Stabilet

I appreciate your efforts in this matter. Thank you.

Sincerely,

William D. Jordan
Regulatory Spmialist
Ph. 8 12-934-7471
Fax 812-934-1675

�)
STATE ROUTE 46E, BATESVILLE, INDIANA 47006-9167 812-934-7777 Teletaxintemofional: 812-934-7191 TelefoxDomesk: 812-934-8189
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard

NIR -3 W7 Rockville MD 20850

Mr. James G. Carpenter

Manager, Regulatory Affairs
Hill-Rom, Incorporated
1069 State Route 46 East
Batesville, Indiana 47006-9167

Re: K970074
Trade Name: Stanilet Freestanding/CC Infant/2000C

Infant Warmer (1250C) CC Infant Warmer (15000C)
2000D Infant Warmer

Regulatory Class: III
Product Code: FMT
Dated: January 6, 1997
Received: January 8, 1997

Dear Mr. Carpenter:

We have reviewed your Section 510(k) notification of intent to
market the device referenced above and we have determined the
device is substantially equivalent (for the indications for
use stated in the enclosure) to 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). 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 II
(Special Controls) or class III (Premarket Approval), 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 895. A

substantially equivalent determination assumes compliance with
the Good Manufacturing Practice for Medical Devices: General
(GMP) regulation (21 CFR Part 820) and that, through periodic
GMP inspections, the Food and Drug Administration (FDA) will

verify such assumptions. Failure to comply with the GMP
regulation may result in regulatory action. In addition, FDA

may publish further announcements concerning your device in
the Federal Register. Please note: this response to your
premarket notification submission does not affect any
obligation you might have under sections 531 through 542 of
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Page 2 - Mr. Carpenter

the Act for devices under the Electronic Product Radiation
Control provisions, or other Federal laws or regulations.

This letter will allow you to begin marketing your device as
described in your 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 and additionally 809.10 for in
vitro diagnostic devices), please contact the Office of
Compliance at (301) 594-4618. Additionally, for questions on
the promotion and advertising of your device, please contact
the office of Compliance at (301) 594-4639. Also, please note
the regulation entitled, "Misbranding by reference to
premarket notification" (21 CFR 807.97). Other general
information on your 

responsibiliAl 
under the Act may be

obtained from the Division of S 11SManufacturers Assistance
at its toll-free number (800) 6181-2041 or at (301) 443-6597.

Sinc ely r

jTi oth Ulatowski
ADirect r
Division of Dental, Infection Control

and General Hospital Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Indicafions hr Use

510(k) Number. Unknown

Device Name: Stabilet'Im LAM Radiant Wanner

Indications for Use:

The StabiWT" In6a Radiant Wanner nisinuhn the inWa body temperature at a level
detennined by the careSiver through the use of an infiared radiant element and is
designed to be used in those areas of the act cam hospital that provide neonatal and
infant care.

Federal law restricts this device to sale by or on the order of a licensed health cue
practitioner and its use is restricted to health care ficilities.

Divisi," . ! !-InIbcamand (.*CF',.",,a! ';. 1. ;.al Nvim
510(k) Nurnuel.

Pracription un
(Per 21 CFR 801-109)
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510(K) ROUTE SLIP

510(k) NUMBER K970074 PANEL HO DIVISION DDIG BRANCH

TRADE NAME STANILET FREESTANDINGZCC INFANT/2000C INFANT WARMER (1250C

COMMON NAME INFANT RADIANT WARMER

PRODUCT CODE

APPLICANT HILL-ROM, INC.
SHORT NAME HILLROMA

CONTACT JAMES G CARPENTER
DIVISION
ADDRESS 1069 STATE ROUTE 46 EAST

BATESVILLE, IN 470069167
PHONE NO. (812) 934-1671 FAX NO. (812) 934-1675

MANUFACTURER UNITED MEDICAL MFG. CO. REGISTRATION NO. 1832726

DATE ON SUBMISSION 06-JAN-97

DATE RECEIVED IN ODE 08-JAN-97

DECISION DECISION DATE

Is this 510(k) identified as a Class III device

CL 
SSV-VX

- els S1
cl-j 

ZJ 
V

CLX!SS III

DATE DUE TO 510(K) STAFF 24-MAR-97

DATE DECISION DUE .08-APR-97

.YES NO
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CLASS W SAFL"rY AND E CrIVEPOW SUAM-ARY

1.0 . OF LAFETY AM EENLIMMS PROBLEMS
ASSOCIATED V= INFANT RADJAM WARAOM

1.1 Hyperthermia or Burning of InfiLnt.

Typical Cý
a.
b.
C.
d.
e.
f,
9.
h.
i.
j.
k.
1.
M.

luses:
Temperature sensor not in complete contact with skin.
Poor placement of temperature sensor.
Failure of alarms.
Inappropriate operator resetting of alarms.
Uhmonitored uses of nunual heating mode.
Temperature sensor failure.
Control circuit failure.
Incorrect Sensor Type.
Miscalculation of Control Circuitry.
Failure of Sensor Connection.
Non-uniform Heat Distribution.
Manufacturing Defect in Control Electronics.
Infant too close to heater.

1.2 Heat Loss from Infant to surrounding environment.

Typical Causes:
a. Insensible water loss due to

evaporation.-b. Convection, especially from forced air ducts.
C. Radiation to cool surfaces.
d. Sidewalls too low to protect against drafts.

1.3 Mechanical Failure of Heater Mechanism

Typical Causes:
a. Breakage of Quartz Heater Bulb allowing hot material to fall on

infant.
b. Heat aging of wire insulation.
C. Mechanical Failure of Support Mechanism.
d. Debris falling from heater element contact area

1.4 Hypothernfia or Underheating of Infant
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Typical Causes:
a. Sensor artifW due to improper application on infant
b. i of Control Cnaiitry.
C. Hwer Power cutback due to overheating or alarms.
d. Heater Element Bum-out.
e. Failure of Sensor Connection.
f Loss ofPrimary Power.
9- Incorrect Temperature Sensor
h. Non-uniform Heat Distribution
i. Manufiwturing Defect in Control Electronics.
j. Infant too far away from heater.

1.5 Patient Falls

Typical Causes:
a. Mechanical Failure of Side Panel Latch.

2.0 CITATION OF THE INFORMATION UPON WHICH THE STLIMMARAY WAS
BASED:

2.1 ECRI HEALTH DEVICE ALERTS - (13-250) WARMERS, RADIANT,
INFANT FDA DATA

ACCESSION DESCRIPTION OF PROBLEM
NUMBER

145931 Failure of ffdLo Set Point Alarm.
150899 Failure of Safety Panel Latch.
160080 Heater Elements envelope shattered & fell on bed.
162463 Overheating of patient due to Probe Misplacement
171013 Burning Piece of foreign material fell on mattress.

2.2 ECRI HEALTH DEVICE ALERTS - (13-250) WARMERS, RADIANT,
INFANT ABSTRACTS

ACCESSION DESCRIPTION OF PROBLEM
NUMBER

17887 Adel Model 986 Warmers, overfill of water tray.
18012 User & Technical evaluation of Ohmeda 3300 Warmer
18195 Transformer failed overheating test.
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0

19457 Mamifiicturing Problem with Probe Jack Mounting resultmg
in hikire of probe connection. Ohmeda Models 3000,
3300,3500, arid 5000 Warmers.

18632 Electrical System not Double Instilated.
18715 Evabuition of Viamed Therawcot TC400.
19536 Failure of the CrWx ]Hydrsufic Tilt Mechanism.
19537 Heater Quartz Envelope Chippirig and pieces Mmg on

patient.
19945 Failure of Power/Mode Switch.

2.3 ECRI HEALTH DEVICE ALERTS - (13-250) WARMERS, RADIANT,
INFANT ACTION ITEMS

ACCESSION DESCRIPTION OF PROBLEM
NUMBER

A1338 possibility of wrong disposable probe connection with older
interfitce cables.

A1736 Power/Mode Switch Failure & Control Panel Not Propefly
Calibrated.

2.4 ECRI ]HEALTH DEVICE ALERTS - (13-250) WARMERS, RADIANT,
INFANT CITATIONS FROM ECRI DATABASE PRIOR TO MARCH 1985

ACCESSION DESCRIPTION OF ARTICLE
NUMBER

00154 FDA Recall T-133-7, and T-134-7 of certain models of KDC
warmers- *

00350 Another potential hazard of radiant warmers.
00383 Committee on environment hazards: infant radiant warmers.
00518 FDA Recall T-084-8 of Emerson Heat Lamps.
00612 FDA Recall T-039-8 of Ohio radiant warmers.
00877 Potential hazard in infant resuscitator-aspirator
00913 Proper use of radiant warmers.
01244 Reduction of insensitive water loss in premature infants under the

radiant warmer.
01378 Combined effect of radiant warmers and phototherapy on insensible

water loss in low birth weight infants.
02216 Heat balance in premature infants: comparative effects of

convectively heated incubators and radiant warmers, with and
without plastic heat shield.

02298 FDA Recall T-074-0 of Cavitron temperature sensors.
02315 FDA Recall T-083/084 of Air-Shields radiant warmers.
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027U lied balance in premature k&nts.
03209 Oxygen conanoptim and insensible water loss in premature infints

under radiant wariners.
04211 White tape iný bum hazard.
04769 Effect of heat dielding on convective and evaporative heat losses

and on radiant hot unnefier in the premature inflint.
05370 Physiologic invfications of two different heat shields for infants

under radiant warmers.
06864 Radiant patient warmers - possible hazards.
06907 FDA Recall T-208-3 of Healthdyne radiant warmers.
07383 Letter from -- concerning certain Air-Shields ICS and

FS warmers.
07613 Letter from -- concerning solder flux contamination in

certain Air-Sbidds wwmm.
07756 FDA Recall Z-106-4 of certain Air-Shields infint heater controller

modules used in ICS and FS warmers.
07757 FDA Recall Z-140-4 of control switches in certain models of

Air-Shields warmers.
08242 FDA Alert M-00&4 on asbestos used in Air-Shields warmers

between 1972 and 1977.

DATE I= OF ARTICLE - AUTHOR - PUBLICATION

1970 The Optimum Thermal Environment for Naked Babies, E.H. Ney and G. Katz
-Archives of Disease in Childhood Vol. 45

1971 Observations of Body Temperature in- Young Premature -and Full Terra Newborns
While Being Connected to a Servo Control Temperature Unit. - A. Fenner & M.
List - Biological Neonate

1971 A Dangerous Situation Encountered in the Administration of Oxygen to an Infant
in a Baby Warmer - Leonard Indyk - Pediatrics

03-1971 Temperature Control in Newborn Babies - L. Lutz & P. Perlstein, MD - Nursing
Choices ofNorth America Vol 6, No. 1

03-1973 Emergency Care Research Institute, "Evaluation: Infant Warmers," Health
Devices, 3:4-25, 1973.

12-1973 "Evaluation of Optical Radiation Hazards," Sliney, D. H., and B. C.
Freasier, Applied Optics, 12:1-24, 1973
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10-1974 Effwu of Radom Warmer on InsensWe Water in Newbom Infants - Paul
Williams, MD & William Oh, MD, American Journal of Diseases in Children.

10-1974 The Effixts ofFour Different Radiant Warmer Temperatm Set-Points used for

Rewarming Neonates - K Motil, MD, M. Blackburn, MD, and J. Plmwer, MD
-Journal of Pediatrics Vol 85, No. 4

12-1974 Insensible Water Loss in Preterm. fi&nts: Changes With Postnatal Development
and Non-Ionizing Radiant Energy - Paul Wu, MB, BS & Joan Hodgman, MD

-Pediatrics Vol. 54, No. 6

12-1974 Ahlgren, E. W., 
- Environmental Control of the Neonate Receiving Intensive

Care," International Anesthesiology Clinic, 12:173-215, 1974 .

02-1976 Iatrogenic Problems in Neonatal Intensive Care - Ross Conference on Pediatric
Research

1 11976 Emergabcy Cam Riesearch Institute , Ile Development of a Standard for
Infant Wariners and Incubators," final report, FDA Contract No. 223-75-5012,
Plymouth Meeting, PA, 1976.

1976 "Increased Inmsible Water Loss in New Born Infants Nursed under
Radiant Heaters, 

I 
Jones, R. W. A., M. J. Rochefort, and J. D. Baum, British

Medical Journal, 1: 1347-1350

03-1977 Advantages and Disadvantages of Overhead Radiant Warmers - Dr. R- 0.
Robinson and Dr. R- Jones - Proc. Roy. Soc.Med. Vol. 70

1977 - Evaluation of the Effects of Infrared Radiation on the Eyes of Infants under
Radiant Warmers," 

Johns, R., D. Schaffer, and G. Peckham, Unpublished,
1977.

1978 "Minimal Oxygen Consumption in Infants Cared for under Overhead Radiant
Warmers Compared with Conventional Incubators, 

" Darnall Jr., R. A., and R.
L. Ariagno, Journal of Pediatrics, 93:283-287, 1978.

03-1980 Heat Balance in Premature Infants: Comparative Effects of Convectively Heated
Incubator anid Radiant Warmer, with and without Plastic Heat Shield. - E. Bell,
MI) & W. Oh, MI) Pediatrics Vol 96, No. 3

1980 - A Simple Device for Reducing Insensible Water Loss in Low-Birth Weight
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Infants," 
Marks, K. H., Z. Freidman, and M. B. Maisels, Pediatrics,

60:223-226.

1980 "Safety with Lasers and Other Optical Sources," Engel, W. D., 23. Sliney,
D., and M. Wolbarsht, Plenum Press, New York, 1980, pp. 144-149.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
Food And Drug Administration

Memorandum

From: Reviewer(s) - Name(s)

Subject: 5 1 0(k) Number

To: The Record - It is my recommendation that the subject 5 1 0(k) Notification:

0 Refused to accept.

0 Requires additional information (other than reftise to accept).

0 Accepted for review

ýV Is substantially equivalent to marketed devices.

0 NOT substantially equivalent to marketed devices.

0 Other (e.g.*, exempt by regulation, not a device, duplicate, etc.)

Is this device subject to Postmarket Surveillance? MYES ONO

Is this device subject to the Tracking Regulation? 0YES WO

Was clinical data necessary to support the review of this 510(k)? OYES ANO

Is this a prescription device? )OYES ONO

Was this 5 1 0(k) reviewed by a Third Party? OYES )4NO

This 5 10(k) contains:
Truthful and Accurate Statement ORequested 0 Enclosed

(required for originals received 3-14-95 and after)

VA51ONsummary OR CIA 510(k) statement

M The required certification and summary for class III devices

POThe indication for use form (required for originals received 1-1 -96 and after)

implv for

RNoConfidentiality clConfidentiality for 90 days C! Continued Confidentiahty exceeding 90 days

Predicate Product Code with wel mid class: Additionial Product Code(s) with panel (optional):

-- 50 TMT- )7/4aýA ""A,-CJ c) -ý

4';ý-Review: -;P%
(Branch Chieo (Branch Code)

Final Review:
(Division Director)

RevisedA 1-20-96

(Date)

(Date)
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HIM TO THE RECORD
510(K) REVIEW

DATZ:3/27/97 OFFICE: HFZ-480

FROM: Hung Trinh DIVISION:DDIG/GHDB

DOCUMENT: K970074

COMPANY NAME: Hill-ROM

DEVICE NAME: StabiletTm Infant radiant warmers

Freestanding Infant Warmer and Clinical

CC Infant Warmer (1500C)

2000D Infant Warmer

Bassinet (1250C)

NARRATIVE DEVICE DESCRIPTION

1. SUMKKRY DESCRIPTION OF THE SUBMISSION UNDER REVIEW:

The firm intends to make modifications to the existing Stabilet Infant
Radiant Warmers. The modifications include the number and type of
heating element, height adjustability, task light. Accessories that
will be made as available options will be a resuscitation and suction

assembly and a scale.

2. INTENDED USE:

The device is used to maintain the infant's body temperature at a level
determined by the care giver through the use of an infrared radiant
heating element and is designed to be used in on those areas of the
acute care hospital that provide neonatal and infant care.

3. DEVICE DESCRIPTION:

A. Life-SUPporting or life-sustaining: no

B. Implant (short-term or long-term): no

C. is the device sterile? No

If yes, is sterility information provided? n/a

D. is the device for single use? no

E. is the device for prescription use? Yes
if yes, is prescription labeling included? Yes

F. is the device for home use or portable? No
Whether the answer in yes or no, is adequate environmental
testing, including ZMC, performed for the intended environment,
and are results provided, including test protocols, data, and a
summary?

G. Does the device contain drug or biological product as a component?
no

H. is this device a kit? no

if yes, and some or all of the components are not new, does the
submission include a certification that these components were
either preamendment or found to be substantially equivalent? n/a

1. Software-driven: no

I
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Estimated level of concern: (Major, moderate, Minor)? n/a

Has the firm provided a hazard analysis, software requirements and
design information, adequate test plans/protocols with appropriate
data and test reports, documentation of the software development
process including quality assurance activities, configuration
management plan, and verification activities and summaries,
commensurate with the level of concern, as discussed in the
Reviewer Guidance for Computer Controlled medical Devices?

Software version:

J. Electrically operated: yes

If yes, are AAMI or IZC leakage currents met and is the test
protocol, data, and results provided?

K. Applicable standards to which conformance has been dem nstrated
(e.g., IZC, ANSI, ASTM, etc.):

If applicable, has test data been provided to demonstrate
conformance (protocol, data, and results)

L. Device(s) to which equivalence is claimed, manufacturer, and
510(k) number or preamendment status:

K913945 Stabilet 2000C Infant radiant warmer

K942904 Stabilet Infant radiant warmer

K850069 Stabilet Infant radiant warmer

M. submission provides comparative specifications yes

comparative in vitro data no

performance data No

animal testing no
clinical testing No

biocompatibility testing no

N. Provide a statement of how the device is either similar to and/or
different from other marketed devices, plus data (if necessary) to
support the statement. Provide a sunsiax-y about the devices
design, materials, physical properties and toxicology profile if
important.

The devices consist of an infrared heating element positioned over an
infant to maintain the infant's body temperature by means of radiant
heat. Available features include a warming/lighting module which
provides heat through two stainless steel heater tubes, manual or servo
heat control with a temperature monitoring senosr and temperature
alarms, procedureal Apgar timer, bassinet with mattress and spring
loaded fold down sides, trendelenburg/reverse trendelenburg, x-ray
cassette tray, retractable mayo tray, slide through storage drawer,
resuscitation equipment, storage bin and casters with front lockling
brakes, optional scale and hilo feature.

modification to the devices include:

1) heater lamp housing
a. The bare quartz element is replaced with a stainless steel

element to eliminate tube breakage. The electrical contacts
have been changed from a spring compression socket
arrangement to an insulated wire with a screw. With a new and
more rigid connection the concern regarding fretting
corrosion is eliminated. Fretting corrosion occurs when two
metal surface are in contact under slight pressure and are
subjected to slight motion.
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b. 
c. 

d. 

Heating element length is increased from 12" to 16". 
Two heating element (375 W) are used instead of one 
previously (760 W) to provide a more evenly distributed 
irradiance pattern. 
Parabolic reflector is changed from pebbled to smooth to 
maximize irradiance pattern. 

2) Height adjustability for the 1500C and 2000D without modifying the 
heater lamp housing to bassinet surface relationship. This is 
intended for customer convenience. 

3) The florescent task light is replaced with a quartz halogen light 
to provide a more natural ambient lighting. 

4) The resuscitation and suction modules are offered as options on 
all current and previous models. 

5) A scale option (K926174) is also available on the P1500C and 
P2000D models. 

Telephone conversation with Mr.  : (ort J/L7/17) 
I asked Mr. 

I:XPLAIIATIOIIS TO •DS" .ARD "110" USWI:RS TO Q'UBSTIOIJ'S ON PAGJ: 1 01' 
RBVIBW I'ORM AS -I:DI:D (DI:LI:TB QUJ:STIOIIS WHICH AU: IIOT APPLICABLB) 
7. II' THI: AIISWIUl TO QUJ:STIOII 7 IS 110, EXPLAIN HOW THJ: DESCRIPTIVE 
CHARACTERISTICS ARB IIOT PRI:CISB BROUGH. 
Changes to the heater lamp can affect the ability of the device to 
provide heating to the infant. 

11. TBI: AIISWBR TO QUJ:STION 11 IS YBS OR 110, BXPLAIN BOW THB 
PBRI'ORHARCB DATA D..a.STRATBS THAT THB DBVICB IS/IS NOT 
SUBSTANTIALLY BQOIVALBRT. 
A comparative irradiance plot of the subject device and the 
predicate device is provided. It shows that the new device has a 
more even distribution of temperature. The maximum irradience 
level is 38-40 mW/cm2 which is within the AAMI recommended range of 
60 mW/cm2

• 

0. Does the s~ssion include a su.aary of safety and effectiveness 
information upon which an equivalence deter-mination is based? Yes 
If not, does the submission include a certification that such 
information will be made available to interested persons upon 
request? N/a 

(b)(4) 

(b)(6) (b)(4) 

(b)(6) (b)(4) 
(b)(4) 

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



P. RECOMMUCUMTION:

I believe that this device is equivalent to: 80 FMT

Classification should be based on:

880.5130 Infant radiant warmer Class: III
If the device is substantially equivalent to a class III device,
does the submission include: (1) certification that a reasonable
search of all inforisation knowg, or otherwise available, about the
Greneric type of device has been perfozined and (2) a su=mary
description of the types of safety and effectiveness problems
associated with the type of device and a citation to the
literature, or other sources of information, upon which they have
based the description? Yes

" 

f b
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HH1=R0M.
A HILLENBRAND INDUSTRY

Food uW Dmg March 311-1997
Center for Dmm wW Radiological Health
Attention: E[ung Trinh (JHFZ490)
Document Mad Center
9200 Corporate Blvd.
Room 2ON
Rodkville, MD 20850

Re: K970074

Dear Mr. Tfinh,

Per our conversation 3/27/97, attached please find:

If I can be of fiwther assistance, please contact me.

Sincerely,

C'V"

William D. Jordan
Regulatory Specialist
Ph. (812) 934-7471
Fax: (812) 934-1675

I [
1069 STATE ROUTE 46E, BATESVILLE, INDANA 47006-9167 812-934-7777 TeletaxIntemafional: 812-934-7191 TelefoxDomeft: 812-934-8189

(b)(4) (b)(4) 
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(AAMI/WD 10[52)

1996-11-01

Proposed Draft

(Working Draft)

American National Standard

N017,Tbis document is still under study and subject to change.
It should not be used for refewnoe purposes.

Want radiant warmers

Abstract: This standard delineates requirements for infant radiant warmers labeling and
performance, which are intended to minimize risks to patient and operator, and
establishes referee tests by which the mquirements can be verified.

Keywords:

Association for the Advancement of Medical Instrumentation
3330 Washington Boulevard, Ste 400, Arlington, VA 22201-4598
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AATNU
Standard

This Association for the Advancement of Medical (AAND standard implies a
consensus of those substantially concerned with its scope and provisions. The existence of an
AAMI standard does not in any respect preclude anyone, whether they have approved the
standard or not, from m 

- 
-- *-,, marketing, purchasing, or using products, processes, or

procedures not conforming to the standard. AAMI standards are subject to periodic review, and
users are cautioned to obtain the latest editions.

CAUIION NOTICE: This AAMI standard may be revised or withdrawn at any time. AAMI
procedures require that action be taken to reafflum, revise, or withdraw this standard no later than
5 years from the date of publication. Interested parties may obtain current information on all
AAMI standards by calling or writing AAML

Published by

Association for the Advancement of Medical Instrumentation
3330 Washington Boulevard, Suite 400
Arlington, VA 22201-4598

0 1996 by the Association for the Advancement of Medical Instrumentation
All Rights Reserved

No part of this publication may be reproduced
in any form, in an electronic retrieval system or
otherwise, without prior written permission of the
publisher.

Printed in the United States of America
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Conmdttee representation

Association f" the Advancement of Meffical InsUmmentation

Infant Incubator Committee

This standard was developed by the Infant Incubator Committee of the Association for the
Advancement of Medical Instrumentation. Committee approval of the standard does not

necessarily imply dw all committee members voted for its approval. The committee currently has
the following members:

Cochairperson: Robert H. Stiefel, CCE

Members: Joe Bagnell, Air-Shields
Michael M. Donnelly, University of Cincinnati Medical Center
Joseph F. Dyro, Phl), CCE, Biomedical Resource Group
Charles Goldberg, Hill-Rom Company
Gary H. Harding, Greener Pastures, Inc.
Robert J. Kopotic, RN, RRT, University of California at San Diego

Medical Center
Jerome Korten, Vitaltrends Technology, Inc.
Michael H. LeBlanc, MD, American Academy of Pediatrics
Nancy Pressly, Center for Devices and Radiological Health, U.S. Food and

Drug Administration
Dan Poole, International Biomedical
Wayne Shockloss, Arbo Medical
Alexander S. Sinclair, Phl), Bureau of Radiological Medical Devices,

Canada
Robert H. Stiefel, CCE, Johns Hopkins Hospital, Baltimore, MD
Jeff Taylor, Ohmeda
Glynn E. Waechter, CBET, Loudoun Hospital Center, Leesburg, VA

Alternates: Larry Krasley, Air-Shields
Vladimir Kremenchugsky, Phl), Ohmeda
Mike Mackin, Ohmeda
Janet L. Scudiero, Center for Devices and Radiological Health, U.S. Food

and Drug Administration

NOTE-Parucipation by federal agency representatives in the development of this standard does
not constitute endorsement by the federal government or any of its agencies.
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Foreword

This standard was developed by the Infant Incubator Committee of the Association for the
Advancement of Medical on (AAN11). The objective of this standard is to provide
minimum labeling, 6 wance. and safty that will help assure a reasonable level of
chrucal efficacy and patient safety 1-he standard is not mended to matters of medical
management and/or prescription, which are the responsibility of the medical personnel.

No standard can My assure that a device will be totally safe and effective. Known risks
associated with the use of infant radi2nt warmers are addressed in this standard, but this does not
preclude the possibility of harm as a result of improper use, random component failures, or other
unanticipated hazards.

As with many other medical devices, it is inherent in the design and function of infant radiant
warmers that to be effective for one patient a device may be potentially harmful to another, even
when the device is performing to the manufacturer's specifications and in conformance with a
published standard. It is possible thait an absolutely 

"safe" device would be ineffective for at least
a portion of the patient population for which its use is intended.

Performance requirements have been established in this standard where a parameter is known to
affect safety and efficacy and where sufficient data are available to establish specific performance
criteria. Technological feasibility alone has not been considered a valid basis for establishing
performance requirements.

Disclosure requirements have been established in this standard where a parameter is known to
affect safety and efficacy, but where sufficient data am not available to permit the establishment of
performance criteria. Where disclosure requirements have been defined, sufficient information has
been provided to permit the user to knowledgeably compare and evaluate the parameters on
available warmers when disclosure is made.

Referee test methods have been made part of the standard to assure that a valid comparison of
information required for the disclosure can be made, and that conformance with the performance
requirements can be verified.

The rationale statement of Appendix A, while not an "official" part of the standard, explains the
committee's reasons for establishing the disclosure and performance requirements and provides
important technical and clinical data underlying these provisions. It is essential dw the rationale
be read and understood by all who choose to use the standard as a reference.

'This foreword is not a pan of the standard, Infant radiant warmers, AAMI H52-D- 1995.
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It should be recognized that because a radiant warmer currently in use does not My comply with
all of the labeling, performance, and safety requirements of this standard, it does not necessarily
mean that the device cannot be used safely and effectively Nonconformance with the standard
should not be the sole basis for a decision to replace a radiant warmer. The decision on whether
or not to continue use of an infant radiant warmer should be based on careful consideration of the
extent and nature of ormance, on how it has been and will continue to be used, and on
what costs, risks, and/or benefits will result from the decision.

in the development of this standard, an attempt was made to achieve harmonization with the
standard for infant radiant warmers which has beeti compleied by Subcommittee SC 62D
(Electromedical Equipment) of the International Electrowchnical Commission (IEQ. Lastly, to
ascertain the current clinical consensus on many of the safety and performance issues that required
resolution, the committee relied heavily on the recommendations of the Infant Incubator Advisory
Task Force of the American Academy of Pediatrics (AAP). The assistance of the AAP Task
Force and Food and Drug Administration support of the Task Force's work are gratefully
acknowledged.

The requirements incorporated in this standard should not be considered inflexible or static. Ibis
standard, like any other, must be periodicaUy reviewed and updated to reflect medical andfor
technological advances and to address safety and performance issues not previously identified. To
remain relevant, the standard must be revised or updated as technological innovation occurs and
as new data are brought forward.

DWORTANT: It is recommended that reviewers of this standard study the definitions (Section
3) prior to reviewing the requirements and tests, since many of the terms in the standard are used
in a very specific context. (Wben terms are so similar they could cause confusion, the text refer
readers back to the appropriate definitions number.)

As used within the context of this standard, 
"shall" indicates requirements strictly to be followed

in order to conform to the standard; "should" indicates that among several possibilities one is
recommended as particularly suitable, without mentioning or excluding others, or that a certain
course of action is preferred but not necessarily required, or that (in the negative form) a certain
possibility or course of action is discouraged but not prohibited; 

"may" is used as a statement of
possibility and capability. "Must" is used only to describe "unavoidable" situations.

As the standard is used, reference should also be made to Annex A. which explains the need for
the standard and provides the rationale for each of its specific provisions. For each requirement in
Section 4, the applicable test method is found in Section 5 and the rationale in Annex A- For ease
of reference, the paragraph numbering has been designed so that the number of the requirement
corresponds with that of the applicable test and rationale statement: for example, conformance of
the device with the requirements of 4.1.2 a) can be verified by the referee test methods of 5.1.2 a),
and the rationale is provided in A4.1.2 a).

7

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Mus standard reffects the consmitious efforts of conceriied physicians, clinical engine=, nurses
and other health care professionals, woriang with governmem renresentatives; and device
rnanu&cturers, to define those saiay ad criteria that could reasonably be achieved
at this time. Suggestions for improving the standard are invited. Comments and suggested
revisions should be sent to AAW 3300 Washington Boulevard, Suite 400, Arlington, vA,
22201, Attn: Standards Department.
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Infant radiant wanners
(Draft standard)

1 Scope

1.1 General

71iis standard applies to infant radiant warmers, those electrically powered devices with a radiant

heating source intended to maintain a thermal balance of an infant patient by &rect radiation of

energy in the infra-red region of the electromagnetic spectrum

1.2 Inclusions

Infant radiant warmers are defined for purposes of this standard into two classes, on the basis of
the temperature variable which is controlled. Included within the scope of this standard are
manual and infant temperature controlled (ITC), freestanding, integml bed, separate bassinet, and
wall mounted warmers.

1.3 Exclusions

This standard specifies requirements for infant radiant warmers as defined in section 3.
Requirements for infant radiant warmers intended for use outside a hospital environment, infant
radiant warmers having a heated mattress, and infant radiant warmers powered by an internal
electrical power source are not included in this particular standard.

2 Normative references

The following documents are normative to the extent specified herein:

2.1 AMERICAN NAT10NAL STANDARDS INSTlTUTE, CANADIAN STANDARDS
ASSOCIATION AND COMPRESSED GAS ASSOCIATION. standard for Compressed Gas
Cylinder Valve Outlet and Inlet Connections, ANSI B57.1; CSA B96; CGA V-1 -1987.

2.2 COMPRESSED GAS ASSOCIATION. Diameter index safety system, ANSI/CGA
V-5-1989.

2.3 AMERICAN SOCIETY OF BEATING, REFRIGERATING, AND AIR CONDITIONING
ENGDMFM,INC. 1987ASHRAEHmulbook-HVACSystenuandAppUcations, Atlanta (GA):
ASHRAF, 1987.

9
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2.4 ASSOCIATION FOR THE ADVANCEMENT OF MEDICAL INSTRUMENTATION.
Safe Current Limitsfor Electronwdical Apparatus, ANSI(AAM1 ES 1- 1993. Arlington(VA):
AAMI, 1993. American National Standard.

2.5 INTERNATIONAL ELECTROTECEINICAL COMMISSION. Electromagnetic
compadbilityfor buhu&W process measurement and control equipment, EEC 1000-4 series.
Geneva: IEC. (In US, Availabk from ANSI.)

-lEC 1000-4-2:1994Electrostatic discharges requirements
-IEC 1000-4-3:1993 (ENV 50140) Immunity to radiated ra&ofrequency electromagnetic
fields
_IEC 100044:1994 EW&Icalfast tr=sient burst requirements
-1EC 10004-5:1995 (ENV 50142) Voltage surge hnmunity requirements
-IEC 1000-4-6:199x (ENV 50141) Currently document 77B/1441DIS, Immunity to
conducted disturbances induced by RFfields (draft International Standard)

2.6 INTERNATIONAL ELECTROTECHNICAL COMMISSION. Part 2: Collateral
standard- Electromagnetic compatibility: Requirements and test, IEC 601-1-2, 1993.
(Available from ANSI).

2.7 INTERNATIONAL ELECTROTECEMCAL COMMISSION. Medical electrical
equipment - Part 1: General requirementsfor safety, IEC 601-1, 1988.

2.8 lNTERNAnONAL SPECIAL COMMITTEE ON RADIO INTERFERENCE Limits and
methods of measurement of electromagnetic disturbance characteristics of industrial, scientific
and medical(ISM) radiofirequency equipment, CISPR 11. 2nd Edition. 1990 (available from
ANSI).

2.9 NATIONAL FIRE PROTEC!TION AGENCY. American National Standard, National
Electrical Code, ANSDWFPA No. 70. Boston, MA: National Fire Protection Association, 1993.

2.10 NATIONAL TRUCK EQUEPMENT ASSOCIATION. Oxygen Tank Retention System
AMD Standard 003. Livonia (W: NTEA, 199 1.

2.11 UNDERWRITERS LABORATORIES. Standardfor Safety, Medical and Dental
Equipment. UL 2601.1. Melville, NY: Underwriters Laboratories, 1994.

3 Definitions

For the purposes of this standard, the following definitions apply:

3.1 Applied part- All parts of the radiant warmer accessible to the infant.
3.2 Control temperature: ne temperature set at the temperature control.

10
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3.3 indicated temperature: The temperature displayed by the readout of the SKIN
TEMPERATURESENSOR-

3.4 infant accessible region: Area surrounding an infant that includes anything on a level with

the infant that could be reached without going over a partition at least 10 cm in height and that is

within 30 cm of the mattress itself. Objects that are within 20 cm of the mattress that could be

accessed by sticking a small arm or leg through a convenient hole or slit in the partition are

considered infant accessible if they are within 20 cm of the infant compartment and did not

contain angulations; or barriers that would be impossible for a small arm or leg to negotiate.

3.5 Infant simulator: Device which was designed to approximate the thermal and heat

exchange characteristics of infants. The INFANT SIMULATOR is described in United States

Patent 5,409,382. It has the correct surface to mass ratio for small and large infants. The small
simulator is representative of a 650 grain infant and the large simulator is representative of a 2500

grain infant.

:3.6 Infant simulator skin or core temperature (reference figure 1): The average temperature

reading taken of an INFANT SP&MATOR during a STEADY TEMPERATURE CONDITION

at regular intervals.

3.7 Infant simulator temperature equilibrium: The condition when the warmer TEST

DEVICE surface temperature does not vary by more than 0.2*C in one hour.

3.8 Infant temperature controlled radiant warmer: A radiant warmer whose power output
varies automatically in response to the temperature of the infant's skin to achieve a temperature
close to a value set by the user.

3.9 Impection: Any examination, such as a visual or auditory one, which does not require the
use of special laboratory applications or procedures and/or verification of manufacturing and test
records.

3.10 Irradiance: Radiant flux in infant area measured in MW/CM2 with a thermopile referenced
to ambient temperature.

3.11 Irradiance uniformity: The amount by which the irradiance at each of the five individual
points as specified in figure 1 varies from the average irradiance of the five points.
3.12 Manual controlled rmliant warmer: A radiant warmer whose heater output is controlled
either at a fixed level or a proportion of its maximum output set by the user.
3.13 Overshoot: Ile amount by which the INFANT SIMULATOR SKIN OR CORE
TEMPERATURE exceeds the average INFANT SWULATOR TEMPERATURE at
temperature equilibrium as a result of an increase in CONTROL TEMPERATURE,

11
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3.14 Single !ault condition: Condition in which a single means for protection against a safety
hazard in the equipment has, including (but not limited to) failure of a sidn tempwAturc sensor,

disconnection of the sidn temperature sensor from the equipmentý or fail= of the heater control

circuit.

3.15 Skin 4 0 " n I A x2Wng device including the link with the equipment intended
to measure the inftfs sidn tempemure.

3.16 Steady I atom coadMW&- A condition which is reached when the temperature
measured at the c;re of the INFANT SBAULATOR (see figure 1) positioned on the mid point of

the equipment matuess does not vary by more than l*C over a period of one hour.

3.17 Tempemtum variaWHty: The variability of the INFANT S34ULATOR SKIN OR CORE
TFEWERATURE that will be observed over a one-hour period after temperature equilibrium has
been reached.

3.18 Undershoot: The amount by which the INFANT SIMULATOR SKIN OR CORE
17EMPERATURE falls below the average INFANT SIEMULATOR at temperature equilibrium as
a result of a decrease in CONTROL TEMPERATURE

4 Requirements

4.1 Labeling

In addition to the information required by applicable federal regulations, the device or its
accompanying documentation shaU provide the information specified in 4.1.1, 4.1.2, and 4.1.3.

4.1 Device markings

4.1.1 General

Device marldngs shall withstand the cleaning, disinfecting and swdhzing procedures
recommended by the manufacturer and shall not peel or wear off during normal use.

4.1.1.2 Product i cation

Each device shall be plainly madwd in a place where the following information will be visible or
readily accessible for reference by the operator.

a) rAx of product (e.g., infant radiant warmer), and trademark name if applicable;

12
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b) name and kmmdon of m2nufactim and fun importer of foreign manufacture, if

C) model number, catalog number, part number, or other unique idenff*g designation;

d) serial number, lot number, or odier unique traceable

e) nominal voltage, fi-equency, and wattage or current;

f) abbreviated insýtions as required for correct operation;

g) any attachable assemblies intended for use with-the device shall identify the model of
the equipment with which they may be used;

4.1.1.3 Controls, displays and switches

Connectors whose function are obvious (e.g., the power cord) are exempt from this labeling
requiremenL In addition, the following requirements shall apply:

a) all switches and controls shall be clearly labeled to identify their functions;

b) the manuaVITC switch shall produce an auditory, visual or tactile indication of change
of state and means shall be provided to unambiguously indicate which control mode is
operational;

c) the direction of control(s) adjustment shall be clearly indicated. Minimum and
maximum marldngs, if provided, shall be located to prevent confusion with regard to the
position of the control and the indicated value. Any radiant warmer control, if it has a
rotary action, shall be so arranged that a clockwise rotation produces an increase in
output;

d) temperature controls shall be clearly marked with temperature settings on or adjacent
to the control. The maritings shall be provided at intervals of not greater than 0.25T for
servo control settings;

e) heater output control shall be clearly madwd with power level settings on or adjacent
to the control. The maddngs shall be provided at intervals such that when the first interval
IS indicated, the mattress MWhance Shall be less than 10 MW/CM2.

4.1.1.4 Lafant temperature sensors

13
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Identification of the manufacturees recommended sensor shall be posted at the sensor's point of
connection. Both the sensor and the device shall be labeled to identify the sensor intended for use
wiLh me device. Sensors used to indicate rather thaE controi temperature shall aiso be identified.

4L1.1.5 Overcurrent protection

Overcunrnt protection devices shall be clearly and permanently marked as per UL 2601.1 (see
normative reference 2.11).

4.1.1.6 Important notices, cautions, and warnings

71be following statements, as applicable, shall. be clearly displayed on the exterior of each device:

a) a warning of the possible effects of external heat sources on infant temperature,
temperature control, and alarm functions;

b) a warning of the possible consequences of inadequately attaching the infant
temperature sensor to the skin and of improperly locating it on the infant;

c) a notice to routinely check infant temperature and, if applicable, infant temperature
sensor attachment;

d) a warning if the equipment is not suitable for use in the presence of flammable
anesthetics;

e) a warning of the possible adverse consequences to the infant if blankets, diapers, or
other objects obstruct or alter radiant energy delivery;

f) a warning that the use of an open bed warmer can increase insensible water loss;

g) a warning that is inadvisable to leave an infant unattended under a radiant warmer;

h) warmers without integral bed areas shall be permanently and clearly marked with an
indication of the permissible distances between the equipment heating systems and any
mattress;

i) maximum recommended loads on shelves and mounting brackets.

4.1.2 Operator's manual

Adequate instructions for the installation and proper operation of the warmer shall be provided
with each warmer. Instruction for the installation and proper operation of accessories intended

14
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Auditory alarm wdications which are required by this standard shall have a sound level of at lean
65 dBA measured 3 meters from the warmer and at a height of 1.8 meters. See also 4.1.2 b)7).

4.14.2 blattrew center alarm

Alarm sound levels at the manress center shall not exceed 80 dBA.

4.2.5 Fire prevention

Components which in normal. use or in a single fault condidon may be a source of ignition shall be
separated from any oxygen-enriched environments by a barrier which will prevew the %
concentration from exceeding ambient by no more thm 4 percent. Almmatively, if the Oý
concentration can exceed 4 percent above ambient, the product of load voltage and short circuit
current shall not exceed 10 volt amperes.

4.16 MechanieWconstraction requirements

4.2.6.1 Want mattress area

The infant mauress area shall be constructed to facilitate observation of the infant:

a) provide means for containing the infant while providing for the introduction of
monitoring cables or gas lines;

b) be constructed such that means of access intended to be opened or removed to allow
access to the infant shall not be capable of being inadvertently opened or disengaged

during normal use or as a result of infant activity;

c) be consaucted such that means of barriers to the infant shall not be capable of
appearing to be latched, but not actually latched.

4.2.6.2 Stability and transportability

The warmer shall meet the following requirements:

a) Tip-over. 1) The tip-over angle shall be at least 10 degrees frorn the vertical. 2)
TIP-over force shall be at least 100 Newtons while in the worst case configuration of parts
and accessories recommended by the manufacturer.
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2) lbresholds. Latchess ddors, and baffiers shall remain closed and ancillary equipment

supplied by or available from the manufacturer shall remain secure after impact with
thresholds typically found in a hospital-

4.L63 Shelves and mountift brackets

Shelves and mounting kacimts shaU withstarW three times the manufacturees recommended load
without evidence of damage to the shelf or mounting bracket.

4-L6.4 Supplenientary gas supply

1) If the device is designed to hold a supplementary air, oxygen or other gas supply, each

supply shall be capable of being firmly secured to the unit (normative reference 2. 10).

2) Gauges shall. be clearly visible, and valves and regulators which are intended to be adjusted
shall be readily accessible. If attached to a medical gas system, these shall conform to
normative reference 2. 1.

4.2.6.5 Switches, controls, and knobs

The following requirements shall apply:

a) indicating knobs shall incorporate means which will provide reasonable protection
against inadvertent readjustment of the knob;

b) all switches and controls accessible to the operator under normal conditions of use
shall be securely fastened to prevent inadvertent repositioning;

c) each temperature control, if it has a rotary action, shall be so arranged that a clockwise
rotation produces an increase in temperature or power.

4.2.6.6 Ingress of liquids

The following requirements shall apply:

a) liquids shall not enter the electrical compartment of the device to the detriment of the
performance or safety of the device;

b) the infant area shall be so constructed that liquid deposited on its inside surface cannot
penetrate to electrical components during normal use.
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for use with ft warmer shall be provided and may be included in do opetator's manual for the

accessory. Miese shaU i a description of the functional and use of an

controls, indicators, displays and alarms, and a procedure for operstor checlm of the proper

functioning of visual and auditory alurns An explanation of the tempermure control

, how ad where dew temperatures am measured, and how they rdm to indicated
amperatum and control temperaze, shall. be provided. Definitions of the applicable toms as

defined in this standard shall. be included. As a minimum, the following additional information
shall be induded, when applicable-

a) a statonent of the device's intended application;

b) the following performance specifications (and statements), as determined in accordance
with the tests of section 5.1.2 b):

1) CONTROL TEMPERATURE range for infant temperature control (ITC). See
also 4.2.2 a) and 4.2.2 d);

2) IRRADLANCE UNEFORhM with mattress in normal and extreme positions
of use;

3) infant INDICATED TEMPERATURE accuracy for ITC;

4) CONTROL TEMPERATURE vs: INDICATED TEMPERATURE correlation
for ITC (see also 4.2.2 c));

5) the deviation of INDICATED TEMPERATURE from CONTROL
TEMPERATURE which will activate the infant temperature alarm, for ITC only;

6) range, accuracy, testing procedures, and other pertinent functional
characteristics of other controls, alarms and indicators, for both manual and ITC;

7) maximum sound level with alarm(s) activated;

8) maximum center mattress sound level with alarms activated, for both manual
and ITC;

9) maximum recommended loads on shelves and mounting brackets;

10) the permissible distances between the heating system and any mattress used
with it and a statement on the effects which any changes in this distance may have;

15 
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11) a statement that the user regularly inspect latches, closing devices, or barriers

if applicable to prevent the infant from falling out;

12) a statement to explain why the user should use the rrC mode;

13) a statement that the equipment cannot diffa=tiate between an increase in core
temperature with a cold sidn (fever) and a low core and A& temperature

(hypothennia), and a recommendation to monitor the temperature of the patient;

14) a statement that environmental conditions (eg. air movement) can effect the
thermal balance of the infant;

15) the manufacturer shall state in the accompanying docunients the conditions
under which the source of radiant heat should be replaced due to aging;

16) a statement that an infant radiant warmer should be used only by appropriately
trained personnel and under the direction of qualified medical personnel being
familiar with currently known risks and benefits of radiant warmer use;

17) a statement that infant radiant warmer can increase the patient's insensible
water loss;

18) under normal conditions, overshoot, undershoot, and temperature variability;

19) time to maximum irradiance;

20) intervention temperature drop/recovery.

c) The following warnings, if applicable:

1) a warning regarding the possible consequences of inadequately attaching the
infant temperature sensor to the skin and of improperly locating it on the infant's
skin. The proper location and method of attachment shall be identified;

2) a warning that infant temperature sensors should not be used to control rectal
or axillary temperature;

3) a warning of the possible effects of external heat sources (e.g. phototherapy,
light sources on infant temperature, temperature control, and alarm functions;

4) a warning to routinely check infant temperature, infant temperature sensor
attachment and warmer function;
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5) a warning if the warmer is not suitable for use in the presence of flarnmable

anesthetics;

6) a warning that it is inadvisable to leave an infant unammded.

d) Cleaning, disinfecting, and sterilizing methods and maierials suitable for use on the
warmer and, if separate instructions are not provided, for its accessories.

e) An Wlanwon of the control methodology for rM mode shall be disclosed, giving the

relationship between mfim temperature, control temperatare, and other warmer controlled
parameters (e.g., heater status).

4.1.3 Service manual

A service manual shall be available from the manufacturer and shall, include:

a) care, preventive maintenance, and repair instructions for the equipment;

b) theory of operation;

c) schematics and wiring diagrams;

d) complete parts lists;

e) procedures for calibration of controls and for testing alarm systems;

0 recommended intervals for preventive maintenance and sUI level required;

g) information on how to obtain authorized repair.

4.2 Performance

4.2.1 Environmental perforTnance

The warmer shall meet the requirements of this standard when operated over the following range
of ambient conditions:

a) Temperature: 20'C - 30')C;

b) Barometric pressure: 86 - 106 kPa (645 - 795 mm Hg);

17
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c) Relative humidity: 0 to 95%, non-condensing;

d) Air velocity: 10 - 15 cm/sec.

4L2.2 lbermd CharactffUtICS

Mie warmer shall exhibit the following thermal characteristics:

a) the maximum irradiance level at any point on the mattress shall not exceed 60 MW/CM2

in the total infra-red spectrum. Mw maximum irradiance level shall not exceed 10

mWkm2in the near infra-red spectrum (760 to 1400 am);

b) the temperature measured by the skin temperature sensor shall be continuously
displayed and clearly visible. The temperature displayed shall have an accuracy of t

0.30C. If the temperature display is used to present any other parameter, this shall only be

obtained on demand using a momentary action switch. The range of displayed

temperature shall be at least 300C to 40OC;

c) if the heater element surface temperature exceeds 850C in normal use, heater guards

are required and shall be below 850C. The heater guard shall not touch the heater element
(normative reference 2.7);

d) the equipment shall not permit the skin temperature of the infant to exceed 400C under

any operating mode and any single fault condition;

e) with the equipment worldng in the ITC with horizontal mattress orientation the
temperature as measured by the skin temperature sensor shall not differ from the control
temperature by more than 0.5*C during steady state;

f) the temperature of surfaces within the INFANT ACCESSIBLE REGION shall not
exceed 40*C for metal surfaces and 42'C for other materials when the equipment is

operating under steady temperature condition at its maximum control temperature. Under
conditions of warm-up to steady temperature condition or that of a single fault condition
these surfaces shall not exceed 43'C for metal or 45'C for other materials;

g) the range of the control temperature for an ITC controlled infant radiant warmer shall
be from 36"C or less to at least 370C but not more than 38'C.

4.2.3 Alarms

4.2.3.1 Infant temperature (ITC)

18
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For rW controlled devices, auditory and visual alarms shall be activated if the infants indicated

temperature diffi:rs from the control temperature by more that the preset amount specified by the

manufacturer. This difference shall not exceed 1 *C.

4.13.2 Manual mode alarm (hT"ance greater dmn 10 mWIczW)

In the case of infant radi2nt warmers which are operated in the manual mode an auditory and
visual alum should be given at least every 15 minutes. In addition, if the heater output is greater
than 10 mW/cm2, this alarm will cause the heater output to be reduced below 10 mW/cm".
Adjustment of the manual temperature control may reset the alarm.

4.2.3.3 Temperature sensor failure

a) The equipment shall be provided with an auditory and visual alarm which operates in the
event of the skin temperature sensor having open circuit or short circuit leads in the ITC.
Both open and short circuit leads shall disconnect the supply to the heater. Manual
controlled equipment which have a means to indicate the infant temperature shall provide
a visual indication of failure of the infant temperature sensor when either electrically

open-or short-circuited, or if the sensor is improperly connected; a blank display may be used
for this purpose.

b) The visual and auditory alarms should be provided if the skin temperature probe is

dislodged-.......... 4.2.3.4 Power failure

The warmer shall incorporate an auditory alarm and visual indicator to signal complete failure of
the input electrical power or inadvertent disconnection from the power source. Ihe auditory
alum and visual indicator shall be capable of being sustained for at least 3 minutes. A five minute
or shorter interruption and subsequent restoration of input electrical power shall not change the
mode of operation nor the control temperature.

4.2.3.5 Silencing

Any deliberately silenced auditory alum shall automatically sound again within 15 minutes unless
the alarm condition has been corrected. 'Me silencing of one alarm shall not disable or in any way
inactivate any other alarm. Visual alarms shall not be extinguished until the alarm condition has
been corrected. This requirement applies only to alarms covered in this standard.

4.2.4 Sound levels

4.2.4.1 Auditory alarin

19
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4."7 Mkrcury 
11 - i anseftn 2M d F I astats

mostats using macury shall not be used.11m=orneters or the

U." Infant 1 P ; wature seumms

Sensors intendad for different finwdons in the same device shall be designed to prevent use in
receptacles.

4.2A.9 Wheels

ff a warmer is equipped with wheels for u-Ansportation at least two of them shall be capable of

being locked by the user.

42.7 Electrical characteristics

4.17.1 Risk current

11he device shall meet the applicable requirements as specified in the American National Standard,
We Current Linuts for Electrome&cal Apparatus (Normative reference 2.3).

41.7.2 Overcurrent protection

,overcurrent protection shall be provided. See also 4.1.1.5.

4a7.3 Power switch

The power control switch shall simultaneously interrupt both power conductors.

4.L7.4 Power cord and strain relief

Ile power cord shall be of a size and type to comply with the National Electrical Code
(Normative reference 2.9) for the requirements of the unit. The plug shall be Hospital Grade or
equivalent and the swain relief provided shall be in compliance with UL 2601.1 (Normative
reference 2.11).

4.17.5 Power indicator

There shall be a visual indication when the power switch is on and electrical power is being
delivered to the warmer.

4a7.6 Supply voltage variation
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Devices with rated nameplate ahernating current voltages between 115 to 120 V root mean

squam (rms) shall meet aU ve -12-- ents of this standard, except for 4.1.2 b)1). 4.1.2 b)3),4.1.2

b)4),4.1.2 b)6),4.1.2 b)12). ;ad 4.1.2 b)13), at line voluW* 10 percent of the rated voltage.
These dievim shall not be damapd by operation on input voltages fim 95 to 135 V rms. Where

the nameplate voltap is odwr than the ranp specified, the voltage limits shall be the limits
specified above, multiplied by a number which is the ratio of the device nameplate voltage to

12OV.

4.17.7 Dielectric wiflutand

Jim insulsition and spacing shall be capable of withstanding without breakdown the application for

one minute of 1000 V plus twice the maximum rated voltage, or the application for one second of
1200 V plus 2.4 times the rated voltage.

41.7.8 Grounding impedance

Ille impedance between the point of any connection grounding means and any other metal part
required to be grounded shall comply with UL 2601.1 and NFPA requirements (Normative
references 2.7 and 2. 11).

4.2.7.9 Electromagnetic compatibility (EMC) requirements

Ilese EMC requirements were developed on the basis of reference standards 2.5, 2.6, and 2.8.

4.2.7.9.1 Electromagnetic emissions

4.2.7.9.1.1 Radiated and conducted electromagnetic emissions

The radiant warmer shall comply with the requirements of CISPR 11 Group I Level B in the
worst cast configuration and operating mode.

Emission levels measured 10 meters from the radiant warmer shall not exceed 30 dB gV from 30
Hz to 230 MHz and shall not exceed 37 dB gV from 230 to 1000 MHz.

4.2.7.9.1.2 Magnetic field emissions

The unit shall not emit a magnetic field greater dian 0.5 millitesla (5 gauss) at any point on the
surface of the radiant warmer under normal operating conditions.

41.7S.2 Electromagnetic immunity
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4.17.9.2.1 Immunity'to ated RF electromagnetic rwids

All requirements of this standard shall be verified over the entire range of carrier and modulation

fiequencies specified for the L-vel 2 tests (3 V/m), when all faces of the instrument are sequentially
exposed to a modulated RF I field. For the levd 3 tests, field strength of 20 V/m

shan be used (rather than 10 Vhn). The equipment shall continue to meet its specifications or fail

in such a way dw all high and low temperature alarms and thermal cu"uts: (eg., HIGH

TEMPERATURE THERMOSTAT) continue to function according to the requirements'of this

stumiard, and the proper incubator settings shall be maintained.

4.17.9.2.2 Immunity to conducted electromagnetic fields

No unintentional change of state shall occur when an RF field is injected into the line cord. No

degradation of system performance or loss of functionality is allowed.

4,7.7.9.2.3 Immunity to magnetic fields

No unintentional change of state shall occur when the equipment is exposed on all faces to an AC
magnetic field. Some display jitter is allowed, however the displayed information must be
readable.

4.2.7.9.2.4 Immunity to electrostatic discharge (ESD)

There shall be no noticeable change in equipment operation for open air discharges or direct
contact discharges of test condition 1 (4 kV and 2 kV respectively). The equipment shall operate
within normal limits of its specifications. No degradation of system performance or loss of

functionality is allowed. However, display glitches or momentary LED flashes are acceptable

during any electrostatic discharge (ESD). For open air discharges or direct contact discharges of
test condition 2 (8 kV and 4 kV respectively), the equipment may exhibit momentary loss of
functionality, but shall recover within two seconds without user intervention.

4.2.7.9.2.5 Power line transients

Only transient loss of functionality is allowed when the equipment is subjected to fast
u-Ansient/bursts (I kV) at the mains plug. The device shall return to its condition just prior to the
burst without operator intervention. No unintentional change of state is allowed when the
equipment is subjected to surges line to line (I kV) and line to ground (2 W). The device shall
return to its prior condition without operator intervention.
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See 5.1.1.2.

5.1.1 Device maridW

See 5. 1. 1.2.

&1.1.1 General

Codormance can be deummined by inspection.

5.1.1.2 (a-rj Product idendfication

Conformance can be verified by inspection.

5.1.1.3 (a-e) Controls, displays and switches

Conformance can be verified by inspection.

5.1.1.4 Infant sensors

Conformance can be verified by inspection.

5.1.1.5 Overcurrent protection

Conformance can be verified by inspection.

5.1.1.6 (a-i) Important notices, cautions, and warnings

Conformance can be verified by inspection.

5.1.2 Operator's man"

a) Conformance can be verified by inspection.

b) (Me following test must be conducted separately for the small and the large
simulators.) Performance Specifications graph of temperature and/or irradiance.

1) Control temperature range. (following test must be conducted separately for
the small and the large simulators)
With the INFANT SIMULATOR prewarmed to 340C t 0. 1-C allow the INFANT
SMULATOR to reach INFANT TEMPERATURE EQUH-IBRIUM fust at the
maximum, at 360C and then at the minimum CONTROL TEMPERATURE
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settings. Ukeasure and record the INFANT SHAULATOR SKIN OR CORE
TEWERATURES and the irrAdiance 5 cm to the left of the INFANT
SWERATOR. The results of this test should be reported as a graph of INFANT
SWULATOR SKIN AND CORE TEIAPERATURES and irradiance versus time.

2) Thermopyle test. Divide mattress into regions as defined in figure 2. Insert
test procedure using a thermopyle, perform irradiance measurements under the
following set-up conditions. Allow warmer to stabilize for 10 minutes before

performing measurements at each set-up condition. Record data at each position
as shown in figure 2.

a) 100% Heater Power at 117 VAC (Nominal Line Voltage).
b) 50% Heater Power at 117 VAC (Nominal Line Voltage).

3) Verified from results of 5.2.2 b)2).

4) Control temperaturetindicated temperature correlation. During INFANT
SIM[ULATOR TEMPERATURE EQUILIBRIUM at the maximum, at 360C and
minimum CONTROL TEMPERATURES note the maximum difference between
the INDICATED TEMPERATURE and the CONTROL TEMPERATURE. If it
can be demonstrated that an alternative test method is as relevant for this test, the
manufacturer may use this method to verify the performance requirement;
disclosure of this shall be made.

5) During test device temperature equilibrium at a control temperature of 360C
(i.e., ITC mode, infant temperature sensor attached to the warmer test device per
figure 1), gradually increase the control temperature until the low temperature
alarm is activated and note the difference between the indicated temperature and
the control temperature to the nearest 0. 10C. For high temperature alarm
activation repeat while gradually decreasing the control temperature.

6) The manufacturer's specified values are verified by test methods provided by
the manufacturer in the service manual-

7) See 5.2.4. 1.

8) See 5.2.4.2.

9) Conformance can be verified by inspection. See also 5.2.6.3.

10) to 17) Verified by inspection.
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18) Dynaznic responses overshoot, and undershoot. (following test must be
conducted separaftly for the small and the large simulators)
W-uh the INFANT SndULATOR prewarmed to a sudwe TEMPERATURE
EQUUMRIUM of 34oC incw= the CONTROL TEM1PERA1URE to 37*C and
glow the INFANT SDAuLATOR to reach TEMPERATURE EQUILIBRIUM,
then increase the CONTROL TEMPERATURE to maximum CONTROL
TnamRATuRE and allow the INFANT S34ULATOR to reach
TEMPERATURE EQUILIBRIUM then decrease the CONTROL
TEMPERATURE to 36cr- Measure and record the INFANT SIMULATOR
Snq AND CORE TEMpERAjURE and the irradiance 5 cm to the left of the
INFANT SIMUIATOR 7be results of this test should be reported as a graph of
INFANT SIMULATOR SKiN AND CORE TEMPERATURE and irradiance
versus time.

19) Begin with warmer off and cold. Record irradiance at point of maximum
irradiance. Turn warmer on to maximum power, and record till it reaches steady
state (change in irradiance less than 5% of maximum value in 10 minutes). Record
time to achieve 90% of maximum value. This is time to maximum in-adianc .

20) Intervention temperature drop/recovery. (following test must be conducted
separately for the small and the large simulators)
Operating at INFANT SIMULATOR TEMPERATURE EQUILIBRIUM at a
CONTROL TEMPERATURE of 36'C, place a material which blocks the infrared
energy midway between the heater and the mattress such that all the infrared
energy from the heater is blocked from reaching any part of the mattress. Leave
the material in place for 5 minutes and then remove. Allow the INFANT
SIMULATOR to reach INFANT SIMULATOR TEMPERATURE
EQUELMRIUM. Measure and record INFANT SIMULATOR SKIN AND
CORE TEMPERATURE to the nearest 0. PC, in-adiance 5 cm to the left of the
INFANT SIMULATOR at mattress level and the recovery time to the start of the
subsequent INFANT SIMULATOR TEMPERATURE EQUILIBRIUM after
removing the infrared blocking material. The results of this test should be reported
as a graph of INFANT SIMULATOR SKIN AND CORE TEMPERATURE and
irradiance versus time.

c) (I to 6) Important notices, cautions, and warnings. Conformance can be verified by
inspection.

d) Conformance can be verified by *inspection.

e) Compliance will be by inspection.
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5.13 Service nuumd

can be verified by inspection.

5.2 Perfornamce

5.11 
En-Vi-- 2entid KIRSOM

Manufacturer is to certify compliance.

5.= 1hemul characteristics

a) Compliance is checked by measUreMenL

b) Compliance shall be checked by inspection and the following test:

Immerse the skin temperature sensor in a water bath maintained at 36 -t 0. 1 T.
Position a cal&ved thermometer accurate to within 0.050C with its bulb adjacent
to the skin temperature sensor. Ile reading of the standard thermometer shall be
compared with the displayed temperature and their difference shall not exceed
0.3'C less the standard thermometer error.

c) Guards shall be tested by inspection and appropriately tested for temperature (see
2.11).

d) Place a test device at the center of the mattress, and with the equipment operating
under steady temperature conditions at the maximum control temperature, and any single
fault condition. 'Me test device shall not exceed 400C without the auditory and visual
alarms operating and the heater being disabled.

e) Compliance shall be checked during the test for 4.1.2 b)4).

0 Compliance shall be checked by inspection and measurement.

g) Compliance shall be checked by inspection.

5.2.3 Alarms

5.2.3.1 Infant temperature (ITC)

Test 1:
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,%*met the control temperature to 360C and immerse the sidn temperature sensor in a water bath
at-16:0.10C Position a calibrated dumnometeraccurate to within 0.05 OC with its

bolb adjacent to die sidn tempersaw sensor. After a steady temperattue indication is achieved
md maintained for at lean 10 min, fin=w the w= bath temperaune control setting to 380C.
Rqm whedier the andhory and vumd alarms operate at a waut bath temperattm not exceeding
die manufacturees alarm Urnk and that the beater switches ofE

Twt2:

As for Test 1. but in this insta= the ten4wautre control setting of the water bath is redrced
fiem 36* 0. IOC to 34 +0. IOC Raport whether the auditory and visual alarms operate above 35
* 0.30C and at the manufacum's specified limit. verify that the equipment heater remains in
operation.

See 5.1.2 b)5).

S.L3.2 Manual mode alarm (irradiance greater than 10 mW/crn)

Select manual mode and set control temperature to produce an output of I I MW/CM2 measured

by the thermopyle. Verify the auditory and visual alarms activate within 15 minutes and the
heater is deactivated. Reset the alum. Verify alarm activation and heater deactivation within 15

NOTE: Run this test with the unit at maximum voltage.

S.L3.3 Temperature sensor failure

a) The manufacturer shall certify that a shorted (<5 ohm) or open (>I megohm) sensor win
sound an alum. Slowly insert connector into its receptacle to determine if any
intermediate positions will inhibit aLuTn activation.

b) To be provided by the manufacturer.

5.2.3.4 Power failure

Compliance shall be checked by simulating both fault conditions and observing the effem With
the warmer turned on, disconnect the power cord from the line voltage receptacle and verify that
auditory alarm is activated for at least 3 minutes. After being disconnected for five minutes, the
power cord shall be reconnected to verify that the operating mode and control temperature are
unchanged.

5.2.3.5 Silencing
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shan be chw1wd by napection, operating the equipment and timing the -alarm An
alarrý com%ion is simulmed for all alum ftinctions as r F P n r mended by the m2nuficam. Ibe

dme(s) for the alarm(s) to reactivase after sileocin is measured with a stopwatch. Proper

funcuomng of visual almns can be verified by inspection.

5.14 Sound levels

5.14.1 Auditory WArm

With the alarm sound level adjusod to minimum (if opemsor &*stable), measure the sound level
at a height of 1.8 meters and at a distance 3 meters from the front for the warmer. If more than
one alarm sound means is provided, each shall be checked.

5.2.4.2 Mattress center alarm

With each alarm sound means activated, measure the sound level at a point 5 cm above the center
of the mattress. The alarm sound level shall be adjusted to maximum, if operator adjustable.

5.2.5 Fire prevention

With warmer operating as recommended by the manufacmm for highest 02 concentration,
measure the 02 concentration in all compartments which may be a source of ignition.
Alternatively, if the 02 concentration can exceed 4 percent above ambient, measure the no-load
voltage and short-circuit current of components which may be a source of ignition under normal
use or single fault conditions.

5.2.6 Mechanicallconstruction requirements

5.2.6.1 Infant mata-ess: area

a) Conformance can be verified by inspection.

b) With barriers latched apply at the center of each barrier, a horizontal outward force
gradually increasing over a period of 5-10 seconds to a maximum of 20 Newtons.
Maintain for 5 seconds.

c) Conformance can be verified by inspection.

52.6.2 Stability and ft-Ansporta]Wfity
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a) Tip-over. With the casters in the worst case position and prevented from rolling with
all movable parts, doom supports and accessories recommended by the manufacm=
positioned to minimi the warmers stability, apply at the highest point of the warmer or
1.5 met= from the floor (whichever is lower), a horizontal force great enough to tip the
warmer The honzontal facm shaU be gmw than 100 Newtons and the warmer shall not
tip over at an angle of 10 degrees from the vertical.

b) Thresholds. Pull the warmer in the direction of its long axis at a constant velocity of
0.5:t 0.1 nits until its leacling wheels meet a 20 mm thick plate. Mv test shall be canied
out (a) with the incubstor's long axis at right angles to the edge of the plate, and (b)with
the edge of the plate paraliel to a line from the leading edge of one front wheel to the
wailing edge of the other front wheel (see figure 1). Ile two types of movement are
repeated two times with each pair of wheels first. Following these tests, the warmer shall
be fit for fiirther normal use. The warmer's mechanical and structural integrity shall be
verified, e.g., latches and doors shall remain closed and ancillary equipment that is
recommended by the manufacturer.

!6.6.3 Shelves and mounting brackets

With each support and/or mounting bracket in its worst case configuration, apply at its center a
vertically downward force, gradually increasing over a period of 5- 10 seconds to a maximum
equal to three times the manufacturees recommended maximum weight. Maintain for I minute.
The tray or bracket shall not tilt more than 5' and its structural integrity shall not be adversely
affected.

5a6.4 Supplementary gas supply

1) Test the capability of the supplementary air (normative reference 2. 10), oxygen or other
gas supply to be fumly secured to the unit according to AMD standard 003.

2) Conformance with the requirement for indexing, visibility and accessibility of gauges,
valves and regulators can be verified by inspection. If attached to medical gas systems,
these shall conform to the requirements of normative reference 2. 1.

5.16.5 Switches, controls, and knobs

a) Brush a vertically held straight edge along the side(s) of the warmer where the
control(s) are accessible. There shall be not contact with switches, controlsý or knobs
which could result in a change in setting.

b) Conformance can be verified by inspection.
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c) Compliance shall be checked by inspection.

S.M.6 Ingress of liquids

a) The warmer shall be positioned as for normal use with all acces: . 200 ml of water
is poured steadily on the center top of the numess. After this test the warmer shall
comply with the requirements of this standard.

b) 200 ml of water shall be Mmyed on all inner surfaces of the infant accessible region
such that drops coalesce and flow down the walls. In addition, 200 ml of water shall be
pouted steadily on the infant tray. After this test the warmer shall satisfy all req ents
of this standard.

5.2.6.7 Memury thertnometers and thennostats

Conformance can be verified by inspection.

5.16.8 Infant temperature sensor

Conformance can be verified by inspection.

5.2.6.9 Wheels

Compliance with 4.2.6.9 will be verified by inspection (see also 5.2.7.3).

5.2.7 Electrical characteristics

5.2.7.1 Risk current

Risk current levels can be determined by the methods provided in normative reference 2.3 for
verifying conformance with the requirements for devices with isolated or non-isolated patient
connections.

5.2.7.2 Overcurrent protection

Conformance can be verified by inspection.

5.2.7.3 Power switch

Conformance can be verified by inspection.

5.2.7.4 Power cord and strain relief
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!w power cord, plug and strain relief are inspected to verify conformance with normative
--iderence 2.11.

M7.5 Power indicatorr

Conformance can be verified by inspection.

S2.7.6 Supply voltage variation

Mr. effects of input voltage variation can be dearmined by using a variable amsformer and
verifyifig the performance and operation of alarms, temperature indicators, and controls.

52.7.7 Dielectric withstand

A 50- or 60-Hz sinusoidal potential of 1000 V plus twice the maximum rated voltage is applied
(1) between live parts conductively connected to the supply circuit and dead metal parts, and (2)
across each capacitor, winding separation. or other insulation in the primary circuit which is
required for the elimination of shock hazard or, if short-circuited, would involve a fire hazard
either directly or indirectly. The test potential is to be:

a) 1000 V for an appliance rated 250 V or less, provided that (a) any motor used is rated
1/2 horsepower or less and (b) the appliance, in normal use, is not applied to or in contact
with personnel; or

b) 1000 volts plus twice the maximum rated voltage for (a) an appliance which, in its
intended use, is applied to or in contact with personnel, (b) an appliance rated more than
250 volts, or (c) an appliance which uses a motor rated at mom than 1/2 horsepower.

5.2.7.8 Grounding impedance

The voltage is measured when a cun-enL of 25 A for 1 minute, derived from a 50- or 60-Hz
source with no load voltage not exceeding 6 volts, is poised between the grounding connection
and any exposed metal part which is likely to be energized due to an electrical faulL The
measured voltage shall not exceed 2.5 V.

5.2.7.9 Electromagnetic compatibility

Radiant warmers are complex instruments because they use patient-coupled devices which
madwdly affect electromagnetic emissions and immunity. Equipment configurations for the tests
will be determined by the manufacturer but the equipment shall be tested in a sufficient variety of
configurations and operating modes that might be encountered in normal opemtion, so that the
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worst caw maybe desermimd and su=essfuRy tes&xL 17heinfant ten2paran= sensor cables shall
be tested both in an , Anated mode and in a patient simulated (test device) terminated mode.

52.7.9.1 emisdons

5.17.9.1.1 Radiated and conducted el. c emissions

17he instrument shall comply with CISPR 11 Group I Level B (normative reference 2.8). Ile
detailed test methods am outlined in CISPR 11 and CISPR 16.

The equipment shall be tested on all faces in all expected configurations and operating states. The
infant temperature sensor shall be tested in both an unterminated and a patient simulated (test

device) terminated mode.

5.17.9.U Magnetic field emissions

Use a gauss meter probe to verify that the instrument does not emit a magnetic field greater than
0.5 millitesh (5 gauss) at any point on the surface of the instrument under normal operating
conditions.

5.2.7.9.2 Electromagnetic immunity

5.2.7.9.2.1 Immunity to RF electromagnetic fields

The test methods and instruments specified in EEC 1000-4-3 (normative reference 2.5) apply.

The radiant warmer is exposed to a modulated RF field with the following characteristics:

Field strength: 3 V/m (Level 2); 20 V/m (Level 3)
Carrier frequency range: 26 MHz to I GHz
AM modulation, 80% index, at 3 frequencies: 1, 5 and 20 Hz.

The infant temperature sensor is attached to a TEST DEVICE. The radiant warmer is tested with
all its faces sequentially exposed to the RF field.

NOTE - Certain temperature sensor cable configurations may cause failure to meet these
immunity requirements. In such a case, the manufacturer shall disclosed the reduced immunity
levels which are met.

5.2-7.9.2.2 Immunity to conducted electromagnetic fields
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The test methods and instruments specified in the cunr-nt dmft of IEC IWO-" (normative
teference 2-5) apply.

When radiant warmer can be opezzled from line power as well as battery, an RF noise voltage
with the following .11 

. . 
injected into die input power cord:

Noise voltage amplitude: 1 V RMS
Canier frequency: 150 KHz to 230 METz
AM modulation, 80% index, at 1. 5 and 20 Hz.

S.W.91.3 bumaWty to mapedc fields

The equipment is exposed on all faces to an external AC magnetic field with the following
characteristics:

Nkgnetic field strength: 104 tesla peak to peak (1 gauss)
Frequency range: 47.5 to 1320 Hz

The equipment is exposed on all faces. The infant tempemture sensor is replaced with a TEST
LOAD that simulates a temperature of 36 t I T at the instrument.

5.17.9.2.4 finmunity to electrostatic discharge (ESD)

Ile test methods and instruments specified in IEC 1000-4-2 (normative reference 2.5) apply.

Tbe radiant warmer is exposed, at any point on its surface accessible to the operator or patiem to
open air discharges or direct contact discharges, both positive and negative.

Condition 1. Open air discharges up to 4 kV and direct contact discharges up to 2 M

Condition 2. Open air discharges up to 8 kV or direct contact discharges up to 4 M

S.L7.9.2.5 Power and Umnsients;

a) first transients/burst -- The test methods and instruments of EEC 1000-4-4 (normative
reference 2.5) apply. Instruments shall meet a I kV immunity level at the mains plug.

b) surge immunity - The test methods and instr=ents of IEC 1000-4-5(normative
reference 15) apply. Instruments shall meet an immunity level of 1 kV line to line and 2
kV line to ground.
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Annex A
(Enfonuative)

Rationale for the dewdopment and provisions of this sbumbwd

Al Introduction

Miis appendix provides the rationale for ft development of a standard for infant radiant warmers,
as well as the rationale for each of the specific provisions of the standard.

The findings of an ECRI (originally Emergency Care Research Institute) study on infant
incubators and radiant warmers, carried out under contract with the Food and Drug
Administration (Dyro 1977), served as a point of departure for this standard. Additionally,
various drafts of the International Electrotechnical Commission's (EEC) "601-2 Particular
Requirements for the Safety of Baby 

Incubators" were also considered during the AAMI Infant
Incubator Committee's deliberations. Lastly, to ascertain the current clinical consensus on many
of the safety and performance issues that required resolution, the AAhfi committee relied heavily
on the recommendations of the Infant Incubator Advisory Task Force of the American Academy
of Pediatrics (AAP 1983).

A2 Need for the standard

Infant radiant warmers have been successfully used in infant care since 1925. In appropriate
applications, the benefits of the use of this device are numerous. Although the device is
life-sustaining and life-supporting, sufficient scientific and medical data exist to establish a
standard to provide reasonable assurance of the safety and effectiveness of the device and to help
control the risks associated with the use of the device. These risks include: (1) electrical shock
from improper design and/or consawtion or device malf1unction, (2) hypodwxmia or hyperthermia
if the device is not adequately controlled, and (3) potentially high levels of insensible water loss
due to the open bed design of warmers.

The provisions of this standard reflect the committee's effort to address these potential risks and
to provide for means of minimizing or eliminating these risks.

A3 Definitions

A4 Rationale for the specific provisions of the standard

A4.1 Labeling requirements

37
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11sere are basically two factors which control the label content of a medical devim First, there
)we the requirements defined in Part 8 10, Chapter 1, Tide 2 1, of the Code of Federal
Regulations-Good Manufkýcturmg Practice for Medical Devices-specifically sections 820 120,
820.12 1. and 820.130. These regulations establish - 

- 
for proper handlin-9, legibility,

dating. and many other aspects of Libeling as they pertain to goodManufacturing
practices. Second, Part 201, Chapter 1, Tide 21. of the Code o.f Federal Reguladons, and
Section 502 of the Federal Food, Drug arid Cosmetic Act (as amended October 1976) specifically
state what constitutes proper labeling and misbranding for a drug or device. These two groups of

u es comprise the federal regulations mferred to in 4.1 of the standard. All Libeling
pertaining to infant radiant warmers must comply with these 

regulations' .-

In addition, there are other critical facts which shall be set forth in the labeling in order to assure
that the device is used safely and effectively in controlling the thermal environment of the infants
and to assist the user in selecting a device most appropriate for the intended use. The provision of
this additional information is specified in 4.1.1, 4.1.2, and 4.1.3 of this standard.

A4.1.1 Device markings

A4.1.1.1 General

All requirements concerned with marldngs or labels on the device itself ensure that important
identification information, warnings, and instructions are displayed on the warmer and/or its
accessories to minimize hazards and promote proper operation and that functional detachable
components and accessories are used with the warmer(s) for which they are intended.

A4.1.1.2 Product identification

Permits the user to obtain service, order parts and/or accessories, and identify the device in case
of problems. Identification of electrical specifications is essential to the safe and effective use of
the device.

A4.1.1.3 Controls, displays and switches

Identification of all controls, connectors, alarms, and indicators is necessary to avoid improper use
and to alert the user to operating conditions and control settings.

A4.1.1.4 Infant temperature sensors

Use of a sensor for purposes other than that recommended by the manufacturer could result in
incorrect patient temperature indication and/or control and hazardous operating conditions
(Freeman and Linder 1934).
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A41.1.5 vneurrent pro6wdou

7be use of improper fiises could result in unsafe operating conditions and/or damage to the infant
radiant warmer.

A4.11.6 Important nodces, awdons, and --- --.- PC

'Ibe inclusion of important b6eling will promote proper use of the infant radiant warmer and
related 

* 
(eg., oxygen delivery and control systems), and make the user aware of

outside factors that may affect pattient care and safety

a) External radiant beat sources, (eg., the sun, phototherapy lights) can affect the
temperature control and abuin functions of the radiant warmer (Hey and Mount 1967).
Patient temperature and insensible water loss may also be affected by external radiant heat
sources(Bell and Rios 1983 (a), 1983(b); Bell, Gray et al 1980; Bell, Weinstein et al
1980).

b) improper placement of the patient probe (eg., under the infant) can result in
uncontrolled warming. If the patient probe is not placed and does not remain in good
contact with the patient's sidn, the probe can sense the temperature of the cooler
surroundings and cause the infant's temperature to rise above the desired level.

c) Many factors which can influence thermal warming may not be readily apparent to the
operator (Adamsons et al 1965; Bell and Rios 1983 (a); Bell, Gray et al 1980). Frequent
checks of infant temperature, radiant warmer temperature, and warmer function can help
detect unwanted temperature fluctuations from misuse or outside interference and allow
opemtors; to take corrective action before those fluctuations become hazardous.

d) Special requirements with respect to electrical safety and explosion hazards are
necessary for safe use owing to the possible use of explosive anesthetics.

e) The proper performance of an infant warmer is dependent upon the direct delivery of
radiant energy to the infant area. Objects obstructing or altering this energy could affect
the thermal performance of the warmer and thus the patient temperature.

f) Evaporative water losses are much higher in radiant warmers than in incubators as
shown by Wu (1988), Bell (1974), Baumgart (1984), and many others. In clinical
practice, especially in infants under 1000 grams and less than 28 weeks gestation, these
evaporative water losses can result in massive derangements of hydration and electrolyte
status if the clinician is not careful to frequently check the baby's fluid and electrolyte
status and make appropriate changes in his fluid and electrolyte management.
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g) An mfmes temperature can change rapidly under an infant warmer. Users need to

frequently observe the condition and statu of an infant to avoid over or under heating.
h) Infants placed too close to the beater can expose the infant to higher thart specified
irradiance levels that could lend to overheating or sldn bums. Infants placed too far from
the heater can cause underheating.

i) Ibis information enables the user to determine whether the maximum shelf loading
recommended by the manufacturer is suitable for the extended application.

A4.1.2 Operatoes manual

It is necessary that the user be provided with adequate instructions for proper use, user
nance, and cleaning/ sterilizing, and that the performance characteristics and specifications

disclosed by the manufacturer are adequate to permit user evaluation of the appropriateness of a
particular device for the intended application. The parameters called out in 4.1.2b) are generally
recognized as important variable in defining incubator performance. However, clinical evidence
to support the establishment of specific numerical values for these parameters is lacldng. The
inclusion of these parameters in the labeling/disclosure section of the standard, radier than in the
performance requirements section, allows the manufacturer to state in numerical terms the
performance of the device and, in the absence of clinical consensus on what this performance
should be, allows the user to evaluate the appropriateness of a particular device for the intended
application. At such time as clinical evidence dictates specific performance levels, the standard
will be amended accordingly.

a) Intended application. Needed to help prevent unintentional misuse.

b) Performance specifications

1) Control temperature range. Enables the user to determine whether the control
temperature range is suitable for the intended application (Hey 1975; Sauer, Dane
et al 1984; Scopes and Ahmed 1965).

2) Irradiance uniformity. During normal operation, the radiant warmer in-adiance
can be expected to differ at sites across the mattress. Since the location of the
infant on the mattress can vary, non-uniformity should be minimized in or-der to
maintain the infant as close to the prescribed warmer temperature as possible
(Adamsons et al 1969; Avery 1981; Bell and Rios 1983.

3) Indicated temperature accuracy. This information enables the user to
determine whether the maximum difference which can exist between the indicated
temperature and the actual temperature is suitable for the intended application and
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within the podamance requirements of this standard [4.= b)] (Adamsons et al
1965; Avery 1991; Day 1941; Peristek et al 1976).

4) Control terapermure conrUtion. This information
enakies the =a to determine whed= the difference, between.the prescribed
tem (contrul raum) and the indicated temperature am smitable for
the intended aWlication and within the perfoma Requirements of this standard
[4.2.2 c)] (Adamsons; et al 1965; Avery 1981; Perlstein et al 1976).

5) Infant temperature alarm. Mds information enables the user to determine
whether the temperature deviation from the ITC control temperature which win
activate a high or low temperature alarm is suitable for the intended application
(Bell, Weinstein et al 1980; Hey and Katz 1970; Scopes and Ahmed 1966;
Silverman et al 1966).

6) Other controls/alarms. This information enables the user to determine whether
the performance characteristics are suitable for the intended application.

7) Nursery alarm. sound level. This information enables the user to determine
whether the maximum alarm sound level in the nursery is suitable for the intended
use environment and that the minimum level is within the performance
requirements of this standard.

8) Maximum center mattress sound level. This information enables the user to
determine whether the maximum infant area sound level during normal use is
within the performance requirements of this standard (4.2.4.1).

9) Shelf loading. This information enables the user to determine whether the
maximum shelf loading recommended by the manufacturer is suitable for the
intended application.

10) Radiant energy varies by the inverse square of the distance, small variances in
the distance from the heater to the bed can cause dramatic changes in irradiance.

11) n/a

12) An infant radiant warmer operating in the manual mode continuously emits a
preset amount of energy to the infant regardless of histher temperature. If this
energy is at a maximum in order to rapidly warm up the infant, its skin can become
dangerously hot- A considerable source of risk is that there is not necessarily an
automatic monitoring of the infants temperaturt.
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13) Tim equipment cusnot differentiate between an increase in core temperature
with a cold sidn (&-m) and a low core and sidn temperature (hypothermia).
Therefore in all undear situations the temperature of the patient shall be
monitored.

14) Open bed warmers are susceptible to changes in the nursery environment.

15) Provide user with information to perform product maintenance to keep
equipmentwithin 

i 
ration.

16) n/a

17) Jones JWA, et al.: Increased insensible water loss in infants nursed under a
radiant heaters. Br. Med. J. 2:1347, 1976.

18) Comparable to incubators, radiant warmers have instabilities (Baumgart er al,
1984) in use which will result in variations in operative temperature with time.
Pedstein et al (1970; 1976) have shown that rapid variations, especially dsing
environmental opemdve temperatures, will cause an increase in apnea and a
decrease in survival rate among infants. Since we do not have an adequate way of

measuring operative temperature in a radiant warmer, we are left with measuring
the components of operative tempemmm, the most important of which is
inwhance. Although we cannot quantitate how much instability in irradiance and

steady state is dangerous for the infant with regard to amplitude or frequency, in
general a more stable device should be a better device. The instability is from both
variations during steady state, that is, variance, and from overshoot and
undershoot when the device is made unstable.

19) The user needs to know how long it takes for the warmer to achieve full
power 0UtpUL

20) The user needs to know the effect of temporarily removing or blocking the
radiant heat source.

c) Important notices, cautions, and warnings. The rationale for these requirements is as
follows:

1) and 2) Oxygen consumption in infants has been shown to be related to infant
skin temperature (Adarnsons et al 1965; Kajtar et al 1976; Silverman et al 1966).
Controlling infant temperature with a rectal probe or a skin temperature sensor
which is not accurately sensing the skin temperature (loose or misplaced probe)
can result in adverse effects on oxygen consumption (Silverman et al 1966).
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3) See A4.1.1.6.a)

4) See A4.1.1.6.c)

5) See A4.1.1.6.d)

6) See A4.1.1.6.g)

d) Ocanin , disinWtins and swrilizing. Provision of mended
procedures will help assure an effective cleaning method which

willnot degrade device performance

e) ITC algorithm. This information is required to provide clinicians with an
2 of dw interrelation of the various parameters controlled and affected by theQP

radiant warmer in ITC mode.

&4.1.3 Service m-nus

Necessary to enable service personnel to perform preventive maintenance, calibration and repairs
in conformance with the manufacturer's recommended procedures.

A4.2 Performance requirements

A4.2.1 Environmental performance

Miis requirement reflects the Emits of the range of ambient environmental conditions normally
encountered in a hospital environment.

A4.2.2 Ibermal charactedstics

a) The maximum radiance of a radiant warmer determines how quicJdy under maximum
heat conditions it could warm up a baby. That is, it determines the safety margin that is
allowed between the time an alarm sounds and a nurse can correct a single fault condition
that could result in over beating of the infanL Tbus, for safety's sake, the lowest maximum
heat capacity that is effective should be used. Baunigares data (Baumgart et al, 198 1) in
small babies suggests that in steady state any infant could be maintained with a maximum
radiance of 25 MW/CM2. The existing radiant warmers have a maximum radiance of no
more than 55 MW/CM2. Thm seem to be adequate in clinical experience, thus setting the
maximum radiance at 60 MW/CM2 will allow plenty of effective power without
compromising the safety of the device by providing power in excess of what is needed to
keep babies warm.
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b) infant indicated temperature accuracy. Clinical judgments concerning the adequacy of
thermal control and infant well being are based in great part, on the slan temperature

ts. Small changes in sidn temperatum have been shown to affect 02

consumption aalanc 1983; Silverman et al 1966). An accuracy of :t OYC is considered

clinically acceptable and is capable of auamment with current technology There may be
additional variancic betweett actual skin tempewure: and that measured by the sensor

by the site and method used for attaching the sensor to the skin.

c) Maximum operator contact tempm=w on 0-3 second exposure to a metal surface at
850C will result in pain. Roughly two and one-half times as long is required to cause
tissue injury (Stoll, et al, 1979). Quick removal of the tissue from the heated surface in
response to the pain sensation can prevent a reversible injury to the skin.

d) see below (g)

e) The user of the equipment must be confident that the temperature that is set will be the
actual temperature achieved within + 0.5*C.

f) Maximum infant contact temperature. Potential damage to human skin from hot
surfaces can be divided into two parts. Acute changes due to thermal transfers of heat
already stored in the material to the skin and chronic changes due to the conduction of
heat from the heat source to the infant's core. Safe levels of acute exposure can be
calculated from the equation of Stoll (1979, 1982) assuming skin thickness approaches 0.

f.412 239
TMPt = .494(t + 

31.5) 
+ 410 C

(ýkp CP

where TmPt is the temperature of a material at the pain threshold, t is the time of
exposure, k is the thermal conductivity of the material ( Joules/sec-an-'C), p is the density
of the material (gm/cm'), and cp is the specific heat of the material (Joules/km.'C). The
time to produce skin damage is approximately 2.5 times that to produce pain. Five
seconds is chosen for the end of acute events. nus, the allowable temperature of the
surface TmPt is:
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AP CP
TmPt = 0.494 (5)-m (ýL_239 + 

31-5) 
+ 4PC

TmPt = 0.25 
(0.239 + 

31.5) 
+ 4? C

(Tkp 7,

0.06
TnIpt = vk. + 48.7 C

P cp

For chronic exposure the skin temperature must exceed 43 *C to produce damage. Forty
degrees is used for the standard to provide a margin of safety. We use the equation for
heat flow by conduction, (TI-T2)kfX, where k is the thermal conductivity and X is
thickness. If the thermal conductivity of skin is 2.lxlO'3 Joules/sec-cm-*C (Cohen 1973),
and the effective thickness fi-om skin to core is I cm (Brock 1992), and if the thermal
conductivity of the material is k, and its thickness is X, then

(T. - Tk.) k*./Yd. = (T. - T*.) kIX

and if
T. = 37 'C, TA:k < 40 *C, kk. = 2.1 x 10-3 Joules/sec-cm-*C,

X.j. =1 cm then

6.3x IOrjXTsource < . +40
k
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Or looldng only at the tight side of the equation, the beat flow to a 37 *C heat sink shall

not meed (Tw, - Tmj kmjXd& or 6.3xlW Joules/sec_CM2.

Emmple:

For Teflon, k = 2.42 x 10 Joulestsec-an-OC, p = 2.15 gm/cn:0, Cp = 1.05 Jouledgm-OC.

kpcp = 5.46xItV JoukS2lCnIC

,Fkp-c, = 0.0739JoulesIcWC

For acute exposure of 5 sec, the allowable surface temperature TmPt shall be:

0.06 + 48. 93 C = 49.70 C
0.0739

If the heat source is not directly on the other side of the Teflon and a more complicated
geometry exists, the heat flow to a 37 *C heat sink shall not exceed 6.3 x 10-3

Joulestsec-cm 2 , after a 5 sec stabilization.

g) Radiant warmer temperature control range. The neutral thermal zone for infant sIdn
temperature under radiant warmers is approximately 36 to 37 *C (Malin, 1987). Due to
artifacts in the measurement of sIdn temperature under low humidity environment
(Belgaurnkar and Scottý 1975) which may result in the sIdn temperature measured by the
warmer being substantially higher than the baby's mean sldn temperature, a slightly higher
upper limit was included in this standard than in previous standards. Overheating the
infant can result in increased apnea (Daffy, et al, 1969).

A42.3 Alarnis
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A42A1 Hi9b temperaturt (ITC)

Failure of the prmary radiant warmer temperature control system could cause the infant to be
exposed to dangerously high ak . A high temperature alum will minimize the degree
and duration of exposure of the to high tempemmm in the event of such failure, Experience
has shown that adjustable high tempmture thermostats are misadjusted to their 

. 
um

position, and that such adjusm:Lents have resulted in excessively high radiant warmer temperatures
without an alarm.

A4.2.3.2 Manual mode alanin

An infant radiant warmer in the manual mode of operation emits a preset amount of energy to the
child continuously, regardless of the temperature of the infant. If the heater is set at the maximum
in order to warm up the infant rapidly, the sidn of the infant can become overheated. It is
therefore essential to attend equipment operation and infant condition at frequent intervals.

A4.2.3.3 Infant temperature sensor failure

A failed sensor or one which is not properly connected to its receptacle could cause the infant to
be exposed to high operative tempemtures. A failed alarm provides a rapid alert to prevent this
occurrence. Deviation of the indicated temperature from the control temperature may indicate
that the warmer is not appropriately controlling the baby's temperature. Were this situation
allowed to continue, hypothermia or hyperthermia might result- Causes of deviation of the
indicated temperature from the controlled temperature include dislodgement of the skin probe
(Mayock, 1976), the placement of the skin probe on the infant after it has become dislodged and
the infant has become overheated, malfunctioning of the warmer or probe, and warming of a cold
baby or cooling of an overheated baby. In practice, this provides the only alarm for probe
dislodgement. 'Me most common fault condition in caring for babies in infrared warmers is the
detached skin probe. If the skin probe becomes detached and the user does not become aware of
the detached probe in a timely fashion, the infant can be dangerously overheated. Although the
alarm for deviation of the indicated temperature from the control point picks up most of the skin
probe dislodgement, if the probe becomes dislodged gmdually so that the temperature changes
gradually, it will not be picked up by this particular alarm system. Similarly, if the probe falls to a
region that has a temperature similar to that of the infant, its dislodgement will not be picked up.
This has the potential to result in hyperthermia of the infant and frequently does in clinical
practice. Thus, if a better means becomes available to detect skin probe dislodgement directly
incorporating it into the device design of the radiant warmer will result in a safer and more
effective device. Although several such devices have been designed, none had been tested in a
practical environment at the time this standard was written.
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A4.13.4 Power faffure

To help assure that pemomd will be alerted when the warmer is not being powered, due to
8 ý ý 11 - of the power coed plug or to a general power outar, radiant warmers should

itiomporave an auditory alum to signal complete fidure of input electrical power. Inadvertent
temporary power loss for any mom should not alter do operating mode or settings when power
is restored.

A42.U Alarm sHencing

A 15-minute alarm silence will provide for reactivation of the alarm in a reasonable period of time,
without creating such an annoys= that the attending personnel will be disposed to permanently
disable the alarm. The visual indication that an auditory alarm is disabled wives as a reminder to
personnel that an alarm condition which is potentially harmful to the infant may exist and may
require resolution. An exception was not allowed for initial warm-up of the device, even though
warm-up time commonly exceeds 15 minutes, since overheating with a radiant warmer can occur
very quickly.

A4.7.4 Sound levels

A4.2.4.1 Auditory alarm

A minimum alarm sound level is necessary to reasonably assure that an alarm will be heard in a
typical nursery environment.

A4.7.4.2 Mattress: center alarm

In a number of suidies, warmer noise Levels have been measured and potentially harmful effects on
the hearing of prematurely bom infants have been suggested. Studies demonstrating a harTnftd
synergistic effect of continued noise and ototoxic drugs in guinea pigs have added to concern
about potential risks to infants (Dayal et al 197 1). (However, the only studies involving infants
nursed in conventionally available incubators have failed to establish a synergism between
incubator noise and kanamycin, or a correlation between deafness and duration of noise exposure
[Winkel et al 1978; Abramovich et al 1979; Stennert et al 19781.) Based on the available
evidence, the committee judged that a maximum interior sound level of 60dBa, which represents
performance met by currently available incubators, provkIed reasonable assurance of safety.

A4.2.5 Fire prevention

The increase in flammability which could occur at oxygen concentrations of 4% (above ambient)
or less was considered acceptable in == of safety. An energy level of 10 VA is sufficiently low
that ignition will not occur in high (<4%) concentrations.
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ILA41.6 M -1- equirennnts

A4.2.5.1 Infant mathvss area

The device shall contain the infant within the mattress am in such a way as to prevent the infant
from falling, while also providmg a means for observation and nursing manag L

A4.2,6.2 Stability and 1 r s

a) Tip-over - Ile required values are based on established industry practice for evaluation
of stability (UL 2601.1).

b) Thresholds - It is important that the warmer continue to operate as specified by the
manufacture following impacts with obstacles normally encountered in the health care
facility (e.g. elevator thresholds).

A4.2.6.3 Shelves and mounting brackets

This requirement is intended to assure safe mechanical construction under normal use.

A4.2.6.4 Supplementary gas supply

Extreme mechanical shock presents a hazard due to the nature of compressed gases.

A4.2.6.5 Switches, controls, and knobs

a) Inadvertent changes to control setting can be detrimental to infant safety.

b) Rotation of controls and switches on the panel could result in improper setting of a
control.

c) Ergonomic standard - Humanfactors engineering and preferred practices for the
design of medical devices, second edition (HE48-1999). Amenican National Standard.
AANE

A4.2.6.6 (I & 2) Ingress of liquids

Ingress of liquids that may contact electrical circuitry can degrade performance, reliability, or
cause a hazardous condition.

A4.2.6.7 Mercury thermoineters and therinostats
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The exposure of infants to the potential toxicity of mercury vapor was judged by the committee s
clinical participants tD represent an unnecessary rislL Technically there am other mean by which
the referenced functions can be accomplished.

A41.6.8 Infant sensor

A rectal probe if improperly used to control an infants temperatm could result in unstable and/or
undesirable sidn because of the response tim Merences between rectal and sidn

A4.16.9 Wheels

Means to allow the user to prevent the warmer from moving are necessary for the safety of the
user, infant, and equipment.

A4-7-7 Electrical characteristics

A4.2.7.1 Risk current

Limiting risk current reduces the potential for inadvertent electric shock from the device.

A4.2.7.2 Overcurrent protection

Overcurrent protection minimizes electrical and fire hazard and/or damage to other components.
Interruption of power to other equipment is also minimized.

A4.2.7.3 Power switch

Ihis requirement helps assure that primary power will be interrupted if used on isolated power
sources or if polarity is reversed.

A4.2.7.4 Power cord and strain relief

The National Electrical Code is a recognized standard.

A4.2.7.5 Power indicator

Any illuminated indicator helps provide the user with visual conformation that the switch an
power are on.

A4.2-7.6 Supply voltage variation
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Mus requirement pwvxks son=ce dat tbe warmer opeaft as speciified will over a mp of
voltage fluctuation typically am in fir. hospital. Voltap variation beyond the normal range

should not damage the devW&

A42.7.7 Dielec&ic wftbstmd

This requirement provides assurance that typical high voltage transients will not cause electrical
breablown.

A4.17.8 Grounding impedance

Low impedance is required to assure that the ground path is adequate to handle large currents
that may occur during electrical faults.

A4.L7.9 Electromagnetic compatibility requirements

With the proliferation of digital and computer instruments woridng at close range in the hospital,
for instance in the ICU, there are a growing number of instances where one instrument emits
radiation winch interferes with the performance of another msu=enL EMC must therefore be
considered, in the expectation that compliance with EMC standards, on both emission and
immunity, will minimize detrimental interferences between instruments.

EMC performance and validation tests am very complex and require sophisticated
ipstrunientation. It is not practical to make the infant radiant warmer standard a stand alone
document by including all the pertinent information, particularly concerning test methods and
. 

strunientation. Instead, we reference a number of EEC documents which specify in detail the
appropriate EMC test methods and instruments. Two of these documents are still in draft stage,
hence are subject to possible change. However, drafts of dim documents are available and are
routinely used by development and test engineers; it is therefore reasonable to reference and use
these documents, and we have no alternative at this time. Clearly, if the final documents differ
from the current drafts, the committee will have to examine the impact on the present standard
and consider possible revisions.

The standard addresses two complementary subjects: emission, ie., the intensity and
characteristics of electromagnetic radiation emitted or conducted by an operating device, and
immunity, i.e., the ability of an instrument to perform satisfactorily while exposed to external
electromagnetic radiation. The standard sets maximum levels on electromagnetic emission and
defines the levels of external radiation which the device shall tolerate and still perform
satisfactorily.
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ne maximum levels of emission stated in the general standards have been adjusted to the specific
device considered, ie. infant radiant warmer, and require a dkzign effort by the Manufacturer. At
the same awe, the levels am achievaWe with good design, may be diftbrent for different, operating
modes, and may also be waived when they cannot be achieved during certain operating modes.

The IEC collateral statkiard 601-1-2 on EMC in medical devices recognizes that measurement and
control of EMC is pardiculasty difficult for patient coupled devices, such as infant radiant
warmers, where the infant temperature sensor acts as an antenna which both emits and receives rf
signals, with an antenna gain which depends on the layout of the infant temperature sensor. Ile
IBC starWard ms, allowance for this situation by providing limited exeraptions from the
immunity requirements. Mum exemptions are extended to the present standard, on condition that
the reduced immunity levels be measured and disclosed by the manufacturer.

The EM levels stated in the immunity subsection represent a compromise between the infant
radiant warmer design state-of-the-art and the almost infinite variety of EM environments that a
portable device may encounter. Ile general documents quoted in reference (CISPP, IEQ have
standardized on approximately four levels which represent increasingly harsh environments. Level
2 environments are commonly encountered, hence full immunity to Level 2 fields is required.
Level 3 environments are rare but may be found (e.g., in the OR or near power lines, etc.) and it is
important to indicate the performance of the instrument in a Level 3 environment. However,
based on CDRH test dam for EMI in ambulances (FDA, 1995), the 10 V/m field strength
specified in the reference documents was replaced with 20 V/m.

For EMC requirements it is a generally accepted practice to define standardized and progressively
more severe EM environments and specify the device response to these standardized
environments. There is of course an almost infinite variety of field environments which differ
from the standardized environments covered in this standard, they are asked to test their devices
in these environments, seek to achieve the highest possible immunity and disclose any observed
degradation in performance, so that the user will have appropriate warnings.

Finally, EMC is a rapidly developing subject where standards are evolving. This section of the
=mport infant incubators standard is likely to be revised and improved in the future.
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AmmmAA
(Informative)

General guidance and radonale from 10EC document

Note to AAMI Members: Miese were "left over" rationale statements from the IEC document
that did not immediately fit in with the "AAMIzed" version of the IEC Warmer Standard.

2.1.103 The aluminum 500 g = devices were developed in 1984 on the basis that they were
simple to reproduce to specific dimensions and respond to temperature changes due to variations
in warmer output. Different manufacturers of infant warmers have considered them to be a
suitable reference for tests of their products. Other test devices of this nature tended to be more
complicated to reproduce and relatively mom expensive.

This test load configuration is not intended to represent a specific infant size, but only to test the
operation of a radiant warmer.

This test load configuration is intended to demonstrate the radiant warmer temperature control
mechanism, and indicates the uniformity of heating across the mattress.

A matt black finish of the test loads should provide a high emissivity value for consistent test data
reproduction.

3.6 The additional specified single fault conditions apply specially to this
PARTICULAR STANDARD.

4.5 Infant Radiant Warmers are commonly used in areas where ambient temperatures range from
180C to 300C.

6.8.2 aa (8) It is desirable that the equipment should be provided with an auditory alarm and
visual indication which operates when the SKIN-TEMPERATURE SENSOR is detached from
the infant's skin, since it has not been reliably achieved technically. This has not been made a
requirement of this standard.

6.8.2 aa (17) Them have been reports of hot fragments (e.g. metal oxide particles) from aged
warmer heaters falling onto the mattress.

33. Infant radiant warmers provide thermal support by directing invisible infrared light to the
infant's body. The source of this infrared light is an overhead heater whose electrical power input
is limited by design, thereby limiting the amount of infrared energy output that can be directed at
the infant.
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The limits proposed in this standard are based upon a review of literature regarding the effect of

bdrared radiation upon the eyes and sidn of humans.

Infrared measurements can be made in both the 760 to 1400 nni wavelength (IR-A region) as well

as the 1400 to 4500 nrn segment of the wavelength IR-B and IR-C regions.

The IR-A region is associated with the potential for damage to the crystalline lens which may lead
to a cataract. The IR-B aDd IR-C regions are almost completely absorbed by the cornea, (the
outermost layer of the eyes) with a resulting potential for bum.

From this review of the literature the following statements can be made:

a) There have been no reports from any sources describing any harmful effects of infrared radiant

energy on either the eyes or sldn in infants nursed under infant radiant warmers. Retrospective
examinations specifically looking for any eye effects have produced no evidence of harmful effects
for either the short-term or long-term evaluations. The long-term evaluations were performed
from 30 days to 6 years after the infants were nursed under radiant warmers.

Similar levels of irradiate have been used in neonatal intensive care units for at least the last 15
years to provide thermal support to premature infants.

No reports have identified a corneal opacity or sidn inflammation caused by the nursing of the
infant under a radiant warmer.

Both cataracts and retinal lesions have been documented as being caused by IR-A wavelengths.
Absorption of the infrared energy by the ids which indirectly heats the lens (and forms opacities)
has been identified as the most likely cause of infrared induced cataracts. Infant radiant warmers
possess very little IR-A energy when compared to source that have caused cataract formation.

Retinal lesions have been reported to be caused primarily by shorter-visible light wavelengths and
the actual IR-A component may be a negligible contributor to any retinal damage that would
occur.

The proposed radiant warmer threshold values put forth by Emergency Carr, Research Institute in
1973 have been observed and maintained by manufacturers of radiant warmers on the market
today. These limits of less than 300 mW/cm2 for the IR-B and IR-C regions and less 40 

mw/cm2

for the IR-A region are based on data that since has been updated and re-evaluated and confirms
that these are also appropriate-

Photobiologists have not yet determined absolute minimum safe levels of incoherent infrared light
in the IR-A, B, and C regions. It has been proposed that for IR-A wavelengths, a safe, chronic
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exposure level probably is on &e order of 10 mWlcme vA& allowanceS for incidetitel exposures
for several min up to 100 =Wlcie. In a 1980 PWAkadm fiUm ow Of these Sam authors
(Sliney), it was conchaded dmK 100 mWkse for IR-B and IR-C r*OUS is the safe threshold limit
for chronic exposure to d3e comea. Since do time diese limits were proposed, dim authors have
- - - Mensed, that mom recent in indicate that infived radiation may not be as
hazudous; as was once thought.

Since no harmful effect hom the irradiarice levels now present in radiant warmers have been
reported, dm levels can serve as a mmunium threshold limit until. further data are made available

Although further study of threshold levels could be useful to further define limits, the actual
benefits derived from the use of radiant warmers far outweigh the potential, unreported, and
theoretical nsks associated with radiant infrared energy from infant radiant warmers. No reports
of any harmful irdrared energy induced effects have been documented in the medical literature
after nearly 15 years of clinical use.

c) The speca-Z characteristics for human eye and skin media have been documented in the
literature. No studies of the neonatal eye spectral charactmutics have been reported. Only the
spectral characteristics of neonatal skin with respect to visible light has been reported.

Although the neonatal eye is not completely developed at birth, the spectral characteristics are
believed to be similar to an adulL Examinations of neonatal eyes after being nursed in radiant
warmers has not shown any harmful effects with the level of IR-A delivered by the radiant
warmers.

Neonatal excised skin specimens have been shown to have similar spectral absorption
characteristics to adult skin in the visible light regions. However, the IR-A regions the sIdn
absorption can vary with skin thickness.

Since the skin's reflectance is greatest in the IR-A regions, much of the incident light will be
reflected away and only a small portion of the total incident light would actually penetrate the
skin.

Most infrared energy is in the IR-B and IR-C regions and is absorbed by the top 1-2 mm of sIdn.
No harmful effects of absorption of the radiant energy from a radiant warmer have been reported.
Since infrdred energy is not energetic enough to enter into photochemical reactions with sidn
components, the only effect of the absorption of the energy is heating, which is the primary reason
the infant is under a radiant warmer.

d) The associated hazards from exposure to infrared energy have been documented in the
literature for humans and animals, using both coherent and incoherent light. The hazards reported
in the literature from exposure of humans to incoherent infrared light are cutaneous skin bums,
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corneal opacities and infla unation, lenticular opacities (cataracts), retinal lesions, and skin
influnmation. Re=t reports have shown that the cutaneous sidn burns, corneal opacities and
inflammation, and sidn inflammation am due entirely to the IR-B and IR-C portions of the infrared
spectrum because the outermost layer of the skin and eye absorb all of the incident radiation in the
wavelength regions they do not trmundt any significaut portion of incident energy below this
outermost layer. Sidn pain thresholds have been documented at approximately 450C. Several
cOmme=iAUY available radiant warmers have sidn texaperatm limits to prevent the s]dn
temperature from ==ding 40cC. CO`me21 OPac't= have been reported in neonates, but usually
are associated With odw Pathological conditions (m association with congenital glaucoma, or as a
result of an infection fim either congenital rubella or herpesvirus).

42.3 The requirements of this clause can be based upon the BSI publication (23) and the drafting
committee noting the potential risk of babies under warmers coming into contact with hot
metallics or other surfaces, hence the stated limits.

46.104 It is necessary to have in the manual mode a mode of operation without alarm function on
a low heater output level to keep the equipment previously warmed (as a stand-by-function) or to
provide only a small proportion of heat to the baby (usually bigger ones). The experts of this
worldng group and the pediatrics doctors from the German National Committee are of the
opinion that at a level of 10 mW/cm2 is no risk for babies under radiant warmers. Long
experience with the use of radiant warmers with low output-levels conf-mn this statement. There
are no safety hazards known.
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Division of Dental Infection Control, and General Hospital Use Devices (DDIGD)
Checklist for Premarket Notifications 1510(k)sl

Device Trade Name: Ml 7a
Submitter Name:

Date Ri3ceiVed-: (I 
n

90 Day Due Date:

Review Tier (circle one): 1 2 D3

Question Yes No

A. Is the product a device?

B. Is the device exempt from 510(k)?

C. Expedited Review Status: Requested by sponsor,

or identified by PILOT Division

Granted by Pilot Division?

D. Has this device been the subject of a previous NSE
decision?

If yes, does this new 51 OW address the NSE
Issues(s), e.g., performance data?

E. Has the sponsor been the subject of an integrity
investigation?

If yes, has the ODE Integrity Officer given
permission to proceed with the review?

Decision: ACCEPT REFUSE TO ACCE PT

/I.' 
JAN 2 2 1997Administrative Reviewer Signature: I/ Date:

Supervisory Signature: Date:
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Division of Dental Infection Control. and General Hospital Use Devices (DDIGD)
Screening Checklist for Premarket Notifications 151 0(k)s)

ELEMENTS ALWAYS REQUIRED MARKED WITH ASTERISK

Device Name: cc 
-Tý v6i

Submitter Name:

MISSING
General Content of a 510(k) INFORMATION

1.* General lnfor=tion: a) trade name, b) common name,
W establishment registration number, if known d) address of
manufacturing sites, e) FDA assigned device class f)
FDA review panel, if known, g) state if submission is for a
now device or modiftation of a legally marketed device, h)
identify legally mwMted device.(s) to which applicant claims
equivalefrice of submitted device, i) applicant's name and
address.

COMMENT:

2. :We Medical Device Act of 1990 Reguiremeals
a) 510 W summary or statement (ALL devices)
b) Truthful and Accurate Statement (see attached)
c) Class III Certification & Summary (only for Class III

---'-dovices).
d) Indication for use statement
COMMENT:

3. Proposed Labeling: a) device and package labels, b) package
insert, c) statement of intended use, d) promofional material
that may accompany device.

COMMENT:

4. 2-escription of Device (or modification): diagrams, engineering
drawings, or photographs.

COMMENT:

5. Comparison Information: similarities and differences to named
legally marketed equivalent device(s), a comparison table of
attributes is recommended and should compare and contrast:
a) labeling, b) intended use, c) specifications, d) materials, e)
performance (bench, animal, clinical) data (as neqqed), f)
analysis of comparable safety and effectiveness.

OMMENT: N
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6. Biocomoatibility Data: needed for all direct or indirect patient
or user-contacting materials per Tripartite Guidance or ISO

standard, or provide a certification that materials are identical
to legally marketed devices for same intended use.

COMMENT:

7. -$terilization Information: a) sterilization method, b) Sterility
Assurance Level, c) type of packaging, d) pyragen test

method, e) EtO residues, ffradiation d6se,'g').'sta-tement of
validation method.

COMMENT:

8. -$-Qftw-are Validation & Verification: according to FDA
guidance: a) hazard analysis, b) level of concern, c)
developnient documentation, d) certification.

COMMENT:

9. 1 - mation Recommended in FDA Guidance: There is an FDA
guidance document for this device that recommends
additional data.

COMMENT:

10. Kit Information: see attachment if this device is a kit.

COMMENT:
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

January 08, 1997

HILL-ROM, INC.
1069 STATE ROUTE 46 EAST
BATESVILLE, IN 47006
ATTN: JAMES G. CARPENTER

Food and Drug Administration
Center for Devices and
Radiological Health
Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.

Rockville, Maryland 20850

510(k) Number: K970074
Received: 08-JAN-97
Product: STANILET

FREESTANDING/CC
INFANT/2000C INFANT
WARMER

The Center for Devices and Radiological Health (CDRH), Office of Device

Evaluation (ODE), 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

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.

We will notify you when the processing of your premarket notification has been
completed or if any additional information is required. YOU MAY NOT PLACE

THIS DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA

ALLOWING YOU TO DO SO.

On January 1, 1996, FDA began requiring that all 510(k) submitters provide on
a separate page and clearly marked "Indication For 

Use" the indication for use

of their device. If you have not included this information on a separate page

in your submission, please complete the attached and amend your 510(k) as soon
as possible. Also if you have not included your 510(k) Summary or 510(k)
Statement, or your Truthful and Accurate Statement, please do so as soon as
possible. There may be other regulations or requirements affecting your device
such as Postmarket Surveillance (Section 522(a)(1) of the Act) and the Device

Tracking regulation (21 CFR Part 821). Please contact the Division of Small
Manufacturers Assistance (DSMA) at the telephone or web site below for more
information.

Please remember that all correspondence concerning your submission MUST be
sent to the Document Mail Center (HFZ-401) at the above letterhead address.
Correspondence sent to any address other than the Document Mail Center will
not be considered as part of your official premarket notification submission.
Because of equipment and personnel limitations, we cannot accept telefaxed
material as part of your official premarket notification submission, unless

specifically requested of you by an FDA official. Any telefaxed material
must be followed by a hard copy to the Document Mail Center (HFZ-401).

You should be familiar with the manual entitled, "Premarket Notification

510(k) Regulatory Requirements for Medical 
Devices" available from DSMA.

If you have other procedural or policy questions, or want information on
how to check on the status of your submission (after 90 days from the
receipt date), please contact DSMA at (301) 443-6597 or its toll-free
number (800) 638-2041, or at their Internet address DSMO@FDADR.CDRH.FDA.GOV
or me at (301) 594-1190.

Sincerely yours,

Marjorie Shulman
Consumer Safety Officer
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---I

Premarket Notification

Truthful and Accurate Statement

(As RequirW by 21 CFR 807.870))

I cer* dwa, in my capacity as Manager ofRegulatory Affida offfiff-Rom, I
believe to the bed of my kwwkdg% that all dam and inflortnation admitted in the
premadiet notification are truthAd and accurate and that no material fiwt has been onutted.

Ta'a G. C",G. Carpenter
Manager ofRegulatory Affairs
January 6, 1997

1 0
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Classification Panel: 80 General Hospital and Personal Use Devices
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Product codes of devices to which substantial equivalence is claimed: Summary of, or statement concerring,
safety and effectiveness data

El 51 0(k) summary attached
0 510(k) statement

I FMT 2 ---3 4

5 16 7 8

Information on devices to which substantial equivalence is claimed:

510(k) Number Trade or proprietary or model name Manufacturer

1 K942948 1 Stabilet Infant Radiant Warmer 1 HiR-Rom, Inc.

2 2 2

3 3 3

4 4 4

5 5 5

16 16 16
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Common or usual name or classification name: Infant Radiant Warmer

Trade or proprietary or model name Model Number

1 Stabilet' Freestanding Warmer 1 1250C

2 Stabilet' CC 1nfant Warmer 2 1500C

3 Stabilet' 2000C Infant Warmer 3 2000D

4 4

5 5

6 6

FDA document numbers of all prior related submissions (regardless of outcome): Not Applicable

1 K9429N 2 K913945 3 K850W9A 4 5 6

7 8 9 10 11 12

Data included in submission: 11 Laboratory testing 0 Animal trials 0 Human trials

Indications (from labeling):

The Stabilet' Infant Radiant Warmer maintains the infant's body temperature at a level

determined by the caregiver through the use of an infrared radiant heating element and is
designed to be used in those areas of the healthcare facility that provide neonatal and infant care.
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Company Institution name: Hill-Rom, Incorporated FDA establishment registration
number:

1824206

Division name (if applicable): Not applicable Phone number (include area code):

(812) 934 - 1671

Street Address: 1069 State Route 46 East FAX number (include area code):

(812) 934 - 1675

City: State / Province: Country: ZIP / Postal Code:

Batesville Indiana United States 47W6

Signature:

Name: James G. Carpenter

Title: Manager, Regulatory Affairs
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Indications for Use

510(k) Number: Unknown

Device Name: StabiletTm Infant Radiant Warmer

1ndications for Use:

The StabiletTm Infant Radiant Warmer maintains the infant's body temperature at a level
determined by the caregiver through the use of an infrared radiant heating element and is
designed to be used in those areas of the acute care hospital that provide neonatal and
infant care.

Federal law restricts this device to sale by or on the order of a licensed health care
practitioner and its use is restricted to health care facilities.

5

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



CONFIDENTIAL

x
cc

cc
0
E
010

0

E
V

0

4)

CS1

ZqZo Z

(oce) E
C6 ce)

l
cl)

I lcl

4)
Znto m

0
(D CLC14r.: ci

a
r- E 0

cc. C4
zn x 00 M

-Eco

A

:n m co cl C4
W oiN E

8
LL

W

C-4

;L ý--[CNI4
x 00LnI-E

C6 co)co
C6

J
2

Ul)0) m 0 CL04
W C-4 rl-E 0

5

IILLI

7,S
0
5
.0

W M 'U Z

E cm
CD

M V)
4) v 0 cc

0 o > w0
(D

0 CD

l l

o EL
4) 02

U
(

- 1
D
: :*

4
M
) >ý-

, 4)
:c m u

>1
ý-

co
'N P1041 &W

It N
C;oo No 

I 
& 1!41 0

r.: N v A
ý.rl I ;o I zqlýt

-Z -Z-Z- 11-414ý1 1 I'll I lll:r z

z:Z!ý laý I I allafl 1:!ý

0

0
0 (D

im vS o
2ul
cc

0
c
R

ii
tor--6

l
U)
to c

R
a cc 0 w 0 lv

m mm U- m Mio

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



x

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



H[LIL-ROM ENGINEERING
SPECMCATION DRAFT

DATE EFF.:
5/3/97

TITLE: SPECIFTCATION FOR STABILET FREESTANDING WARMM

1.0 SPECMCATION PURPOSE CONFIOENTIAL

7

/I

(b)(4) 

(b)(4) 

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



HMJ,ROM ENGINEERING
SPECIFICATION DRAFT

DATE EFF.:
5/3/97

TYULE: SPECIFICATION FOR STABELET FREESTANDING WARNIER

NTIAL

.....

....
...... 
............

.....
.......

.
.......
....

(b)(4) 

(b)(4) 

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



HIILI,ROM ENGINEERING
SPECMCATION DRAFT

DATE EFT.:
5/3/97

ITILE: SPECMCATION FOR STABILET FREESTANDING WARMER

RECORD OF CHANGE

DATE REV DES CRIMON OF CHANGE APPROVED

30

) 

c I

(b)(4) 
Specifica
tions

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



M R..AND.AU W

(b)(4) 
Drawing

(b)(4) Drawing

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



CR.ATH"
....................

... .... . .. .... MERW.,ARD I-'*.?..,.". R I
....................

(b)(4) 

(b)(4) 

(b)(4) 

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



HIIJ,ROM ENGINEERING
SPECMCATION DRAFT

DATE EFT.:
5/3/97

0

TrlTE: SPECMCATION FOR STABUXT FREESTANDING WARMER

FIGURE D

33

(b)(4) 

(b)(4) Schematic Drawings
(b)(4) Schematic Drawings

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



BILI,ROM ENGINEERING
SFECMCATION DRAFT

DATE EFT.:
5/3/97

SPECMCATION FOR STABILET FREESTANDING WARMER

FIGURE E

34

(b)(4) 
Schem
atic 
Drawin
gs

(b)(4) Schematic Drawings

(b)(4)

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



HHA,-ROM ENGINEERING
SPECIFICATION  DRAFT

DATE EFF.:
5/3/97

TITILE: SPECIFICATION FUR STABHET FREESTANDING WARMER

FIGURE F

35

(b)(4) Schematic Drawings

(b)(4) Schematic Drawings

(b)(4) 
Schematic 
Drawings

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



HILL-ROM ENGINEERING
SPECMCATION DRAFr

DATE EFF.:
5/3/97

TITLE: SPECMCATION FOR STABIELET FREESTANDING WARMER

BLANK PAGE

36

(b)(4)

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



4

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



HH,1,R0M ENGINEERING DATE E".: (10NFIDEITIAL
SPECMCATION DRAFT 5/3/97

IT11,E: SPECMCATION FOR STABIELET CC

37

(b)(4) Specifications

(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



EN

62

(b)(4) 
Specificatio
ns

(b)(4) Diagram

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 

(b)(4) 
(b)(4) 

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



BUL-ROM ENGINEERING
SPECIFICATION DRAFr

DATE EFF.:
5/3/97

ME& SPECIFICATION FOR STABHXT CC

FIGURE D

64

p

(b
)
(4
) 
S
c
h
e
m
at
ic 
D
ra
w
in
g
s

(b)(4) Schematic Drawings

(b)(4) Schematic Drawings

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



wwr

HH.TeROM ENGMERING
SPECMCATION DRAFT

DATE EFT.:
5/3/97

TrrM- SPF)=CA7WNFORST"HMCC

65 

b

(b)(4) Schematic Drawings

(b)(4) 

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



HUI.-ROM ENGMEERING
SPECMCATWN  DRAFr

DATE EFF.:
5/3/97

Tnim. SMMCATM FOR STABUM CC

66

(b)(4) Schematic Drawings

(b)(4) 

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



HHJ,-ROM ENG]NEERING
ATION 

1

DRAFT
DATE EFT.:
5/3/97

I-

Trn.&- CEFICAMN FOR STABUM CC0 1

BLANK PAGE

67

(b)(4) 

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



p

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



ler, "

E 

mi'Itom 
-

9
DATE, EFF.:

17:

w 30CATWINSc c DRAFT 5/03W

TrrLF.- 010FICATWINPORSTABUXT

68 

q

(b)(4) 

(b)(4) 

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



j

im T,.Rom wGv4zlKff4G

spw ATION DRAFr
DATE EFF.:
5/WW

TrrIUL. SpECHPICATION FOR STADMU

FIGURE B

99

q 

,

(b)(4) 
Specif
ication
s

(b)(4) 
Specifi
cation
s

(b)(4) Schematic Drawings

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



........ ..

BELLAOM ENGP8ZRlNG
SPEMCATION DRAFr

DATE FFF.:
5/03/97

TrrL& ;USCEMATWN FOR STABRM

10D

(b)(4) 
Specific
ations

(b)
(4) 
Sp
ecif
icat
ion
s

(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



p Ipirl'!

MR L-ROM ENGD413MMG
lmncATMN DRAFT

DATE EFF.:
5/03/97

Trn.&- .4.USCBWAIWN FOR STABUM

101

(b)(4) Specifications

(b
)
(4
) 
S
p
e
ci
fi
c
at
io
n
s

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



IFML-ROM ENGINEEMG
SPZCMCA17ION DRAFT

DATE EFF.:
3/03M

SPECEMATION FOR STABHXT

... ..... .

FIGURE E

'O'l

(b)(4) 
Specifica
tions

(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



IEM I.-ROM ENGD(CUMG
RNMCATION DRAFr

DATE EFF.:
5103/97

Trrly.- JWFkWWATWN FOR STABUM

F

103

(b)(4) 
Specif
ication
s

(b)(4) 
Specifica
tions

(b)(4) Specifications

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



MLL-ROM ENGDOOMLING
SPIEMCATJON 

DMEM
DRA" I N&W

TffM- SMCnWATM FOR ST"U"

BLANK PAGE

104

(b)(4) 

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



0

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



HAZARD ANALYSIS
CONFIDENTIAL

AM

w

(b)(4) 

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Hazard Analysis

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Hazard Analysis

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Hazard Analysis

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Hazard Analysis

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Hazard Analysis

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Hazard Analysis

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Hazard Analysis

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Hazard Analysis

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Hazard Analysis

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Hazard Analysis

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Hazard Analysis

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Hazard Analysis

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Hazard Analysis

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Hazard Analysis

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Hazard Analysis

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Hazard Analysis

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Hazard Analysis

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Hazard Analysis

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Hazard Analysis

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Hazard Analysis

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Hazard Analysis

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Hazard Analysis

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Hazard Analysis

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Hazard Analysis

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Hazard Analysis

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Hazard Analysis

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Hazard Analysis

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Hazard Analysis

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Hazard Analysis

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Hazard Analysis

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Hazard Analysis

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Hazard Analysis

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Hazard Analysis

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Hazard Analysis

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Hazard Analysis

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Hazard Analysis

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Hazard Analysis

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Hazard Analysis

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Hazard Analysis

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b
)(

4)
 

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Radiolueent Panels

Testing and procedures have been implemented to assure compliancewith performance
standards established under 21 CFR Part 1020, "Performance Standard for Ionizing
Radiation Emitting Products".

Functional/Operational Characteristics

The panels do not generate any electronic or radiation emissions. The panels provide a
radiolucent surface for patient support and are incorporated into the Stabilet as the
bassinet sleep surface support.

Performance Standards Category (21 CFR 1020.30n)

Tabletop, moveable without articulated joint(s): Aluminum equivalent: 1.5 mm

Attached is an example of the testing lab report.
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Labels

The following labels do not represent a significant change from the predicate device in the
recommendations for the safe and effective operation of the Stabilet Infant Radiant
Warmer. The new device is substantially equivalent to the predicate device.

Label P1250C P1500C P2000D

MR. ID label Yes Yes Yes

X-Ray label No Yes Yes

Caution: Shock Yes Yes Yes

Chassis Yes Yes Yes

Blender Label No No Optional

02 Flow/Airway pressure Optional Optional Yes

Probe Placement Yes Yes Yes

Suction Optional Optional Yes

Airway Pressure Optional Optional Yes

02 Supply

Pressure Gauge

02 Supply T-handle

Volume

Trend Release

23" Grid

Optional

Optional

Optional

Optional

No

No

Optional

Optional

Optional

Optional

Yes

Yes

Yes

Yes

Yes

Yes

Yes

Yes

X-ray Grid No Yes Yes

Chassis Label - Fuse Yes Yes Yes

Fuse Label Yes Yes Yes

Mattress Height Label Yes No No

Warning - Open Cylinder
Valve Optional Yes
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Label P1250C P1500C P2000D

Prescription Label Yes Yes Yes

Halogen Bulb Label Yes Yes Yes

Warning - Positioning

Label No Optional Optional

Heater Element Label Yes Yes Yes

Hilo Arrows No Optional Optional

laant Scale Labels Optional Optional Optional

Patient Probe Label Yes Yes Yes

Probe Package Label

-Single Use Yes Yes Yes

Probe Package Label

-Single Use, Yes Yes Yes

Probe Package Label

-Single Use Yes Yes Yes

Zipý-Loc Bag - Probe Yes Yes Yes

Note: All Optional labeling is placed on the optional accessory or is installed when the
feature is selected by the customer.
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CAUTION: ELECTRIC SHOCK HAZARD.
Do not remove cover. Refer servicing to qualified
personnel. Fuses are located internally.
Reliable grounding is achieved only by connection to
receptacles marked "HOSPITAL GRADE".

DANGER: POSSIBLE EXPLOSION HAZARD
If used in the presence of flammable anesthetics.

DANGER: RISQUE D'EXPLOSION. Ne pas
em-ployer en pr6sence d'anest6siques inflammables.

WARNING: FIRE HAZARD. Keep matches,
lighted cigarettes, and all other sources of
ignition out of the room in which the incubator
is located. Textiles, oils, and other combustibles
are easily ignited and burn with great intensity
in-air enriched with oxygen.

For service/product support information please
contact a Hill-Rom representative at 1-800-445-3720.

Caution Decal
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Pressure
Gauge

Pressure Gauge
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Trend Release
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WARNING - RISK OF FIRE
REPLACE FUSE AS MARKED

FUSE FI: 250V, 8 AMP. FAST ACTING
FUSEF2:25OV, .25 AMP. TIME DELAY

DISCONNECT LINE CORD
BEFORE SERVICING.

Chassis Label
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REPLACE
FUSES
AS MARKED
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Warning:

Mattress surface should not be above
this line.

Warning:

Mattress surface should not be below
this line.

Mattress Height Label
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Open cylinder valve slowly!
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Caution: Federal law restricts this device
to sale by or on the order of a licensed
health care practitioner.
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STABILET REFRESH LABELS

I USE SYLVANIA XXXXXX/XX HALOGEN BULB I

A 
WARMNG: Check space above and
below the warrner so that repositioning
the unit will not be obstructed.

A 
WARNING: Do not transport warmer
with the bed in the high position. Lower
the bed surface before transport.

REPLACE HEATER ELEMENT WITH HEATER

I 
PART# XXXXX-XX 

I

H I/LOW ARROWS
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WARNING: DISCONNECT SUPPLY BEFORE SERVICING.
CALMON: To PREVENT ELECTRICAL SHOCKS DO NOT

REMOVE BACK. NO USER SERVICEABLE PARTS INSIDE.
REFER SERVICING TO QUALIFIED SERVICE PERSONNEL

AVERTLWEME)VT.- COUPLER L2ALIMENTAnoN AvANT
,,,UENTRETIEN ET LE DEPANNAGE.

"DANGER: EXPLOSION HAZARD. DO NOT USE
IN THE PRESENCE OF FLAMMABLE

ANESTHETICS. F-mumn =2 Ntt25
DANGER: RISQUE D'EXPLOSION.

NE PAS EMPLOYER EN PRESENCE
,D'ANESTHESIQUES INFLAMMABLES.

__ýlDO NOT REMOV9 CAUTION:
I TO ENSURE GROUNDINGHill-Rom RELIABILITY MATE ONLY

WITH HOSPITAL GRADE
INFANT SCALE RECEPTACLE. H

DO NOT REMOVE I
CAUTION.-I TO ENSURE GROUNDINGHill-R&O-ft M RELIABILFrY MATE ONLY

WITH HOSPITAL GRADE
INFANTWARMER ! 

RECEPTACLE. H

BATESVXJJF, P& Q USA

MODEL HR
S/7v 0111

105-120 VAG
SO&O Hz
6 WATTS

E118797 LR84978
MANUFACTURED FOR

HNHbrn.

GROUNDrNG RELLAEUXrY CAN ONLY

BE ACHIEVED WHEN TIM EQLM`MENT
IS CONNECTED TO AN EQUrVALENT

RECEPTACLE MARKED HDS?rLAL

ONLY OR HOSPr[AL GRADE.

THIS DEVICE COMPL)ES WrDSM THE REQUIREMEEM OF PAM 15 OF THE
FC-C RULES AND IM CLASS A UMrM OF n1E CANADIAN DEPAME14t OF
ODUMNICATIK)NO STAMAR0 ICES4= FOR DWAL APFARrUS.
onRxnom 15 SUBJECT TO TKE FOLLOWM TWID Cýý' 

(1) ý3
DEVICE MAY Mar CA, "ARMFUL WrEAFERENCE. M THIS DEVICE WJST
ACCM ANY Va"FER04CE RECENED, NCLUDM WMFM04CE THO
MAY CAUSE UNDESIRASLF

OPERATION-CET APPARM MUNIERKWE RESPECTE LES LWM6 DE 9NNM
RAAt0ELBC`rRKKM!'S APPUCASLES AUX APPAREU MU&W-RKXM DE
CLASSE A PRESCRffES DAMS LA MMME BUR LE MATERIEL SRDUft1.rUR:
APPAREILS NUMEJU01AS', MMBý00 EDýCIU PAR LE MR4S1RE DES

COMMUNICATIONS DU CAM,&DA_

m127_054

CAUTION: Risk of Electrical Shook

This unit recieves power from more than one
source. Disconnection of the A/C sources is

required to de-energize the unit before servicing.

m127070
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ITERED ON
iEAT SEAL.

A P" Dorý t. P- A

IITS
p

I S
N
S

R

JJet cc/probeAHIII-Rom
ort

J-,-.b.r SA4567
kln Surface Teffperature F>robýe

onr-Sterile.
ingle Use Only.
o Not Reuse.

w" H*41on h fan a Rodant warwwsý
CIC WDdW 6W crod St-blet MONO 2000C

X'Um v" W-Rom reusable
rteircarnect ooble SA456&

0 1 6Y C and

W11104tion Range and
Accuracy-W C from 3r to 4r c In&, to 107.6- F)

dwfkV wft raVe Is thereby thitea

rrawl)m The WF-Rm Sk4e WO Probe Sk4567 and, , 
hiw00nnWt C43b18 S44%6 ore crrorTted for

ty days from date of pLrchas&

NanLrfo.tuý fý

Hill-Rom
11 r- own 514-98-1

Lot No.
Macle In USA

ttgM 06Q4Z F/W C44.1RA

HEAT SEAL MUST
BE CONTINUOUS.

172

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



st-6bilet cc/stabilet prob. Hni-R,,

SA4567
SkM Surfme Tanparaiwe Probe

mt=l

.uI U U-MMe"

ZZ

-ART FOR SIDES "A". "B", "C",
AND 

-0-

173

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



T--0
-H
0
0

LLJ

LLJ 
<
C)

> V)

_j -J
L.Li

< LL

-j

(D

a
CD 

Ld< I
Z CO <

U U
< 0 V)

u
< n <
CL r-j -7

174 
--

x

0 Ln
CL r1c)
n

LJJLLjr--,

uuý
LLJOV)0-ý I <

Ln
U-)
co
0Of
12
-) L

V
M Lj

0
(0

Lf)
Lj 0 C:

LLJ
:Z:zLJ 'I

CD C) U)cr 0
C)
LA-

Ln
c (D

=

E EEz 0

Ln

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Labeling

In-Service Manuals

The enclosed copies of the Draft In-Service Manual for the 1250C, 1500C and
2000D Model Stabilets will be have revised photographs which reflect the look
and features of the new Stabilet Infant Radiant Warmers.

All references to earlier model/versions of the Stabilet will be revised to reflect the
new Stabilet Model/version.
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IN-SERVICE MANUAL

StabiletTm Freestanding
Infant Warmer and
Clinical Bassinet
From Hill-Rom,

DRAFT 175
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System Fault Alarm ................ . .. . .... ...................................... 6
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)rop Leaf Work Surface/Chart Holder . ......... ............................ 8

Built-in X-Ray Cassette Holder/Radiolucent Mattress ................. 8

Storage Drawers ........................ . . . . ... . ...................................... 9

Docking Mechanism ................ . . . ..... ... ........................

ACCESSORIES

Resuscitation Modules .......... ..... ... ......... ..................... lo

Oxygen Module (Flow and Airway Pressure) ...................... 11

Oxygen Module (Flow Only),... . ... ... ..... ..................... 12

Suction Module (Wall Only) .... . .. ......... . ...................... rý

Suction Module (Venturi Only). ý . ........ ... .................... 14

CLEANING ..................................... .. . . ......... ........................ 15

SAFETY TIPS .................................. 16

FOR SPECIAL ASSISTANCE:

Hill-Rom Account Manager

Perinafal Consultant

Field Service Technician

Customer Service Representative

---Phone

-----Phone

---__--Phone 
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FEATURES

ApgarlProcedurý,,,, Nmor

rhermol Control
With Automatic

Switching Frorn Maný ý,,)i
To Servo Con fr(,,'

Two-Position Radiant
WarmerlLighling Module

Accessory Tracks
(Both Sides)

Wood Panel
(Optional)

Large Bassinet With Confinuousiv
Adjustable TrendelenbiYol

Reverse Trendolenbuq,,)
With 0*, 5*And 10'Defeni

Sfide-Through
Grid-Morked X-Roy

Cassette Holder

Drop Leaf
-Work Surface

Easy-Access,
Sfide--Throu, h Storage

Drawer With Rernovable,
Organizer Troy

- Multi-Position
Steering Handles

Sturdy, Locking, Easy-Release,
Fold-Down, Side Panels

Rodiolucen t Mattress

--- Chart Holder
(In Rear Of Bassinet)

Rear Locking- Casters

Storage
Drowers

Bumpers

Five -Inch Cost ers With avo
Front-l-ocking f3rok(--ý,,, tor

Excellent Mohili;-y

0ý-ygw ýlAk Tank
Stotoqe

Burnpef Guord

U.S. Patent 5,162,038

SPECIFICATKONS -

Stabilet Freestanding Infant Wa-m-er stabiles Clinical Bassinet

Height - Floor to top of unit ... 72" ..................... ..ft N I lo(>, to i0p of Side Panel .... ...... 42"

Front Castev ............. ........ ......... 2" ViMh (._)ver0fl ................ .................. ......... I ................... 24 '14

Rear Casters ý ......... ............. 4" Length -- Ov(.ý.,rcll (drop-leat work surface down) ........... 
30"

Width ...................................... ...... . Lenoth Overafl (diop-leýof work surface up) .............. 431Y

Length ............................ ....... ....... 
_K31/2"

BosýAnof 5ýze .................. ...... ....... .......... ............ 28" x 241.

maffrpsýý sae ....... ............................................. _ 26"x 22" x I"

.................... ............ ........................... 
5-
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FEATURESMARMER
TWO-POSITION WARMER

MODULF-The Radiant Warmer Module provides a controlled source of radiant heat to
unit through (2) 375 Watt Sta,Wass_ý Steel Tub*sand a smooth parabolic reflector.

'ý&r Center of BaWnet
To ioýoce the heater into the oprwoting position, rotcýieý the
heater 90ý placing it centrally over the Brassinet.

Verify that the LEDs on the C(x-itmý light up to. signify thcit the
heater is receiving power.

WARNING Do not place any oNfx,,,,fs or, top of ff-Ka Wdfmw Housjrlgý fhis
could cause overheating of fte u:14 nl icl/or combu.stion of the ob,;ectý.,
pýoced on top of the warmer,

X-Ray, Mother/Baby Bonding and Sto,,age
* Fold down Front and Sýde panels H n--ppý,c ablt--ý.
* Rotate the heater from the cent6r poýOion 90"to the right.

For Mother/Baby Bonding positions, verifythai the LEDs on the (.',-ontroý
Panel light up to signify that the,,, iý-. receirving power,

The heater may be rotated to olk..)w ýh,ý X-Ray machine to be
positioned over the infant.

NOTE In this position, the Wormer Mkiý(Ji il-e, wfl! continue to de0ve;, henf.

APGAR/PROCEDURE TIMER
ocated on the unit's Control Pand is ci one hour ek-)ctronic Apgar/

,ý-edure Timer. The Main Power Buttar-i be, on to activate, ffK, ir
_o start the Apgar/Procedure Tiffiýordepýe,,,3 the Stort/stop Nit'lon
located on the Control Ponel.
A visible four-digit display in rninul, (.-)nd seconds will oppeoý or ý f h.,
Control Panel. The timer will begin o ý U0:00 ond run to 59:59.
A one-second audible tone, wiH sou[ id (:)i orie, five, and ten mir iý

, Depress theStart/Stop Butfon f(,ý,et fvl(? iii-y1cr.
NOTE Power Switch must be ON to firnei.

UGIffING SMON MODULE
A Lighting Button located on the Control Panel activates orm lýaIooen
Ught. The Main Power Button must be ý,.sn to acVwate the lighting.

To Activate Ughfing
- Depress the Lighting Button, i the (',onirol Ponel,
To Turn Lighting Oft
, Depress Lighting Button.

NOTE To extend bulb life, turn the ex(.)!,, r (I _ý,tior) light on only oýs

Nam
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FEATURES

ACCESSORY TRACKS
Accessory Tracks allow conven,ýent rplacen.-ient of numerous accessolles
at comfortable working heights The Acce-movy Tracks Wnprave access to
equipment and save vduob1.c-,, flC"ZX SPOCCI.

THERMAL CONTROL CENTER
Thermoregulation Contras are ceýntrr.*Iy located on the Conrid Panel.

Manwl Mode
Manual Mode Is Intended pnm*ey kýF waming the Bassn& and Uankets in
preparation for an Infant or wheir,ý, P, Is ýrnpmxlkýd to attach (3,1&, Probe to
the infant.

NOTE Before placIng the infant in t1he Bcm!net, pm-heat the Ttýrrrktor Probe,
face up, In the 13cminet Nor to connrecting the Probe Into Jo,,,,,k.

NOTE To avob overheating oiý urxie-ohwoting of the Infant, 1-11Woryi
recommends that a Probe be attajched to the, infant ot (1 tirl R,ýs while in an
Infant Warmer and the infant ri,,'A, be, K'ft LF101;encled.

Plug Me power cord into a r(,J I 1,5V AC recepkide.
CAUWN Conr'iect the pcwe-q c.(. rid to a pmpe* grounded recep*xýle #iot
is approved f or hospital use . Do n ot usý,q an (,xte, nsion coed 0ý AC
receptacle box,

DANGER Possible explosion hc*,ý'zard 4 used in, the presence of fbmrrtable
anesthetics. This unit is not ýntenckýd for use in hovmdous Cklss f,
Group C locations.

Turn the power on by depre-,ýiý'nog Pow&, Button focateo, (:-ri itle upýýghf
Control Panel.

CAUTION The use of moy couse insensible w(jer loss.

NOTE The Infant Warmer vAll fiurc,14,ýýn iý t W'e Manual Mode witt"tout o
Thermistor Probe inserted in th*-, Prot,ýe Fault LED D.4*)y 

V,ýI' ren'ý,jn 11
during this Ame.

NOTE Skin temperature akxrn,'; a,-E.'. riýA functional during Wyiucd Mode
when a Thermistor Probe is not ý-,.seded in the Probe Jack m wh- n the
Probe is inserted in the Probc.:ýJ-,ýý.ck' serw,-ýs temperature lo:ýq than
approximately 31 0C.
* Set the desked heater output the He;,uter Output Control
located on the Thermal Conlrol Cont,;,4.

* Heater output is shown on u,, ýiir ýn feiffcs of percentage of (x-KI
can be from 0% to 100%.

The unit WHI remain at thesef heuteý cm-put you choose unit'iyou rnrarv,ýja0y
reacrjust it unless the Ak)rm is cKAvcted (S(ýý,ýe OveTh t.ný
Marm description).

NOTE In Manual Mode, wlýý-n hCýQtCIr Output it is (wi indication that heater output is 0%.
Green LEDs indicate approx!ýý 10%--30% heater output
Yellow LEDs indicate appro),Jý,-ýv-ifi,ý-)ly 40%,-70% heateroulp,,11.
Red LEDs indicate approxii f 80T, ý W% heater uutpý 4.
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FEATURES

Sewo ConW Mode
When the ThermMor Probe is lnswted into, the Probe Jack and 5enses a
mperature of approAmately 31 0C (MWP), fhe unit automaticatV converts
the Servo Control Mode.

The Servo Control Mode c0ows tV*ý [ ED Heater OL#W Grid to lPifJcaý, ffle
amount of energy delivered tot-he warrner to keep the infant'ssidn
temperature at the predetermined' %4 pNnt temperature.

Heater output Is slýown on ti-ýe un it ltn, frýovr,, ýs of approximate of
power and ranges from 0%, to I 00W,

As the infant's skin temperature appoadhesthe set point, the
output will modulate to maintaln thk.-, *rl temperafi-ire ot tho &eet
point temperature.

Once the infant's sidn temperature ai id trie set point temp<:,,,rct ure are
N,ual, only gradual changes in fbe i-ýcxYrer outrNA are meded to mointain
the desired Infant skin ternperatLJK-,ý%

A temperature readout dispkWs, fh-,e if-tfarit's Wn temperature wlxwl iha,
unit Is In Servo Control Mode,
" Set the Infant desired target ternp(-,,,f ail,', ufo usingiTie Servo Temperutj,,(:-ý
Control Dial and the setpoint digffaý dk)iayý Turn the dial
selected setting Is Indicated on theýselýý,dht dJg1tol display.

" Attach the Thermeor Probe to ý4ant, The Probe shoLAd bý,,-.
pre-heated before regWeMg fl.-te baby's Wh temperature.

NOTE Placement of the Probe is Wd becauw, iý is the Probe tho t senses
the baby's skin temperature and requk:ites warr-ner outpLd.

SUPINE INFANTS ... place the flat st(,Anic-As stem side of the Probe dc)WY) on
infant's abdomen below the rib

'BONE INFANTS-place the fiý stdnkýý&s down on the infont's
k below the r1b cage, but awo)., fto-rn the Wneys.

CALMON Always attach ffie Prol:m w1h a refLective Probe cove5.
temperature and control errors con ff anoiiing other ftyn flllc,ý
recommended Probes and Prob,,,?, cov6 ore, mod. Do not use, top-c,ý k)
attach the Probe.

CALMON Inspect the infant'sskin to, reddened areas which moy resuit
from the heating of materials in conta.,,ct with ifieý skin

CAUnON Avoid placement ot ot4e,,-,ts (eqjipment,
L4ankets, clothing) in the B=het c;,xi block heat or
absorb heat away from the infonf,

NOTE Only the following Thermistoi Prnbes&hould be
used with the Stabilet Freestanding 

Inforif, Vularmc4:

SA, 1-5,ýW EWW,50ble F--ýobe BCZ009 Reuscbie Probe
(Recxuifes Rcu5,obie Adopter

(.-(YLVe SA4566)
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FEATURES

ALARM DESCRIPTIONS
Ovatmm" Akom Wanud Mode OnO

-c 
' 

-onstant he&er, output of* An Overheating AlarrnAQ sou!, I ff 'Mwe Is c
10^ for approAmately 15 nima,1es or aw)roArnotely 30% (1 or 2 LEDS)

liere&- ofor 70 mkx#es or any combinc on tr f power andr4ne.
* When the Overheating Alorrn is, trU.gefed, power to the hý.x-Yrcx Is
reduced to approAmately,3MAL

* The Overheating AJarm con Vmslenced by depressirQ the /kýaým
Silence Button located on the k3ft skýk of the Control PanE,4,

* The unit %-All conflnue to oWI cite in Manuol Mode and no C)vorheathg
AJarm will sound as long as the heateF ouW is kept Unde,,-,,

appro)dmate4y 30% (1 or 2 ILEE)ýý and n Thermistor Probe is not ý)serted

Into the Probe Jack or is insartex-1 bý-,,rfdoes not sense a terriý.Yxoture, of
over approximately 31 OC.

* Once the Probe Is inserted in them, Probe Jcx-,k and the Prolrx:,, seunses (A

temperature of approximately 31 OC, the Infant Wormer bex-,ornes a
Servo-Controlled Unit, contr(Aedi by the skin temper&um olr infont.

WARNING Do not Wve " inkmý anýW.

HI-Low TenVeralure Aloan
If the Infant's temperature hos &-ýc,'ý-uated more than from the set

point temperature. a sciid, vWUx-ý? H,'. LOW TernperatUre LEE) Dbi',)f'ay will
appear Immediately on t, *ý Infiont Wbrme-r Confrd PaneI.

If after four minutes the high-low ternperature homs not bee,,n rectified, on
audible F-11-Low Temper&ure Akxrn vAiý sound,

- During the (audible) ak-irm condý,ffirxiý heater output will to
appro)dmately30% unNff-ý61 Cý01,`ITI sfienced.

be- The HI-Low Temperature Aýarrri e,ýxxi be slenced by depresv`ng I , Marm
Silence Button; however, the F.R.c,ýwfernperaftjre LED DLQ0cW wIR rerTrah lit
until the infant's skin temperot, L*e re N , within the target rornge. it theirns to
Infant's temperature remairts of thet, 5C setpoint
4 minutes the audible akirm w4ifl ý:i-gah sourKi,

When the HI-Low Temperatme (x-iicffilon Is rfectified, ttýý K14 ow
Te m pe ratu re A I a r m w i I l o u I (,),ý -, ý,, -1, 1, ý ca N r

Over 102.20F/390C Alarm
An audlUe and visible (-Nev I 021,21F-139GC Maim will sound irnrrieýdiotely
if the Thermistor Probe sensesihol ifie infont's skin tempercjkl,ýe exceeds
102.20F/390C.

Heater output is reduced to (fYc, or,,ý,J wiýý not resume until ltie Pxxmisfor
Probe senses that the intont',; iernperatu:reý has fallen below
102.2'F/390C.

- The alarm PAII not silence ur tfil i he coadition is rectified.
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FEATURES

Probe Fault Alarm
h the Mar)uol Mode ýM)en t1re ProtAýý h nvot inxxted in the Probe lnput Jack,
the Probe Fault LED will remain Et

In the Servo Mode, whenever the [),A)e senses a temperature of kýw than

q:)jxoxhx)tely 31 IIC for approxjmatý*, (xva- rrilmAe, the Probe Fa,* LED WN
come ON, an audible alarm Mý (xý.cvr andheater output Will dr-op to
approximately 30%.

Vvtýan the Oarm Is Menced by de;7,iKmrq týe Alum SLence Buffoný
ff s9ns9d temperature is stH bebw,^3 1 ý,C, the Probe Foult LED W1 remain ýit

veand T* unit will revert to monua; If V-ýS s&r-6d t9mWakyG 6 dbo
3111C, the ProbeFcKPLEDwill go off urdwill revefttoSeN-- Wxje,

Sydern Foult Alarm
* A Systern Foult Alarm has occurý--,d ,Aheýn (xi aodýble-, alarm sounds a--dl QH
abrm LED dNNays Muminate,.

* The system continually mon0ors, fteff olectronicaRy to ensue caxnpe'te
thermoreWlation integrity. If, aý aný-,, tmeo, the Heater Contrd Si". orKJ
the actual Heater Current Slgndi d, ý nol'Wee, AC powef/hecxtar output ký
immediately terminated and a n Fault Alarm is activated,

* The System Foult Alarm may olso txýý clctivated by conne-cMg (xi
incompatible tempercdure Protxý c:x, ý,Ahen Tne Probe Is shý, ted aq"Mryan
#we Is an open heater elemq,-ýTt.

* The alarm cannot be SlJerY,-,G-d Uflf iý: COFI(I'IiOn 15 MIffied

The alarm may Indicate a systowi f'(,'ý'Rore uryd req4re molntenan,,,Elý by a
quaffied technician,

,m of AC Power Alarm
' "if the unit becomes unplugged or 

A('-' , power is interrupted to the ur* when the Power Switch is ON, a pulsating
alarm will sound. This Loss of AC R-ro..?;xAJarrn wifl fade after ap.,proAmalel%. 3,minutes, or will automatically reset if
power is restored to the unit.

The Loss of AC Power Almm works off, o capocltor that Wil when AC power is restored to Me unit and
the Power Switch is turned on.

e, No batteries are required for fru,,, (xpý"ýýMtlon of this abrm.
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FEATURES/BASSINET

BASSINET
The Stabilet Clinical Bassinet hu,- Fold-Down Front, Rea,ý and-,` Side Par-tels to
oHow greater access to the, Tbb4e.

To Lower
To lower the Front, Back, or! dk,ý Po,,Ilels, rxess down andbvot ponel out
and down with forearm oi' hýonid&

CAUFION. Do not leave infant unattendedwhen Pon" afe, kywered;

To Raise
To raise the Pane4s, grasp thoý; rxam-.-ýý and rotate up and towGxds
the Bassinet.

Move the pond gently to, il, ý,, secur* locked ln the,
upright position.

To Lock (So fixg Me Skie Famls omW be ucckNmtaHy llowwed)
Locate lockJng mechanWrt, podfloned under each panel, and gently
pull out until it stops.

- Push down gently to emurp thot ýf is locked.

To Uniock
Locate locidng mechanism, ryowikaned under ewh, pand, and push, in
until it stops.

TRENDELENBURG/REVERSE TUNDFUNBURGAEVEL SLEEP $MACE
Tvendefenburg
- DeIxess either of the hon<Tios beneath the Front llanei of ffie

Bcmejnet and Hit. The Bawinef rotatew fTorn 00 to 100 Trendefenbi irg,
Wth a O'ý 50 and 10' deterif

Reveme Trendelenbmq
* Depress either of the hancYes kx.atod be,,neath the Front Panreý of

the Bassinet,
* Push down on the Bcalnet fron i front i-&Q the Trende1Pnbu.,,g

Mechanism.
* Lift the Bassinet from Me end opposýýteý of the handles, The Bass,'drief will

rotate from 00 to 100 Rever,,-(--t with a 04and 5*ck-tent.
Level Sleep Surface

Depress either of the hand ' ýPDS located beneath the and
guide the Bassinet to a caýnt(-"f' [':ýosýfion.
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FEATURES

DROP LFAF WORK SURFACUCHAK HOLDER
A built-in Drop Leaf Work Surfac*ý cant ý N,,) u-sed as an instrnre-ni slhelf
ýrhg procedures as weR as a iurf-xe for charting. Do not ovorkoad VV0,Fk
face. Also located on the Bosý4iýý-?t is (A buitt-in Chaýt FfdCkx whUn

ulbws you to store the infant's recx),rct ýkl

To Access
- Grasp the work surface a-KJ pývoý up unlfl 11. ý-ocks into ploceý

TO store
* Grmp the ring located directly beneaffi 31ho- work surface ond PU'ýi,
downward wh4e supporting it wiff ý your hondý

* The shelf will lower to a flush p,,n,`Itýon ogiinst the BoMnet.

WARNING Do not place the infon"r (.x,-i Drop Leaf Work SuFfoce. I ti-e,
surface has a load raiing of 25 lbs,ý

BUMT-91M X-RAY CASSiM HOMR
,,a Mýay Cassette Holder occonýiod,,ilres casselfes up to 

12' 
x 14

ýadng X-Ray Ccmefts
WoMng from e4ther side of the Bassinal, . k)cate ttie X-Ray (-7assette Troy
directly beneath the Sleep
Release the X-Ray Camtte Tray by 01 ftnfj # 6 tray up and pulflrig o'Ut

COS%,),r 
r
xy, pbcMile supporting the X-Ray Ir( e the fillrn cassette on

the troy,

91de the ccasette and X-Ray Cowelte Troy in t(.,ýward the BcrsJin,(A unfi(it
rests securely and flush beneath ine

A sllght detent wiil be felt indicatingithoi lhefroy is 
'locked" 

into

pkjý-,e-The Heating Element may be pivote,.1 
V0` 

away from the Mattress to
provide easy access over the Sieep Suli f by on X-Ray MOO),`f )(--l ý

Unkýadlng X-Ray Casseffes
g-When X-Ray is complete, liff the X-kloý, Tray Up an<j. PUIý j,

away from the Bassinet.

Remove the X-Roy cassette andjkle the, iray buck in toward th,,-ý (wait to
a normal operating position.

"OTE The mattress is radioluceni.
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FEATURES

STORAGE DRAWERS
A built-in Sfide-:Through Stor,-.xje Drawer Is occessIble from O.'ftwýT side of the
unit and has a removable piasfic iray (cornparlynentalted) for smcg]
equipment and disposable Iterna, Two addittonal Storage Drawem
located on the right side of the tx-91', ,Ode (Yut for easy access,

To Access
- Grasp the Drawer Handle, anrr0z, r,-,ý,All drawer out and awoy frorn unit.

Tockm
- Slide the drawer in untli if ýs f wri h the &isslnet,

DOCKING MECHANISM
The Stabilet Freestanding Intonl Wcirm.er and Bassýnet wili d(,Yck'rogetter to
create an attractive infant core sl'aflkx'ý Aq)eering handle, on the
Warmer Column, allows easy 

oi, the care st(-Aari.

To Dock
PoAon the Stabliet Free6landlnq Infarit Warmer and ensure that to, two
rear locking casters are In the k'>cked poa%fflocn.

CAMON After setting the gently rock the unit to check for
movement of the unit.

'P,' to-Align the Bassinetwith ffie and slovyly push the Bassin ýt ward
the unit untli the two units lock ioa_-elher, wit-h the Chart side toward
the Warmer.

Release Infant Warmer's bTokes.'Ibeý Warmer arid Bas§nel 
vviF' 

n-ow move
together as one unit.

To achieve positive bmkirwj d ý ýh unft emure that the Iwo
locking casters on the Infant VVarrnar and Me two front lo-king asters
on the Bassinet are in tic. I(=x*E,-,d posiflon,

To Disengage
Ensure that the two rear casters on itie infant Warmer cife In the
Iocked position.

- Release Bassinet brakes,
* Release the docking mechiaý,.1srn fever located on Bassinet, awd, hold
wNle slowly pullIng Bcmsiriei awoy from irift-int Vvbrmer.

* Release Infant Warmer broken,,-'R,,e Infant Warmer and Ba,, net wiP now
operate as two separate uný,rs,

CAUTION The Infant Warrner ar-fdHka&-inet brakes shoUld ALWAYS be S'ý4
when the unit is occupied. sh-o"'Ild txý pýodicoHy test (7ýýd of -1d
adjusted it necessary.

CAUTION The Thermisfor Probe rnusý- L)e deladled froryl tile rif(Int before
separating the Infant Warmer oý ir! f Wiwiot,
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ACCESSORIES

RESUSCITAT90N MODULES
The Resuscitation Modules for Intant Warmer pvoducts ftidu0oýý

P1276 Qxypen Module (Row and Ainovoy F,'(essme)

NOTE Resuscitation Modules arc) intef x-J,,ed for use only on tie, Stob!,'fA Infant Warmers.

To Mount The Resuscitaflon Moduko

* Position the module on the pole ol fý ckdred height
* Tighten the module knob by turning iý

clo,,*wise.

Shake the module gently f o ensur(:ý rý i,,, pý (,--ýperly
nounted.

TE You must have a Hill-Rom InfuýJ(.-)n Pon ip HoldcN acces,,ýý or PoofUfilily Mourif
accessory in order to mount the Reaiýý!, Jfnfi-,-)n Modules on the trifanf Warmers.

To Rwnrive The Resuscitation Modules

tubing from the module.
* Loo&en ihs, rnodule knob by turning it clockwise.
* liftiho rnodule gently away from the. pole.

186

P I P- So Suc flon Module (Wall OrdY)

P12,18 Oxygen Module (How Only)

P 1281 S,, ic, fion Module (VenW Onhl)

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



ACCESSORIES

To Use oxygen Soume (Cygndw- aý WaIQ
Oxygen can be administered fmm cl rogdate-(i wall source or from oxygen
cylinders, Using cylinders permits fte rrcdule to be used In lTansýxAl situcton&

oxyge cylinder,- Connect one end of oxygen hý,ý to wal! &ource of oxygen mz n

using a gas outlet adaptor
- Connect second end of hose, to the DBS fitting orl the back of the

oxygen module.

OXYGEN MODULE (FLOW AND AMWAY PRESSURE)
To Uffilze Oxygen Module (Flow and Alfwmr Pvwsum)

NOTE A humidifier may bo
affached to the DISS ffftlng prkl.'ýý I o
connecting the Oxygen Tubin,,)

CAUTION Improper use (Yi ajpý)-,-nenfal oxygen
may be cwoc-iated with tof
the infant induding blin&K:ý ý I n )ss, biuo- dlar age,
and death. The method, coricý:mirofion, ond
duration of oxygen -ioukd be,
prescribed by the aftending

The amount of pressure being
delivered is indicated on the
Airway Pressure Manometer builf
into the front of the module.
Airway Pressure is measured from
0 to 120 cm H20.

Oxinect the oppoýýe emi of the
Oxygen Tubing tothe Manorneter
Ccxinector locatEyd onttip,
W-susaitation Bag (-Yid Mask.

Connect one end of the
Tubing to the niWe located o,n
the front of the oxygen modde.
This measures the =ount of
premro beft delivered duir V
resLWItation.

Using an appropdate adaprm
connect one end of a Secand
Oxygen Tubing to the DISS

fitfi:n(-A--located underneath the
module.

C'onnect Me opposite,, erx-1 of this
Oxygen Tubing to the supjJy
ff ifing on the Rm, iscii"affon Bag
ond Mask.
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ACCESSORIES

To Use Oxygen Source (Cyfindef m fte,,N")
Oxygen can be administered from o, roguid-(-,ýd -wall source or froT) oxygen

*-iders. Using cylinders permft the rrwoduýeiro be used in transport situations.

Connect one end of oxygen hm-- tovvaýi source of oxygen or oxygen
cylinder, using a gas outlet cdanplvw.

Connect second end of oxygen hole lo the DISS fitting on the ixq-,,ck
of the oxygen module.

OXYGEN MODULE (FLOW ONLY)
To Lffllze Oxygen Module (Flow ()Mv,)

CAUTION Improper use of suppýwnentiall oxygen may be
associated with seribus sIde off -;,ý',or t he infant including
blindness, brain damage, and dealh. The method,
concentration, and duration of oxygen administration
should be prescribed by lheý

Connect the opposIte am' of fts
Oxygen Tubing to the v-pp4y
fiffing on the Resuseffetk-sn Bag
ond Mosk,
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ACCESSORIES

SUCTION MODULE (WALL ONLY)

Connect second end of
vacuun hose to DLIýýi ftMrig
located on the back of the
suc,tion module.

set Rcde

NOTE Propedy occlude
the Suction Port located
underneath the sucfion
module to obtain the
most accurate Suction
G,auge reading.

189

Suction Is accomplished by 1he
use of Wall Suction and is
from 0 to 160 mm Hg.

To Use Wall sucmp, sou've
- Connect one erýd of vacuum

hose to wall sous"'ce of vacuum
using a gas outlezýt

Turn the suction on with
the On/Off SvAtch
located on the front of
the module.

Ru,to4e, tale Suction Dýoi
0cx.,.,d,,',',e,,d on the front of
i ý le, suction Module) to
iN.,ýcJ.es"r setfing while,ed

q, the Suction
1) (): r ý

Turn the suction off with
flh(.,ý On/Off Switch
iocafed con the front of
ýhe fnodule.

Attach Usposable
Suction Caneer to the
Port located undemeath
the module.
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ACCESSORIES

SUCnON MODULE (VENTUM ONLY)

Con-nect second u,, id oi
oxygen hose to the Dac; fýtti:ryt::j
located on the bcr,,,,k of f he
suction modde.

Set Rate

NOTE Property occlude
the Suction Port located
underneath the Suction
Module to obtain the
most accurate Suction
Gauge reading.

I NOTE To increase Oxygen Cykndei Wk,--:

])Turn the cylinder off when no I ýn or wý ie n uNizing Wall Sou, cc,
ofoxygen.

2)Do not set suction level any hic -ýcx W,;an ne to pk:ýteC I corn
procedure.

3)Turn suction off when not in use,

4>Connect unit to Wall Oxygen Sour(:.,o w1h,ý-:,,ri avokybie and proctica.ý.

jo 190

To Use Oxygen Soume for Ventud
Sucilion, (CyNndw or Wag)
- Connect one end of oxygen
hose to wall source of c.,,,)cVgen
or oxygen cylinder, u's1hrig a (gas
OkP,et QdOpt0r.

Ventud Suction is occomplished
by the use of eftýesr Wall or
Cylinder Oxygen and Is variable
from 0 to 160 rnm Hg.

'TLgn the suction on with
nie On/Off Switch
located on the front of
the moWe.

ýiRo'd'(Tk-ý 11w, Suctio,'n Did,
(Ioca,ted an the Iront of
thia i. MbdUk,) tO
the whHe
occkýrii'Tlq the, &iCtion
P(-),t

Tum, the suctlon off with
the On/Off Switch
locatExi on the front of
thý,-; rnodhuk,-,ý

Attach IDIsposable
Suction Canister to the
Port located underneath
the module.
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CLEANING

STERILIZATION
The Centers for Disease Control recommend EPA
approved hospital disinfectants, used at manufacturers'

suggested dilutions.

Cleaning should be done by wiping a soft dampened
cloth over the surface, followed by wiping with a dry cloth.

Quartenary ammonium disinfectants may be used to
reduce the contamination level between patients.

Alcohol, strong or abrasive cleaners and hydrocarbon
solvents are not necessary and should not be used on
plastic surfaces.
MATTRESS CARE
The mattress cover may be cleaned with a mild

deter-gent, rinsed, and cold sterilized. The following products
have been tested by the Herculite Laboratory and have
been found not to have a harmful effect on StaphCheke
fabrics WHEN USED IN ACCORDANCE WITH
MANUFACTURERS' RECOMMENDED DILUTION.

TRADE NAME TYPE MANUFACTURER
A33 Quartenary Airwick
Absolute Quartenary Walton-March

Beaucoup Phenolic Huntington
Blue Chip Quartenary S.C. Johnson
Coverage 256 Quartencry Vestal
El Dorado Plus Quartenary Puritan/Churchill
Elimstaph Quartenary Walter G. Legge
Forward DC Quartenary S.C. Johnson
Franklin SentinelQuartenary Purex
Galahad Phenolic Puritan/Churchill
Hi-Tor Quartenary Huntington
Insurance Quartenary Vestal
LPH Phenolic Vestal
Motor Phenolic Huntington
Omega Quartenary Airwick
Quanto Quartenary Huntington
Sanikleen Quartenary West Chemical
Sanimaster 111 Quartenary Service Master
Surfacide Quartenary Walfon-March
Tri-Quat Quartenarý Vestal
Vesphene 11 Phenolic Vestal
Virex Quartenarý S.C.Johnson

Betadine stains may be removed from the mattress by
doing the following:
" Use a 5.25% sodium hypochlorite solution (Cloroxe
brand bleach).

" Apply 3 drops of the solution per square inch
immediately and scrub lightly. The stain should start to
fade almost immediately and within 15 minutes should
be tota$/ gone.

" Stubborn stains may need further applications. No more
than 3 applications on any one area are recommended,

" When completely dry, rinse aroa with clear water and
wipe dry.

" If solution comes into contact with skin, wash off with
water and follow manufacturer's lauel instructions.

CLEANING OF THERMISTOR PROBE
Several precautions must be observed when cleaning
and sterilizing to protect Probe from damage.

Avoid contact with strong, aromatic, chlorinated, ketone
ether or ester solvents. Prolonged Immersion in alcohols
or mild organic solvents, detergent solutions or highly
alkaline solufions will cause the cable to lose flexibility.

Probe may be disinfected and sanitized by washing with
3% hydrogen peroxide, 70% isopropanol, 70% ethanol, or
100% alcohol. Dakin's solution (sodium hypochlodde In
neutral buffer) is also suitable. Activated dialdehyde
solutions, such as Cidex, are also effective.

Probe plug should not be immersed.

STERIUZATION OF THERMISTOR PROBE
Ethyiene oxide sterilization Is the preferred method.
After sterilization, Probes must be safely and thoroughly
ventilated before handling or use.

CAUTION: Autodaving may cause Probe Insulation to
fail, and may also cause the Probe to give inaccurate
reading.

CLEANING OF CASTERS
The Stabilet Freestanding Infant Warmer will be used both
in and outside aseptic surgical areas. Care should be
taken to assure the casters do not carry contamination
into the surgical suite. Removal of accumulated debris
and treatment of the caster tread with a spray of
disinfectant solution as the unit is transferred Into the
surgical suite is recommended.

CLEANING OF SIDE PANELS
The Clinical Bassinet side panels are made of clear
polycarbonate plastic and can be damaged by
cleaning with alcohoL abrasive agents, hydrocarbon
solvents or phenolic disinfectants. Use only gentle
detergents for cleaning and polish with a soft cloth to
return clarity.

MAINTENANCE
The Stabilet Freestanding Infant Warmer and
Resuscitation Modules need regular care and
maintenance, as detailed in the Service Manual. Please
request your maintenance technician to follow the
preventive maintenance section in the Service Manual.
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SAFETY TIPS

For over 65 years, Hill-Rom has set the standard for
quality in patient room equipment. During this time, with
,put from many of our customers, we have acquired
eful tips which may contribute to the safety of the

10fant and staff.

SIDE PANELS
To provide ma)dmum protection for the infant, the side
panels should always be In a full, upright position and
latched when an Infant is unattended. To ensure the side
panels are latched, give the side panels a gentle tug.

TRANSFERRING THE STABILET FREESEANDING INFANT WARMER
Although the unit is lightweight and easy to move, be
sure to keep hands and feet clear of the wheels when
moving to prevent destabilization of the unit or injury to
hands or feet.

BRAKES
Brakes should always be set when the Clinical Bassinet is
occupied. After setting the brakes, push and pull the
unit to ensure they are engaged.

X-RAY CASSETTE HOLDER
If using the X-Ray Cassette Holder accessory, always
secure the holder to the unit when not in use. This will
avoid possible damage to the unit and holder.

RESUSCITATION MODULES
Warmer Module should always be kept over the center
of the Bassinet when Modules are attached.

PREVENTIVE MAINTENANCE
",uartedy preventive maintenance must be performed
' j ensure all features are functioning as originally

designed. Particular attention must be addressed on
safety features, including but not limited to:
" Side Panel Latching Mechanisms
" Caster Braking Systems
" Electrical Cords and Components
" Stainless Steel Tubular Heater
" Temperature Alarm System
" Scheduled Recalibration

Please refer to your Service Manual for specific details
on preventive maintenance.

PARTS AND ACCESSORIES
Use only Hill-Rom parts and accessories. Do not modify
the unit without authorization frorn Hill-Rom.

CAUTION
Federal law restricts this device to sale by or on the order
of a licensed health care practitioner.

4 
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DIRECT CUSTOMER SERVICE HOTUNE: 800-638-2546
Manufactured for HIII-Rorn under=syýý-n
certified to W 9001 /EN46001 by rvice
of Son Diego, CA.

Hill-Porn reserves the right to make changes withoutHill=Rom. 0 notice in desiga speciIfications, and models. The ontyA HILLENBRAND INDUSTRY FT 
-u- 

V (ý 
0. - f -- A I

Batesvie, N 47OD6 LSA - 800-6-1&2546 ý 0 warranty "IWom makes is the expressed written
f PýSmw I M.P.# warranty extended on the sale or,entol of its produicts.

kiternatknal - 812-934-8173 - FAX 812-934-7191 0 H"om 19% 193
W6133A RC 1096

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



IN-SERVICE MANUAL

Stabilet CC

Infant Warmer
From Hill-Rom.
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FEATURES

Two-Pxkion Rodiant
Waff ner/Lighft 

ModuLa

AT 
e

Five-Irch C 'clsters
Wift) Two FronNEOckirkq

tkakeýs For Exce&,,ýnf Mobild y

SPECIFICATIONS

Height - Fbor to top of unif, .......... -.. 
-73- 82' 

wiý,gj Height Adjustment

Height- Floor to top of sided t,ýxlnoý . .... - .... 
-.Az, 5:

Side panel height ........ ...... ........ ............

Caster ____ ....... .... .......

Width -- Overall . ................. ............ 
_27"

WKffh - Bassinet ............... ...... I.. ý 
24"

Length - Bassinet ....... _._ ....... .. .. . ... ..... ...... 28"

Mattress size ... ý .................. . ..... ... 26" x 22'x I "

Mcftess height -Floor to top of, ......... ... 37.6', 46.5," floor with Height Adjustn-wnt
Weight with HI/Low Height Aditason-&-nt approx, 325 tbs.
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TO BE HSTED UNDER BASSM"ýFf

To Lock (So that the Side Panels cany "Mr,ýe occidenfally lowwedý
Locate locking mechanism, posi' , under each panel, cyerii ly
pull out until it stops.

Push down gently to ensure thoý it is kx;ked.

To Unlock
'P -ieLocate locking mechank"M, wid x eoch pat A ond push ir

until it stops.
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FEATURES

7-WO-POSMN WARMER MODUM
s Radiant Waffner Moduie pmvkkas, o conholied source of vadicnf ýWorr to
ýur*ihKxKjh,(2J375 Watt Stainlps,,,ý Stcd -Fuhow výeatws and a a be C reflector.

OvW CWW Of Bc"nef
* TO PkK>-- the heater into PoghOrL rOtO18 the
hg&erW,pbcingitcentrolly(yvc-.,,,rf,ý

eBassirýeý-* Ve* that the if Ds on the, Control Pc v,ý4 flic-,rit uP tosignify thd,, the 6-eate"Ir"",

receh" power.

WARNING Do not place objects (exquipýnent, Uonkels, clothing) ort top ol

the Heater Housing. This could cause oveilhex-ftg of the uný an-d/o,,

cxxnbudion of items placed on t%,) of ff v.,,, woff nei.

X-Ray and Moflw/Baby Bonding
FcId down front and side ponels if

Rotate the heater from the center r:xxlýfion %'fo the right.

For mother/baby bonding, verify ticYt t,ýi Lf"Dson the Control Paffeý

Lip to sky* that ft=v-- heater is receivirx, povfer.

The heakw may be rotated to (Aow the X-Ray rvicnhIt-te to be pýe 61f

positioned over the infant.

M07E In this positim the wcaTiw rnod4lcý-,ý cýonfinue to deliver heoi,

.J Stablet CC Bassinet has Fold-Down hcýnt a-id Sid(-,ý Ponels to allow gre&,e,"

boom to the Procedure TatAe. An Inf ant m(-xrtent Scale (in boý ir
and centimeters) and X4ýay Cassette FlcKýerrý,:, nt GrKi ore kx-ated orO, K-,

Bamhet Pariels,

TO Loweir
To kmer the Front or Side Panels, pres,, orxi piv, at Panel (-xA ai-ld
ckwn with forearm or hands.

CAUTM Do not leave infant uno*(-,ýdedvý4)en Fr(ynt o,-Side Par)dsor(-.ý

To Rdse
To rdse ffie Front or Side PGnels, grasp I 

i" ie iý ýi a -id rota le up 
arx,11

towards the Basssinet.
- Wove panel gently to ensure thoi ii i

RMACTABLE MAYO TRAY
A bL*4n Retractable Mayo Troy cof i be usodl as Or) trument shelf cj-;-ff hg
pvocedures as well as a surface for (:JKldif'Ký,. Do not ovedocid ftie troy (25 1b.
k)ad weight capacity).

To Access
7rosp the, troy and pvot out and kywod fi Ký-, fiv);nt of the LY)it unffl the troy stq--ýsl

Rotate the troy toward the k,,fl si(k, (4 fý v, t ii d uintiý if is flush wiith the

WARNING Do not place the infat 0 ()ý 1 1 ý v:, M(-)yo I roy 

ý 
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FEATURES

SUDE-THROUGH STORAGE DRAWER
The budt4n Side-through SfoKW Drowar is accembles from efttv.ý sde of tiq urit
and has a removatAe "k, foFsrn(Ji e(jupment and
do_-osable Iterm,

To Accew
- Grasp #,we W-Out Dra4A*r i-ý.-K*ý,, (YwJ p--,-# &awer out arl a%,K-N from ftýe ur*.

TOCIOW
- Slide the drawer in unt! ýt is flu-t-P wýý'ý, i ti-e Bcm'nýet.

TRENDELENSURG/REVERSE WENDFLENBURGAIEVEL SLEEP SURFACE,

Trendekwftrg
Deprem eitt-ter of the hcjndýes k,,ýý,,c-otexd beneath the Front PDixq of the
Bawk-et and lift. The Bcwsinet %1ý ratate ftcxn (r to I (r TrwxJ1ek,-4)b&g, with
a (rý 50 and I Oý detent,

Revem Trendslenbufg
* DWem efter of týe hcxrjýes k)coted beneath Me Front Pcrv3ý &, fhe Baminet.

* Push down on the Bassinef ficgn ýhe front, ushq the Tren&,-ienbkffq, Mechanism
Th e Bcmhe t wi I I rotate tron-i ý Tý t o I fr Reverse Tre, n de*,,nbý,_ trg,,, vMh a W, 5' and
I Cr detent.

Level Sloop Sudace
Dqxem eMer of It -ý-_ [ywy-Aws lmo, ý, tmecdh the Front I ond gukie, the
Bassinet to a center P0SffK,);"j r

APGAR/PROCEDURE TIMER
Located an the Stot*ýt CC a (,,)ne-hcxx elec*onk, AýN)ýWF-Y(xýc<lxe rry-e-,
" To start the APgar/Prcx-e,,_-ý_r F, depfe,% the fitaff/Stop) t:ý irkx t localed
on the, Control Pan4N.

" A vbble four-digff dis;Nay V, nniý,,ý,tes andse-conds vM appix-x (x i Vy,ý Confiroi
Ponet The timer vAl begin of 01(b00 aryd Rin to 59:59.

" A onesecond audible fone w(iý: fý,,xxid (it orKý, five, cnd m!nufe,

" Depress ff-*,,i, Stort/Stop Bwfcxi the firnar,

Timer

.-Stirl ýSlop

NOTE Powei wAtch must Lxý, Oý-,! f,..) opefate firneý ond Overhiýxjd, Light.

UC4MNG BUTTON MODULE
---35 Watt

Halogen Lighc ft-ý Bkofon mtst bee-ON h (ý-xduý to cx_-,fivate kliting.

To Activate Lighting 
Conversion

Depress the Lighting Bution, or) Control Pon4ý,ý

To Turn Lighting Off
- Depfess the Lighting
NOTE Toextend bulbVe, lum irte light on oniy os rc,-(_j;Jýcx1.

NOTE Power switch rymst t:n:-! ON to operate finner and 0veFhqxYJ Lighi ý

TILT-OUT STORAGE COMPARIMEN'T
The Storage Compartment 1he fiont of the unit, Nis (y, Ai fcx access.

To Access

toword you.

To Close
- Push the comportmeni d- K)r oky loward ibex unit. Tte mocjvlýfic Cotch Wifl,
hold the door in jJaco.
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FEATURES

MU-M X-RAY CASSEM HOLMP
X- Ray Cc mite Hdde r ac cm i -r i,-yj a te s C HE-- L tP to 12'X 14",

AV X-Ray Cawfts
Wodft from eMw We of te #,o X-Roy Casseffe -rroy
dkw,* beneath Me Seep Surtace,

* Rakýme the X-Pay Cassette Tray by V*-,g V'yo tray up and puWQ oý.6.
* Wib &ADporfing Mýay Cassette'f ro,,4, rAcxce ft)(- Om casse, fte on Me, vqý,

UnbadkV X-Ray Ccaw-ftes
-Vfkmx-fayiscorroete,lftth(:,;X-R,,iv,,(,,,)ýý fte Tray Upond Wlý

cmeay from the Bawnet.

Remove the x-ray cassette and shoe fht--ýý tfay tack b toward tie uNt to oý
r=Týd opercding position.

MOIE The n-cMess is radiokicent.

-To ensLre proW ccwette pk:)cernýý:)O, ýtle X-Ray Cassette Tray Grkl
Mcdonpwith mal*xgs locatecd onthe Bf=kv--,t Front and We Pmats.
Thaw gdd madfts olow you to pc>Wýý il,,ý,*ý ccmaft rm m,&* r6ýe to
#-* Mnfs poAson in tw Bossiryet.

- 51de the x-ray ccoette and X-Ray Claý6Ve fray ir. toward the Bm4net týrifi
ýt m3ds secLwy and kLcb beneafln the Bassnet.

- AsIghtdetent w4l be felt hcbccjFM Vý-ýslffoy 
Lý'kx-,ked" into pk-ý,,-Ie.

o The Heaft-ig Elerrýnt may be pM.,>Ied W away fr(xn the Mcrr-'Press to
provide easy access over theqeep S, vkz-e, by an X-Pay

ACCESSORY TRACKS
Accý trmics d1ow convenien i- it of mýy--,rous acceW)rfes (ý iý
comfortable working heights. TI-we, y tra,--,,ks irnprove, access to
equipment andsove valuable c,

TANK STORAGE
Two Wlt4n Oxygen Tonk Hoýders fi ick c"! ji ol itwD Way in Me rear. of tl le un!l
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FEATURES

THERMAL CONTROL CENTER
TheaTKxegulahon Controls are --ewraVy located on the Controý Parrel

between the Wamer ModL4e ore Are Bassinet Temperakre may be set

using ftý- set point digital dispby c6xýe o lberrngor Probe has ýYeen traerted

and senses a temperature of 31 "C or grexi'lec.

Manuci Mode
Manuci Mode 6 Intended pernaffii tc-ýr warming the Bassinet blanket ýn

preparation for an infant or when ý, ýs hnipractkýal to attach a Thc-,-,-aný5tor Probe

to the infant.

NOTE Before placing the infont 
ýntiho- &rAnetý pýe-heat the Therm`eýcg Probe,

face up, In the kL*dnet Pdor to conneetirig the Probe into

NOTE To avoid oveftating or ur-K,!&jMw.)flng of the infant, a Prot)esihrojid be

attached to the infant at aN time<ý Wr'iýýB ii-i a Rodb,ýnt Wormer and t 119, ir-Ifant

shoulcl not be left unattended.

Flug the power cord into o 11,5V AC receptacle.

CAURON Connect the power cord k-.ý o propeily grounded 
receooc*-.,ý that is

approved for hospital use, Do not ý (in exterdoi i cord or AC r(- e box.

DANGER Posslble ex"on ha2afd 
ýq: 
ý,Lýed Vi t, te presmce, of

flarnrnd--,k--anesthetics. This unit is not Intended f(,Y,, use, in NmardoLm Class 1, Group C
locations.

, ý'ho Power &ffon located coýi 
tNýý, upri,,-PtTum ftee power on by dWe,,ýsviýg

Control Panel.

CAtMON The use of radant rnqý couse, kisensibLe 
wotex, lo.3s

NOTE The unit wili function V,) ibe Micn-ucj! Mode Without pr('ý)be
inserted in the jacks The Probe- Fauý'q UFF) r)Lg)Iay ýPAII refnain ht d: iFýrv,, ltiistirfie.

NOTE Skin temperature akoryis N-101 functional during Manmioý t,&xde
when the Thermistor Probe L9 naý I in tN-i, Probe Jack or wh--ý i lhe

Probe is inserted in the Probe 
txji- senses a t ffxnperature less itv-,r)

approximately 
31' C (88' F)ý

Set the desired heater output usii ýg the Keater Output Contfol Dk-)!

on the R)ermcfl Control Cenlý-.,;; I

* Heater output is shown On #160 iarii-ýs of of arv]
con be from 0% to I OTIo.

* The unit &411 remain at the set hec,;.ýe(Qý"Itput you choose unfl Y(--)u I I ýQrlually
readjust it unless the Overheatý,rrý'--!, iV(r'rn is (Yctlvated (see Overheatýng
Alarm description).

NOTE In Manuai Mode, when ric) tyecife"r ou'fp& Hglits, cjppý'ar' H is a-, indicotion
that heater output is 0%,
Green LEE)s indicate approxim- 

'00
c,1c;'4,y I /ohexleroutpkA.

Yellow LEDs indicate approx1rnote4y 
40'-,- 70% heater output.

Red LEDs indicate approximofelly i (Xyy" output.
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FEATURES

Sewo Confroi Mode
.'%k-fen #,e Theff neor Probe is rseftwil Výk,ý ithe &iobe Jack ad senses a off pefctff e of
pmxiff ýat* 31 OC (881-), #-pe una cawals to #19 Sew, C"iýrd Koxie.

..''i rie Servo Control Kk)de allows to LED I CXAý-V Grid to Incloate týý crnaxit of
eraW delivered to the warme, to ka-ý4p,,te iýnfdnVs ddn ternpercýixe c0l ttc
pradeteffnined set point temperature.

Heater outpL# is shown on the uný intG"`r-Y,0S of ajxyoxýnate percentoge of ryower
(xid ranges from 0% to I OM

As the infant's skin temperature appýrx.-iches tie set point, the heater uutpd VAN
modulate to maintain the infant's skh at the set j:dnt

Once the infant's skin temperature andiiýýe,,,Yef, p6nt temperature are cx4ual, only
gradual changes in the heater OLAP.Af ore neEd'ed to rnaintoin. the des.ired ýnfont
skin tempercriure.

Atemperature readout displays thc-,, inKjof's4dri ternperaturo when ihe, uNi
ýs In Swo Control Mode.

Set the Infant desked target teff Lshg the Servo Tempe,(atuw
Controll Did and the setpoint d1g;1d dq-Ncrý, T umthe did unfl the ieýedexl
setting is indicated on the setpoint ctiq&-,i` dispkiy,

Attach the The"or Probe to ttie, Probe shoud be
pre-heated before registering the boby's6dn ternperature,

NOTE Placement of the Probe Is vfta1,"b;,x,,auýe!t is the Probe that
semeas the baby's skin ternperatx r, e-, orý,dl regulatess wcxmer output.

SUM, - NE INFANTS ... place the flat stdnless t4eel sUe of tl'-ýe Probe
down on the infant's abdomen below 'ihe cag,, .

PRONE INFANTS.. place ibe W staViýeK-sl-e-el side down on the
ant's back below the rib cage, but (.ýivvoy frorniffie kidneys.

-AUnGN AKvays attach the Probe, wflfi a re&-xJive Probe
cover. SerlotB temperature and contral oý-ors ccýn cx,-cLr K
anything oftier than the recornmend-b-d Probes and Robe.
oovers are weed. Do not use tape to (ft ýk;h the Robe.

CAMON Inspect the infant's skin frx are(:5 which
may rewlt from the heating of i with the sidn.

CAMON Avoid placement of obýýeg:,fs lpýaK3ýnf, Uclnkets,
clothing) in the BcLssinet that can bl(y,-,.k h(ýýat oý ab-sý,-)&) heat
away from the infant,

NOTE Only the following Thermisfor Pfobesslhouýd
be Ltsed with the Stabilet CC lnfcjn'I Miti

CAMON Do not place the W(:)rrT)E,'f iý) orecxs near o, bareath
air corKftoning or heating ckict's, Dýofks (7jýr [flay couse
a d1sruption in the heat distribuflui.

1ý4,A567 Depoa7bk) %be BCZX9 Reusable Ptobe
[Wxtxý Adapter
(tA,? SA 4 5 M)
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FEATURES

ALARM DESCRIPTIONS
Oyedwcdlng Akffm (Manud M&ft 0,,,z4V

Is
An overheaft A!cmjvA ia2id ff tm-re n cxxWcnt hecýer ou1put of I U_%
for approffnat*V f&utes (ýF c- LEýpaonýnat* 25% (2 or 3 A) f0i 73

mrf-utes (x any combination ttia W, of rvwar a-,,d *Tie,

VVhen the Ov9rhectrig Nor,, n Lzfrkýg*vred, power to the hecricef h,
reduced to

oppro)dm&0ý31M-Tne ovetwxffing Alarm can by depressing theAlarm Silervce
Button located on the left ý*Je of the Conllrd Parid.

The unit will continue to operum NAanuol, Made and no Overheafing
Alarm willi sound as " as #ýe hcý,afeý output is kept under approximaiely 30% (1 or 2 LEDS) and a Thermistor Probe is
not inserted into the ProbeJock (x [;,,;, iriseifod but does riot sense a f amperature of over approximately 31'C.

Once the Probe is Viserted in the Proba, Jack and the Probe, senses a temperature of approximately 31 OC,
the Stabget CC becomes a UNI-, controlled t ýy fhe skin temperature of the infant.

WARNING Do not Wye Me inkgdý wm%nded.

HI-Low Temperatum Alcffm (SwvoMode Wv)
* If the Infant's temperature hai fluciut,ýfed more than ± .5*C frfýxll the
point temperature, a solid, vL-ýbK,.ý W,11.ovv, Ri-riperature LED wild
appear ýnmedjately on fte CC Control Panel.

" If after four minutes the has not been tructifned, an
audible Hi-Low Temperature akiýýTi W.5,!xNjrYJ.

" During the audible alcr-n condt.,Nciri. ýK,,oter output Wol changre to
approximately ýM until the infan,,Vs skLn tempperatýure returris Wt1f i the
target range orunfll the darm,

" The Hi-Low Temperature aloan ýy sk.,ýnc(-,dbydepres§nýj.th-E,;Alý,,ýir)-i
&1ence Button; however, LED Display wi4 rernain lit
until the infant's temperatixe r0z-n_- to W"n the target jrxr( ge. If frie
infanfs temperahxe remaft of It ie ±.5C seipoint foý orvoltier
4 minutes the audible dcyrn will (-,.golni mt.rYJ.

When the HkLow TemperWure cc1,ndi.fl-.,,)n Lý r( ,ctified, the Ili-Low
Temperature Alarm wil ou1rarKA,,,.,ai ie*ef.

Over 102.20F/390C Alarm
* An audible and vidble Over 102,21/NýC Norm will CK.Avclo iimrnedlatdy if
the Thermistor Probe senses a that exceeds 102.21F/39"C.

* Heater output is reduced to 0% on ý,,Iwi!i not resurTie, until the Tr-K`.)rfT1i .1-07

Probe senses that the infant's, I ure N n fallen L-elow I (Y2.7'F139'(_",
* The alarm will notsilence unfi ondiflon is recfified.

ý4:

Over IOZi/39
Mar. silcn,ýe

Probe Fauft

Hfll-Rolllý
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FEATURES

Pfabe Fault Aluffn
In te Manual Mode when ff,ýe ýi not kr,,%rted h kýe Probe IVTýýIA
Jack the Probe Fautt LED WiN remý,*ý,n ýit.

h Me Servo Mode, whenevw ttya Rxke sown a twnperature of lew khan
cpprox1mat* 31 OC for appro)&rK one mckste, the Probe FaA LED will
con-to ON, an aucHble alarm vAil cx;c,,: ýY.ý I (,.v,,td Vwxiter output vA &(xp k-Y

cpProximat0y -V%.

When ff-ie- ak)rm Lsssilemed byd%?,re-m'rxjth9Mmn Sfleý Buýton:
K serised temperature is still bekyw 31 O'C', 11he Prdbe Fauff LED ýMfl ki
and the unit will revert to MctnýLx-49

'J"ff the sensed temperature Li ibe Rotý, Foult LEE) vAfl: (,-,,o
and the uNt vAR reved to Sexvo Mkxxýý

,ýyOem FcmA Akm
- A System Fault has occurred ,%Ahen (xi (:xxAlble, alarm sounds and a0 alk2rn')

ýED displays Illuminate.
- 'ffia system continually monitors to ensure

#NNmoregulation integrity. If, (-,il ariy -rinse- Heater Control Signc-g arid
ttýe actual Heater Cuff ent Sonaý ck-) rýallca,7ee_ 

power/heate", is
hynediately terminated, and o, Sysfýzm-, Rxk Alcy-,Tn ýs activated.

* ft System Rx# Akxm may cA5o,1-%A,, octwiW by comecting an
imýxýble temperature Protx-ýt, (xo%ANet, ý Me Probe is diofted (Y When
#,ere is an open heater element

* The alarm cannot be Menced ur-6`.Ahe co)wd Nkx-i is rectffiedý

The akim may lndiýote o sWen) týe or id require rr)oýntemrY,.x:L-. tiy a
qualified technIcian.

L= Of AC Power Morm
0 Vie unit becomes unplugged oý AC poww4 ý, irderrupted to the urw when
the Power SA4tch is 'on', a pulsdlmg okxrn wý. sound. This Loss Of, AC
Flower Akim wig fade after opproAr-, rninu.tes, ov WR oý-#arrxihcolly
reset W power is restored to the unq

-The Loss Of AC Power Alarm works olf o (7.xx, xicitof that will rechorge vvt ýen
AC power is restored to the t inif ff If fljAjý:? P( >We , [ ý'Ohýc h is tu me-d o

No batteries are required f(m the of thý, dorryi.
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OPTIONS

HULOW HEIGHT ADJUSTMENT

With a simple louch of the foot pedal, the mattress on the Stabilet 2000

and Stabilet CC be adjusted anywhere between 37.5 and 46.5 inches

from the floor to provzde a comfortable work height for any caregiver.

Foot Pedals may be accessed from either side of the infant warmer.

Raise Bed

Depress and hoW', right foot pedal unA desired height is achieved.

Lower Bed

Depress and hcAd kaft foot pedal until desired height is achieved,

Warning: Check space above and below the warmer, so that repositioning

the unit ,ýAH not be obstructedý,

Warning: Do not transpori,' warmer with the bed in the high position. Lower

the be(,J ýýurface before transpor-t.
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OPTIONS

SCALE
The weighiing capacity is approx1ri 17A ts./8 kg,&
The scale has five bLytions Cnd a dspk-,ý,y u!ea. Acq:Dflon
appem above each bL&cn aW.;rk,)Fngrýs krvhon, Each
contra bL&on is cobr-coded amJ.gc0iioc4y repFesented.

Befove OpeFcdlng The Scale
For the most accuracy, fok)w p,,ocedufes:

Scale Setup
Prior to operating the Stabilet &cok:ý, rcfý,aý' lo th<ý%service
manual for complete instrucfiorýs ovi sc-,'nle se-kip,

Sleep Surface Preparcffion
Before placing the infant on tbe it must be
prepared. This includes placirig a4k-*3s on the surface
such as finens, skin ternpercrkKe etc. that the
infant will require. It can be helpki!'rcý pki.ce a list of these
items near ihe wormer for future

NOTE It is important to deveblp o p,,,,olry,-ý-Oýfo
determine what items belorýg oln iheý [ýcxK,ýnef ot
the time of weighing.

The t P- V§KGS button is used to sw#ch to bs. or kgs.

waicmt Wederences
DA4,ore uw-,ýrafing the scab, be aware of the following:

* fTv- entiresurface of the Bassinet is weighed, It is cdso
ýrnp,,ýtant that no one touch the Bassinet whLe the
scak-,, is operating. For example, leaning on the front or
k- (,, can cause incorrect readings.s 
' 
J

* The fnoM accurate weight reading will be achieved if

noffik-ig is touchitig the Bassinet. This includes patient
kw- ternowature probes, ventilatom ECMO

drainage bogs and anything that cWd
ýrnp%ict tre weight and cause an incorrect weight to
ap-rpeor ýfi ftx- clýspby.

Confinuous Msplay
ffica inforit's weight reading will appear continuously on
Wre dr4)loy untii the OFF button is activated. Turning the

off Mi not erase any weight readings but only
the s(---.aýe for a period of time.

206

Tf w ZERO button resets ffýe scale to 0.000
I -;-ior to plocing on infant on the scale.

1'4o CW buffon hims the unit off.

The ON button hffm the unit on.

The AVERAGE button comperwamn, fý-ýr crn
octive kifant vbration or excessýv-' o4e (--ý i ts-
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OPTIONS

* Connect scale's poww, ef wJ o I X;V icd outiet
* To turn the scole on, press and the ON L)utfon

on the front pond.
* When first turned orL all dispIny b1dk--,.,ators will light

briefly, and then clear.

For the most accurate weight rechDý;n-,g,,, if je infbnt should
be centered on the bed and
" Place the infant in the Bossinei
" The patient weight will appear in th,ýe,ý dsplay- For lbs. to

kqs., press the LBS/KGS button (Jwý;-Q wýl-ight d4)lay.

Before foýadng the Infant on the sleep surface, the bed
we,-,ýghf must be zeroedý

P,(e% ZEýK) to obtain a zero reading on the display
prbr to welghhq i1he patlent for the first time.

rhescale wlH read OMO lb&/kgsý

The, AVERAGE button allows you to obtain an average
we,qMr Vrier, an ac-Ne infant, excessive vibration and/or
air cause Itw weight reading to fluctuate.

Preai uruJ rele(w ffie AVERAGE button. The display WM
Lx:ýýgýFl a cuuntdown - 02- 01, then a weight reading, This
tcke,s, (,,gyxoxirnote4y four seconds. The scale will dig)ýay
(.,ýn infant weight based on a statistical average. Do not
preK-, ony other keys while, the scale is in the averagIng
fc-ývel rrKxJe.

* Thisstotisticd average weight will display for
apr.xoyýrnafely 31/2 minutes.

* 1 he u.- d vAH then return to the original weighing mode.

N0,11, TN'.s icxyture does not affect the accuracy of the Lfft.

LOW BATTERY INDICATOR
Atýen the scale's bcdfery power cx i low, thet, word 'LO BAT' 411ar*)ecr in the scale's display. To recharge the
Wttery, plug the unit into an outiet. T-ý,,aftrý3y Ls dxirged wl-ifan the 'V'-) BAT" 

disocy disappears.
NOTE The Infant Scale receives bacr'ýý;pý fýx)wer from§x AA batierieý, c(y)ýolned in the scok- indicator when the power
cord is unplugged from the wale

CALMON The Infant Scale calibrdic)n fý--i i (xrnafion ýs not retained in the sý,,,xjlo indicator memory in the event that total
'pctdcal power is lostý To prevent cc-1010-,, a-1, kxn information loss, ensune fh(:)f thescole indicator batteries are adequately

,0orged before unplugging the pcivvcýr cod. from the, wall receptacie, K the scale, indcator displays 'LO 
BAT' 

message,
-allow sufficient time for the batteries f o,,ecýiorge Lefore unptugging thc,ý power cord from the wall receptacle. If the
batteries do not accept charge, rqN-1, flht:ý Tyaff(--,,ric-.,s and recallbrate P ie Infont Scale.
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PATIENTWEIGHING
Stop One - Tuming the Scale On, soor, Two - zefoing me scale

Step. Faw - Avemong LevegStep Thme - Weighing the Patient
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ACCESSORIES

RESUSCITATION MODULES
The Resuscitation Modtdestoi,

P 1276 Oxygen Module (Flow aiý f AA,-,xYy Ressurp)

P 1280 Suction ModLA9 (Wc#f Only,)

P 1;ý78 oxven Module (FbW ordy)

NOTE Resuscitc4ion Moduk-s us-- ony on the Sfbý-v5et Intant Womi-am

To Mount The Resuscitcffion Modkxkný To Remove The Resusckffion Modules

- Position the module on the ry, *ý, all tubing from the module.
* Tighten the mockile knob by it COLK)fHF , Uooseýn ff ie rnoduie knob by turning it clockýA4se.

clockwise. , lift the- rnodule genfly away from the pole.
* Shake the module gently to 0 i's poperly mounted.

NOTE You must have, a Hill-Porn Ir ilu,,Jon Pump ý iolder accewýy or Post UfjVy Mount
occessory in order to mount 14,-Is;,ýicýlofion InfuntWarryiers.
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(11,28 ý Suclibn Module (Vpnturi On/y)
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ACCESSORIES

To Use Oxygen Soume (Cyfindef W, Wcgý)
Oxygen can be ack-ninisteted lrorrl a reqJI(Atexj, waii source Gr froý,n oxygen
cyiinders. Using cyl iryJers pe, n) hýi fl RT":)OLký t 0 be used ý i tr(N isp',A Sýh idlons

a Xy Xy , I- Connect one end of oxygen to wCj$1soui'c of 0 gen (Y0 - W
cylinder, using a gas oulliet ad(yplka,ý.

- Connect second end of hose to DISS fitting on the back
of the oxygen module.

OXYGEN MODULE (FLOW ON:LY)
To Lkilize Oxygen Module (Fh,,w Oniyý

NOTE A humidifier may be,
affached to the DISS fitting k,

connecting the Oxygen Tubirig -

CALMON Improper use of oxygen may L>e
associated with serious side for 1-he infant inckjdil Ig
bfindnem brain domage, a.,.ad (,Jk-ýx:i1h, The rnethod, concen
tration, and duration of oxygen) be
prescribed by the otlending

209

Carinect the end of thiz;
Oxygen Tubing to fitfing
onffie Resusdtafiori B,,-jg and
Mlask.

Using an appropdate adoýAb,,,
connect one end of the Oxygr-,,,.,;-,i
Tubing to the DISS fitting locati.,ýd
underneath the oxygen modde
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ACCESSORIES

To Use Oxygen Source (Cyfinde? of wai&)
Oxygen can be administered from o vvoq source or fron-1 oxyg--,'-l
-yfinder& Using cylinders peraýfs, iric- n i,ýYAu`o to t:w-- kAed in

- Connect one end of oxygen hos,,,,ý to wcý,,,xource, of oxygen or oxygen cylinder,

using a gas outlet adaptoF,

- Connect second end of oxygen h,,.)se to the DISS fitting on k, of ffie

oxygen module.

OXYGEN MODULE (FLOW AND AMWAY PRESSURE)
To Utilize Oxygen Module (Flow and Akway Pressum)

Connect one end of the Oxygen
Tubing to the nipple located on
the, front of the oxygen moduLe,
his measures the amount of

'pressure being delivered during
resuscitation.

NOTE A humidifier maybe
attached to the DISS fitting prior to
connecting the Oxygen Tubýng.

'ý.,',AUTION Improper use of suppAernei oxryýjen
ay be associated with serous ýýde Js fcý ffie

-Mant including blindness, 
bra' 

i d,,ýr ond
6--ý. The method, conceniT(.-jfi(..)n, of,,-j dýjraifi,), I
of oxygen administrationshould b 5v
the attending physicion.

Di(--il in the appropriate flow rate of
oxygen by using the builtAn
Oxygen Flowmeter, located on
the, front of the module. The flow is
adjustable from 2 to 15

LPM-Because the Oxygen Flowmeter is
bock-pressured, a flowmeter
should not be used at the Wall
Oxygen Source.

CAUTION To avoid damage
I-o tho Flowr-neter, do not
overlighten the knob.

210

The amount of pressure being
delivered is indicated on the
Airway Pressure Manometer bL&
into the front of the module.
Airway Pressure is measured from 0
to 120 cm H20.

Con"nect the opp(Ate end of it le
Oxygen Tubing to the
C'onn,actor located or) the,,,

4 and 1ýRes,us,citation Ba,, A

Conne(-.,t the opposife endof
fhiý-Oxyg,,-,,n Tubing to the supply ffJ4 q

or i tho Reskiscitotion B,,:i(i or 0
Mask

Osing an appropriate adaptor,
connect one end of a Second
Oxygen Tubing to the DISS fiffing
located underneath the oxygen
module.
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ACCESSORIES

SUCTION MODULE (WALL ONLY)

Suction is accomplished by the US(,
of Wall Suction and is variable frory i
0 to 160 mm Hg.

To UW Wall SUCHon souý,Ce
(-ýonnoct one end of vacuurn
hose to wall Source of vo, -A)urn
using a gas outtet o"(1", lptov

Conne-,-t second end of
va c u um h ose to D ISS f 4t i v- i (,j
kxxil-ed on the back of Ti,ý,
,A icilon module.

T-M..- Ww"F
ýq

trot

fum the suction on with
the On/Off Switch
located on the front of
the module.

NOTE Properly occlude
the Suction Port located
underneath the suction
module to obtain the
most accurate Suction
Gauge reading,

Set Rate

the Suc.fion Dial
(I"x (Ite"I'd, on, the firont of
thý-, sk I mocft1e) to

cioý,,,ý,Kx-j settim] while
occlt jdin,,,ýj the Suction
[,(,r,

Turn thee U)Ction off with
the (")II/Off Switch

the front of

211

Attach Disposable Sucýon
Canister to the Port located
Underneath the module.
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ACCESSORIES

SUCTION MODULE (VENT-= ONIY)

Venturi Suction is accomplished [,)v
the use of either Wall or Cyktdý----.,r
Oxygen and is variable fi-om 0 to
160 mm Hg.

Set Rate

Turn the suction on with
the On/Off Switch
located on the front of
the module.

NOTE Properly occlude
the Suction Port located
underneath the Suction
Module to obtain the
most accurate SUC-fion
Gauge reading.

Connecl second end of oxygen
hose to the DSý fitiin(-i r)(.'ated
on the back of th,:ý tion
mcYlule.

- 

ý 07

POot,ciho, Suction D01
ofed on the front ot

Hco V,(XJLJle) to
it 6ý,:ýsýi ed seffing while

d:nq th,-, Sucfion

I uý n the ý,uctjon off with
On/Off Switch

()n the tront of

NOTE lo increase Oxygef i Cyk He

I)Turn the cylinder off wher) nol ir i wher) utilving Wall So, irc, )xv(Ju.n.

2)Do not set suction level any I ý iý i.r) r)-,,- e%ory to cornploife j
3)Turn Suction off when not in us(-ý

4) Connect unit to Wall Oxy ger) Se,)ý-j! vvh-n civail(A.)[o and r,)r( v ý, I iý

212

To Use Oxygen Soume for Ventu6
Sucfion (Cyfinder m Waf,,I)

Connect one end of oxygen
ýiose to wall source of oxygen or
oxygen cyýnder, usiriP a gas
outlet odapiof.

Attach Disposable Suction
Canister to the Port
iocated underneath the
module.
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CLEANING

STERILIZATION
The Centers for Disease Control EPA approv "D J

Dspital disinfectants, used at manufocturers stý, ted
,kMons. Cleaning should be dorx'ý,ý LN, a soft

dampened cloth over tie surface, by wipinp with
a dry cloth,

Quartenary ammonium disinfectonts L)e used to
reduce the contamýlnatlon level rpatients.

Alcohol, strong or abrasive cIean(-x,,'s and, hqcff ocurbon
solvents are not necessary an(.,J shouýc-i riolr Used on
plastic surfaces.

MATTRESS CARE
The mattress cover may be deona-11 wil ' ýh a rnM detergent,
rinsed, and cold sterilized.The folk)vviro.rxoducts have
been tested by the Herculite Lab cwýd have been
found not to have a harmful effax-t ciý,)StaphChqk% f0tAcs
WHEN USED IN ACCORDANCE Wf TH Nil MNUFACTURERS'

RECOMMENDED DILUTION,
---------------

TRADE NAME TYPE I-,,,`iANUFAC'TURER
A33 Quartenary A&rwick
AbsohAe Quartenay Wolton-"'Vlarcý I

Beaucoup Phenolic Huntington
Due Chip Quartenary S.(,. Johnson
Coverage 256 Quarten(xy Vestal
El Dorado Plus Quartenary Puritan/Churchill
Elimstaph Quartenary Walter G, Legge
Forward DC Quarten(xy S.(-.',Jchhmý)n
Tranklin SentinelQuartenory Puro'x
,,Galahad Phenolic, Puriifan/Chwchill
HJof Quartenary 1-11"nting--1 'jan
Insurance Quortenory vestal

LPH Phenolic vesfcjýE
Motor Phenolic; HýFlfinwon
Omega Quartenary A'ýrv'4'c*
Quanta Quartenary 14ý'xi*Vron
Sanikleen Quartenory West aiernicaý
Sonimoster I 11 Quartranory ýý'ý'Vice mastw
Surfacide Quartenary VValton Mcm-,h
TrKýuat Quartenary Vostol
Vesphene I I Phenoýe vostol
Virex Quorteriary C 'Knhnýon

- - ---------- - -

Betadine stains may be rernoved tho i-notfr(--.,ss by
doing the following:

Use a 5.25% sodium
brand bleach).

Apply 3 drops of the solution rxe-r rich irnmedately
and scrub lightly. R-)e stain shouild sic,0 to fado olmost
immediately and within 15 mir-ýutc-,,s LK-,, totolly gone.

Stubborn stains may need fu,,ihei No rnae
than 3 applications on any one ciýo fecoi nmended.

""When completely dry, rinse,-)ýco wlýf wofcs ondI
)VApe dry.

If solution comes into contoc I wil'! i ý,;kii), wash off with
water ond follow manufacfi k.jljol in,,irw. tions.

Prot* should not be immersed.

STENU&MON OF THERMISTOR PROBE
Ethykoie, o)6de sterilization is the preferred method. After
slerW,ot,loýn, Probe i must be safely and thoroughly
venNated txý",xe handMg or use.

CAUMON Auiocloving may cause Probe insulation to fail,
oml ry)ay also cause the Probe to give inaccurate reading.

CLEANNG OF CASTERS
The Sfct)iiet CC Infant Wawner may be used both in and
ouls-do oseptk-, surgical arc-as. Care should be taken to
assuýre the casters do not carry contamination into the
surg0cce, su:fe. Removal of accumulated debt and
treaf. Trent of fhe coster tread with a spray of disinfectant
so1uf,,',,-)n as the Stabiiet is transferred into the surgical suite
is reco,ý'ifnended.

CLEAMIrNIG OF SIDE PANELS
Me &,"dt,, pone's are made of clear polycorbonate plastic
and can t.y,:) ciapioged by cleaning with alcohol, abrasive
agents,, hydrocarbon solvents or phenolic disinfectants. Use
onýý, gi-ni-rb clatergenis for cleaning and polish with a soft
('11oth lo ret,irr) clarity.

CLEANWG RESPIRATCW THERAPY PARTS
Re,rnove, ond clean or discard all tubing, mcisks and control

vfiich have come in contact with patient
secTetic)ýry, Cl,-ýaning procedures should follow standard
t ex-'on'iý ntý-,ýnc-lofions for respiratory therapy equipment and
shcx ',ýId inc., 1ý ýdý, surveRance for residual pathogenic
c0f)iarnlýnofion. Respiratory therapy equipment tends to
del,ýý,riofaf E-ý vlith oge and repeated cleaning and

A,-,sure it is sofe, and functioning prop".
Q oc*ed ru[ý15er ond plastic articles should be replaced.

MAWTENANCE
The Sfoblýe t C Cl Inforit Wormer and Resuscitation Modules

gula core and maintenance, as detailed in theneed
Sefvtce Manual. Pleose request your maintenance

lo follow i he, preventive maintenance section
in li Serviýýý Manuol.
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SAFETY TIPS--

For over 65 years Hig-Rom hossk-ý?l thie stý ýndard f(-)f quarity irl
patient room equipment. tmw-, wd-h hpLý from
many of our customem we hcv_o ocabrwl useftil tips whic.
may contribute to the satefy of the i-ifoný ar-KAstaff.

SIDE PANELS
To pravide madmurn profectkx,ý for infant, the sk-k-_
panet shý ckeays be in a u,,-_)r0ht posit k>n and
latched when an infant ýs uncynen5w-1. To ensure the side,
panels are latched, give the sack, ý_xireýs a qentýe tuq.

TRANSFERRING THE STASM CC WFAW WARMER
A#hough the unit is 6ghtweighr oný'J (-osy to rnove, be, sure f
keep hands and feet clear of -1he-Mneels WýIxýn moving to
prevent destabiiization of the u, iif or in,ýuFy to t Ky., xis or feet.

WAKES
Brakes shýild always, be set Vhenllie uNt Is rxcuoed. Aft(
setting the brakes, push and pull ifilo unit ýo Emsure they oi,ýe
engaged.

X-RAY CASSETTE HOLDER
If using the X-Iýay Cassette occ(,ý,,sory, cilways seCUrE

the holder to the Unit whenn r x) ý ýi ýi ý iw. i Ns ¡ ovoid possibk,

danxige to the untt and holder,

RESUSMATION MODULES
Wcffner Module should always Lxc.,'. ý,enpt ovei the center of

(j.-the l3cninet when MWules a'ffochý--,d,

SCALE
The Display Unit may be attach<,-, -1 o side of the
Thermal Control Center.

PREVENTIVE MAINTENANCE
-xnQuarterly pfeventive i i iusi Lwý perfa -led to

ensure all features are functkx,ýiri.,g (-.z 04ghafly de4gry_-d.
Particular attention must be odk on safety fe0tUreS,
inckiding but not limited to:

* Side Panel Latching Mechani,-,. f

* Coster Braking Systerns

* Electrical Cords And Cornponenir)

* StairJess Steeý Heater

* Temperature Alarm Sysk-_ýri i

* Scheduled Re--olibration

* Air Flow MeaSUremerit

Please refer to your Service Monk x d loi qxeclific preventivo
maintenance.

PARTS AND ACCESSORIES
Use only Hill-Rom parts ancl Do ý lot modify tl le
unit or module withouf ouH ýýorvuýtrý,n frog n Hiý,,,-Porn.

CAUTION
Federal low restricts this devCc- k), "k - by oi ori the ordcý of
a licensed health core pr(,-je J ifi,ý)i
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Probe Fault Alarm ........ .. ...... 12

Low Oxygen Marm ........... . . l2

System Fou4 Alarm ... ý .... ... . . ........ 12

Loss Of AC Power Alarry-i ... . ......

OPnONS

Air/Oxygen Blender Pock(x)c ............. 13
Air/Oxygen Blender Alor(TI ..... 13
installation ..... - ................ . .. ........ 13

Use Package ................. . .. ... ... - --- 14
Hi-Low Height Adjustment

,Cale . ............. -- ........... .......... . ....... 15

Patient Weighing ..... -- ....... .... . .

CLEANING ................ ................... ........ 17

SAKW TIPS ...... - ......................... Bock Cover

!1;,Q SPECIAL ASSISTANCE,

Hill-Rom Account Monager,

Perinafal Corisulfonf

Field Service Technic.ion

Phone

Phone

Phone
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FEATURES -,-

scdlk--,ý
(Oplfiorlol)

OxygenlAir Tank Storoptv
Un-Reor)

Sfiding Control

Large Bassinet With
Continuously

Adjustabk-Trendelenburg/Reveme

Trendelenbuýg 
W;th

0*, 5'And 10* etent

Slide- fhtoup',11
Grid-MarkedX-`,ýýC-Iy

Cassette t io,,,den

Retroctoble Mayo

Easy-Access,
Slide-WoughStw,jge

Drower With Remo",,b4c--,,
Orgonizer Troy

Thermal Control Center With
Automatic Conveisfon From

Manuol To Se, rvo Control

Sturdy, Eosy-Release,
Fold-Down, Side Panels

Rodiaucent Mattress

- flIt-outstorcFe Bin For
cResuscitation quipment

Bumpets

SPECIFICATIONS

Height - Fbor to top of uilit ... .... .. .... 1 73' - 82' wsný, Neýghj AdjuUment
Height -- Floor to top of side por)(,,ý ...... ...... 42;

Side Panel height ........... - ............ 5'k,

Caster ..................... ................. 5'

WOth Overall .............. .......... .. .... ............ 27

Wkffh Bassinet .................. ........... ... 24"

Lenglh - Ba&,ýnet.. . ..... ............. ......... 28'

Mcftess size ....... ....... ................ 26' x 22' x I'

MaWess height - Floor to top of .. ..... 38' - 47' wittv Heighl, Adjustment
Weight---- ....... ... 295 lbs

with HI/Low HeightAdjustnio-ný-I a. 335 ibs,

Vfewp,q Pod
- Mu#ýPosl#on Radiant
Wdrmerft,hfing Module

Resuscitation Control
Center Witt) Oxygen And

Suction Controls And Gouges

ApTorlProcedure'fimer

Y 218

tWe-lnch Cast&s
Krith fwo Front-Locking

&okes [of, Fxcelk-ýnt A46bNty
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FEATURES

MR-POW KM WARMW MODUM
The Ro&nt Wourw Modde prowk-- o cxg*oýed smx>,-- of rc6ont he& to
,,hg urffftough 121375 WaV Steel TubWar Heatws ar,6 F,, s-nwth parabdic refliector.

Sbmw
To store. pivot the heater WY, (padWlto urft houshg).

Qasp the He&er Hcndk,- and fý! Ye, heater hortontoiýy to
stored pmMon.

NM Intancil rricrmAtd-ies kr;-F t, ý,Iw, hocaw off if it is rotated trom ItK, ceylxll
podflon over the Bcmhet 45' fy,-Y-r-;
pr&v&-ftavedieafrQOf the. Upper lkxAngwhenth,--i fie-ole-E ts in
the stored podtbn.

OVW CNIhm Of BMU94
To pkm ft-n-- t*&er nto the _qar- kxd qp"&ff -Q podfion, gaw) the VKxide

and pLg hC&OntCjy.pkjdng [-ý,a, of fl-e heater in the center otthe Unit

Rotate the heater 900, pbcing rl 
(* enjraýýi oven Itie 13cminet.

twýoteris-Ve* ffu# the LEDs on the Ccý,,rffr,-Ai Pt7A Ight up to slgNfy itKýl the

MOOMV POV".

WARNING Do not place any ob*ý,-,t5 on top of the Wcmx--r Ho,,,Ghg This
cotAd cause overliea*Q of the. ý iný an,,ý,illu m.mhLmt*n of OýOcRýdon
top of the WCWMr.,

-RW And Examhafian
GraP the hancHe, Off and puý horizonl(Ay, pkidng the baseot tho heafer
on the W side of lt-ýe vnitý

Ve* ffxg the LEDs on tl-K-) Confi,(,-Y, Pone! Rght up to sýgnffy that Wve heýoýer is
recgMng power.

The he&er may be rotated to cg'lovv tNe Y-ray mtochine to tx) prcrx),ly
posMoned over the infant.

NM In Me x-iay poltion ite rvkxduký wil c.ontinue to (k-4..'ver to
ttv-- infant.

MO#w/Baby Boncing
* PotOte the hecýer from the to

- Ve* ttxýt the LEDs on the Coý-JJLý(ýj 1;,ghi Up t, signify thal f-he heak-N iýs
receMng poweF. IPAN
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FEATURES

LASSINET
Fold Down Frant And Skie Pme6
The BcL ýeý a cessssinet has Fold-Down Vroril, aýndqde PaneLs to albw groo. , c
to the Procedure Tab4e. &-i In.t"rant Mea%ffement Scale (1ntx*i inches and
centimeters) and X-Ray Pica wnent C-Ad are koc&(edon the
Bassinet Panels.

TO Lower
,&To lower the Front or Side Pan,-K, 1,,xeý-,dovýn and pivoll pone4cyutand
down with forearm or hanck

CAUTION Do not leave infant un,ý-)fleýx" wben Front or Side, F(ff ýe-,,ts are lowered.

TO Rcdse
To raise the Front or Side- Po,w'As, the rx-inel ond rotaft-ý tip and
towards the Bassinet.

c Move panel gently to ensure thcý,ý if is secuý(?.

TRENDELENBURG/REVERSE TRENDELENSURG/LEVEL W-EP SURFA(---..(

TWWbWtx99
DWm effliw of the handk--,ý kycaled tx-,ne&h the Front Par-K--f of

thý---BaWnet and lift, The Rminet wi4 votate ftorn 0'to 101 Tr,-,ndc-,,4ef-kxjrg, with a
0', 5' and 10' detent.

Reverse Trm"enbwg
Depresse&ierotf Me hondlýi VA Kxýed IxN,,ký,M the Front Parwý of V-Pe

Ba%het-Push down or lift the Bassinc-A tro,,n tho ftont, using the -frende.ýenburg
Mechanism. The Bassinet wiH ratile tiorn Wio 10' Reverse rrend-eýenhuig,
with a 00, 50 ond 100 detent

Level Sleep Sudcr-e
Depress eMer of the handle,,; bcate,,d be,,,nealh the Front Panel

and-guide the Bminet to a cenier po0ion.

RETRACTABLE MAYO 
TRAY'

A bult-in RetractoNe Mayo I ray can tx-ý, v,;eKJ os an irtstrument shett duping,
proceduresaswel aso surkx,,(-, lo-1- (J notoverl(yad t-ýtray (25
load wetht capacity).

To Access
- Grosp the troy and pivot ouý oiný 1 iowo.,d ihe fro)nt of the unit unN ffi(-,'rroy stops.

TO stme
Rotate the troy toward ihe, VWf 01q t,4`10 U14 Mllil it tS fiUSh Witi` I tN-

WARMNG Do not pkice the intant (ý,ýýnth- Mayo Tioy-

SUDE-THROUGH STORAGE DRAWER
The bL*-h SlkJ,-,Through Storaqý-,,ý is aco,:,ýsskAe from eithe--sidýL,-ý of unit
and haz a removaNe pbstic fioy ((x,ý,, fv,,.v. irtr(ienta&e.d) for srncA eq; and
disposable iferm,

To Access
J, - Grosp ft -Outl)rowe,ýKj, (ý,Idp-]ý(-ýe Cuf

To Close
- Slide f he drawor in LAN il it iý, flý,Jt, 1) /j,ý [ I t lef,
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Bassinet

To Lock (So that the Side Pane4 cammt be acOdenta4y boww.W,)
Locate locking mechanism, posý'Wried under each panel, ancigently
pull out until it stops.

ý Push down gently to ensure, iý izs, beVed.
To Unlock

Locate locking mechanism, pn,-'Aoned under each panel, (-,u)d push irl
Until it stops.
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FEATURES

WINN X-PAY CASSM HOLDER
The X-Ray Cassette Holder accx)rnrK, ýd<A_s cassettes up to 12 

6 X

OCKIng X-Ray Comffft
WoWng from either side of ftie Bavd,`,ne)t, locate the X-Ray Cassette, Troy
directly beneath the Sleep

Release the X-Ray Cassette by fffhg f-hetray upI I and puliý,n j oul.

ý While supporting Me X-Roy C(wnette rra",ý piace tie fikn ca&sette on'rhe, f(ay,

To ensure proper cassette plac&-nent (ýAign the X-Ray Ccwette,'Iray GEid
Markings with the markings iocci,ý'reo arit fne BC*sjnet Front and,13','ide
Par*ls, These grid markings allow y,,-.,ýu to position the casseffe occurUtely
relafive to the infant's position in ibE,, Bc:zsinef.

* Slide the cassette and X-Ray Cawe,;Ite, Tr(.-iy in toword the Bassinef uniN it
rests securely and flush benealin ffiýý- Bcjsý;ýC'net.

* A slight detent will be feit trciy ý; 'locked" into peace,
The Heating Element may be Ovok'lld 

(X01" 
away frorn the Mattres's to

provide easy access over Ibe Ska,,.:ýp by on X-Ray Piachýnc,,..

unkmý X-Ray Cmeffes
When x-ray is complete, lift the, X,R,(ý-iv, Casgette fray up and puli it gently
away from the Bassýnet.

Remove the x-ray cassette and tray b<-Ack in toward ftK, unýý to a
noanal operating position.

NOTE The mattress is radbýucent.
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FEATURES

NrwAWPROCEDUREVMER
Located on ihe Control Pa

To" ihe Apgar/Proce
on fte Contrd PoroA

A vWbIe f6tx-digit d6pla
ConW Rxtd. The ftsw

A orw,ýcl cudible t

Depress the Start/Stop B

NOTE Power Switch must b

LMIING RWON MODULE

A Lighting Button located on ths. Contras Panzi actuates We Ný9090n

light. The light can be activaWd, v4&t.,out the main power an.

To Acftcft LVOV
o Depress the Lighfing Buffon, olk-J on Vie Control Parid.

TOTWn Loft Off
DWess ihe Lightkig EkAton

HM To extend b0b Ife, tun Task L69ht on aNy as vequirýýd,,

PIRSWAT" PACKAGE
The "win Re%scitcffion Packagp

e Autornalic Oxygen Cross-CMY, SvstEien

0 (2) Bulk-in Oxygen Flowmeivs,
- Awway Pressure Manorrx-ter

- Ventud Suction

223

Builf-in Oxygen Flowrnefer, Airway Pressure,
Monometer, and Venfuli Suction
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Dual Oxygen (provida? 100% oxygen oWy)

Comea the dvAredde-vim to be supphed, by the Auxffivy Flow to the Auxiliary
Outlet Pori,

2. A4just the desired Auxffiary Flow using the 02 now Lpm 2 Control and
check for flow.
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FEATURES

To Lffifize ResusciWm EqWpneWg
- Connect one end of the Oxygen Tut,*,T,4 to the r*Dple morked, Pressure

Gouge (located in Resuscýation Compartrnent). This rneasuras th-ý

.amount of pressure being delivefud duilng resuscitation.

- Connect the opposite end oftbe ('))cygen Tubing to the 
Manorneleý'

Connecter located on the Reais&a*)-,ý Bag ond Kknký

CALMON Thesystem must be veni xcýdu ý kimoge to the moricwnet-er

vAll occur.

The amount of pressure L*,jna, dv,5,vered is indiccited on the Ai,--výay
Pressure Manometer built into fficý PanA.

Using an appropriate adc*')ter, coý one end of a Second ()xygen

Tubing to the DISS fiffing markedi Suppty (iocated in Resuscitaticx-i

Compartment.)

Connect the opposite end of this Oxyg-en TubinQ to the supply fiffirig on

the Resuscitation Bag aml Mask.

Dial in the appropriate flow rate, of oxý',,gen by U,,ýng the buRt-in Oxygen

Flowmeter, located on the Contio:,F*,aneI of the unit. Because the
Oxygen Flowmeter is back-pressuted, a 4owrneter shoub not t use'd of
the Wall Oxygen Source.

CALMON To avoid damage to lt-K,, do noi over-Wen'ý-e kno4b,

CAUnON Improper use of ajpjp4emeýnlai oxyqsen may be 
cwodoted,' ýWirfh

seri-ous side effects for the infant [.-Ak-,dres& brain damage, and dEYAHn.
The method, concentration, and of axygen be
prescribed by the offending physick--t-,.

225

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



FEATURES

Oxygen crow-Over System
Oxygen can be administered frc,4*1ý i a reýAated Wal SOurcG Oý fýOrn OW9en
CyHnders mounted on the unit. vvl)u- i discannec-ted from the wd'the uf it WY
switch over to the cyliincý--m (NCqE: r-Ar-,Iens r-nu-st be turred Or'0), Men
connected back in the wag Vxý un&' s&ises pmmLire and aAania "-1y

Sý'&Ch-estowdloxygen. A rear coml:ý4mentcontdm an Oxygen,&JPPý,' K)se and
a manifold for two 'D' or 'E' Fke c &Mders

NOTE It the unit is equoped wM an oplionc!i AJr/Oxygen B1mjer!PackW,,e,
th e rear c om pa&nent wili be odk-,epýad to occ o-rnrn odate, an 

'E' s:4ýe
cylinde r f o r each gas type (reff:?4 f xige, 13 f or r-n ore deto b o ý 1 o p I a l
Air/Oxygen Blender Package),

Oxygen Cylinder IngdMIon
Before instaHing the Oxygen Cyý,inders, err;,,ure the buiff-in Flowrneter and
Suction On/Off SvAtch are tua,i&d off,

NOTE Before placing a new C)xygen 
Cý4'hck-*' in ffy-- compo& nent, VISEINt o

new02Cyijndef Gc&et (Part Numbc-n BBM409) on the brm tý-) pfoýAde
a tight seal and prevent cy*-jdE-.,i koxgp-

- Uff the Oxygen Cylinder upsfigh'iiy (-i,,,d inst(.Aý it in the Retaini!nq, Ritng.

- Tighten the T-Bar.

WARNING Tum the cyfindeF an by c,,Ppensng the vaNa slowiy by tjsýnq the
cyinder wrench ftxýt is provk'Led.

Check pressure gouge on mxi-ý r-f to ensuresuftcient qas pýClssw e
(approximately 2000 PS for fuf'ý "I "',,ývc- cy§nder).

When the cylinder is tumed aft, pressure by turni.rig on the
buitt-in Flowmeter (clockwis,ý,-- h inn' ) ur-0'1`ý tho Rowmeter roods

zero-*Repeat the above steps to install (.'indcheck fne-secono yýý'-,

-,-NOTE Cylinders should be turned otf whý i thc--,ý u nrl is riot in i ise.
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FEATURES

Use Porkible System
To transfer an infant and contimms l(:) hove oxygen and suction
capabilities, turn the cylindev(s) on tj,ýO,'ng, ffie promded cyi!rKJw, wrench.

XARMING To tum Hie Cyfindw on, opewý the vdveslowtV.

- Disconnect the Wall Source of

NOTE The unit wil lrnmedlateýy begin ý&4-19 Cyý, Oxygen once V-,*1'9 VV'011ý
SoLice is disconnected and the cyri-.,dcx is lurned cný'Hs ehmk'ýatees the. need
to manually switch from wall to cylid-rd" g-cres arKI coud save

precious time during emergency irciný,tfelý .

" If the unit has a Scale, it must b-- uý'ipkbgged'

" Unplug the elecfflcaý cord. -the AC' Power Low. Aiarm will soundifffic-',)

Main Power Switch is turned on.
" Mnd the Oxygen Hose and secu've, vvilifti the ekztic cord which i's
oftached to the Oxygen

" Wind the elecMcal cord on #ie at the bow of the wa.-rner.

NOTE It is recommended that one Or, ygen CAnder be kept closecito isure
a ful Oxygen Cylinder is ovaliatAe o-ýý cA

NOTE Before placing.a new Oxygern Cý4ýndeý? ir) #ya compartment an
02 CAnder Gasket (Part Number 13(11,40109) on tte f-xm stern to provkk-') (i fqhý
ýýal and prevent cylinder leakage.

use Woo oxygen some
Turn the Oxygen Cytinders off.

Turn the builf-in Flowmeter (locoted Itie Front Control Panel) on,

Bleed the 02 Cylinder Gauge, to z(,ý,,,7o.

Turn the built-in Flowmeter off,
* Reconnect the Oxygen Hoses to waIL

* Plý in the electrical cord,
* To begin using wall-suprAied oxj/gen furn fhe b--uilt-fin Flowrneton L')ack on.
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FEATURES

Suction
Controls for Ventud-OpefatedS, cn are" into Me Contrd, Palrýd- VeMW
Suciion is accomplid-od by ff -*ý of eifto--f IMA or ",inder (>(yý,7ýn and ýs
variable from 0 to 180 mm Ftb.

set We
Place the suction ON/OFFTcVi,,ýpe Switch to the ON p(nticxn (7-1,, vJ
occlude poa.

NOTE Properly occkide theSkxJ--k,,,-ý,n Vk.x-I on the coNsrwf(-,)
most accurate Suction Gouge

With tie Suction Port occkxký,U rotoýe thesuction D10.1 on the
Front Control Panel) to the ded,,,ýod,!ýetfing,

0 0
FKO,rt

Tum the suction off vdh the located on the Roný
Control Panel.

NOTE A reusable- Suction CarWer wýý,-i o stahýýess port is bcoýted in the
Front Storage Bh.

NOTE To increase Oxygen CyllrwWýi

1) Turn the cylinder off when nolý iýn u,,- cg when uflUng Wail Sa,--rýc(a of oxygen.

2) Do not set suction Levei any hkjh,ýý-- fi i!, in nt--ce&ýrv to c®rfnoýEore [.'.).7ocedure.

3) Turn suction off when not in

4) Connect unit to Wall Oxygein M)Clr) QW-Acble arid Pr(-_)Cfj".

THERMAL CONTROL CENER
Thermoregulation Controls are cer-04r,11y kocakýd on fheý Contrd Powý:
betwoon the Worm er M cy, Jt j le- , 7. v-i the in etý A SI kj ing door c oveq -,; Ith-,
Control Panel.
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FEATURES

MMU01 Mode
Kkrud Mode is interded Wic* foy ý.va nt 4-Q the Bamrý,--t oi-d blonk-)ts V 6 wefxxafion. 
-x an infant or when it is Irnprac-&-x4to a Rwwrztor Probe to ont,

AOR Before placing Me nfcnt in ioýe heat the Rýrrriisfor Probe, face
up, In the Bassinet, prior to Probe into *'fe Jack.

NOTE To avoid overheating or ur-OaOxxmilng of Me Infcnt, HlQwý-; rEK-x.Ti-,aiends
that a Probe shodd be attached to thoý ý,,fbnt at, dR *m wNkýo in o Padi: ant
Warr ner and the infant should 

nofý txe left uýrýal`tendedý
- Plug the power cord into a 5V Hosptal Grade AC recsý-pf'ocle.

CAUnON Connect the power corý,Jb a pxopWy geounded recepWe tr-ýat ýs
approved for hosp#d L6--. Do not uý- (xný exter'don cmd or AC reckxptcc.ý'e Ly-)x.

DANGER PosdbL- expk)slon haz(-T, d il L)SWI in the presence of
anes#*-Acs. This unit Is not intenckýd! in hazardous Ckm 1, Gro',,p C b-cations.

Turn the power on by depressir),,ý,ý,, Vw, Power DAon located a, ithe i upright
Control Panel.

CAUTION The use of radicnt warýT*,,* moy cause insefýble, 
wate," loss.

NOTE The unit will functon in the Moný-.,kd Mode vANout a Theanistcx Proý,
IrLsafted in the jack. The Probe Fouit LED Diooy vAll remoh lit duringthi-s firne,

NOTE Skin temperaVe olou m ae, nc4 ý,xictlonal. ckAng Manual MOck- n
RemWor Probe is not V6erted h Prot-6),ia;k or W-ien Me Probe rs hmeded in
Rx)be Jack but senses a ternperatLw km than argyommately 31 OC

Set the desired hebter outW* usý,ng Ifie, Heatw Output Control Dioý loc.oted
on the left side of the Thermal Contr(,A'Center,

Heoter output is shown on tho u",t in tei,rns of peyeentage of pc)wGar and can
be from 0% to 100%.

Pie unit wN reman at #,e seý twx-)Ier cmýpxji, you cNxm i mM you nY,-,r-oK*/ re(xW
it uriess the OvetecdM Atarm r, (xJý (see Oveftafing Almri ý descaption),

NOTE In Manual Mode, when no I #p>ut lights appear, it is on in/Jicotion that
heater output is 0%.

(7'reen LE Ds indicate a ppro*note Y 'I (16X-30% he(Aer ow)ut
Ye4iow LEDs indicate q:4xo)dmateýi 9. heater output
Red LEDs indicate approxýrn(teiy &Yxfý-] CC% heder output.

sevo conw Mode
When the Thermisfor Probe is Vrýerted ý.-4o if Piotx, Jack andsenses,
temperature of appro)drnat* 3 

1' 1+,, urif conv,--rN t(-,) itie
Servo Control Mode.

The Servo Control Mode olsx) has (ff ý 111.) f-peofer (N-4-put Grid to ind-,-Iot(-,ý ttxý
amountof energy delivered to the wa,.-,-r*,,r to kozw,ýp the infant'sskirl
teff iperature at the predeterrnir,ý&,d se,', temiperoture.

Fkeater output is shown on the un,! ki of (ppro)drnate- oý
power and ranges from 0% to 'I Mk

Aýs the k4ant's sWn teaperature; I ffhesat point, ff )e heo- i er oý- I tpý it
will modulate to maintain the infont's, ýMýn fýwnr*-rature, (W ffieset PNnf temperafu-'e.

xiý.z :0, ): - , , c,Once ff'te- infant's sldn temper&pure c 
r the,,, rx int fen)P0rC*)r(=:- F(. 

eq x)t oi-ily gradual changes in the heater output are
-Qeeded to maintain the dediread tý--ým,.,Yexctufe.

Pmpercrlure readout displars 1he, iý skin terT-iý.,ýefature when the i ýinil is in Servo Control Mode.

betthe infant's desired torgef tEXTIý ),'-ýIORFO Ujn(j the lempeu-Tture, Coý itrol Point Diol. Turn the dial to the selected setthg.
Attach the Thermislor Probe to iniuW Trie Probe, should be r)ro ý eak-ýd Lxfore registering the baby's
skin temperature.
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FEATURES

NOTE Pbcen-ý-_ntof the Prakx:,ý is Výd becou-se it is ffie Probe ti iat servsp-s t* baby's

skin teff pwakffe and regulatesw-,wnoxouWý

SUPINE INFANTS ... place the f&,Mýainkxýs steýý, side of the Robt_- d,,_xan on the infant's

cbdomen below the rib ccpe.

PRONE INFANT .. plýý the sfeei,,Ids down on ttw,, fi, if cnltl's tmck below

ihe rb cage, but cway frorn ff-re, w

CAUTM AWays affcch ihe FYQbcvs9h a refWdw Probe cam. SekxE

temperahxe and control errcxi cxyi oo= if arrythft oiher ffxa i thersocinff--kerxýeed

Probes and Probe covem are wed, ýý ryot use tape to a0ach,ýý Protie.

CAMN Vqýt ff -e inf ant's ssW, -,, f,-/, reddened areas mtkh r f x-)ry r (-,sý, ý& f rom the

heating of rnatedols in conta(Jt skin.

CAURON Avc4d pbcement of oty,ncts (equpwieent, bibnket,', cbtý*ig) in the

Bamnet that can block hec# oý, hecA awcry frorn the V*x t 1,

NOTE Only Me fblk)ýwQ ThealexPmbý 9-ould be used wýh the uný

ALARM DESCRIPnONS

OvedwdkQ Ala= (Mmucd MwW 0*)
An C>iediealing Alarm will scxý-d ý 11here is constant heatei oW-;, A of 100% for

approximateN i ri mkOes af q_*xo*rroteY 225% (2 or 3 LFW, 
f(>- -10 mhutes or any

combitiation thereof of povqý-:,ý o-nd tr

- When the Overheating AJcKnn 1s, tnq)ge-,, ExJ, p-jwer to the Wxiýei k; teduced to

cpvo)drnat* 30%.

,? The OverhecdN Alarm can sk_-ced by dWessingg the Akxrn Sikei-ýce Button bcated
on the right side of the C0, ýfýoý

e The unit wig continue to oryxat(-, ý-i Nlvanuoý Mode and no Ove4 tooting Aiarrn wig sound as " as the heater oLdW is
kept under oppioximately 3CY", )ot inseited into the Probe Jack.

- Once the, Probe is k-isertcxt Probe-Jack and the-, Pro-be so,-t-Lws a temperotLwe of appro),imately3l " C,the unit
becornes o Seiwo-Confirak-_-'Lkiif, c',oritrolked by the skiin ternipe; otuve of the infant.

WARNING Do not Ieme ffw, ý,Wwi4 mcA*nded

Hkjh-Low Twnpefahze Mcmi (&-xivo MO& (X*)
" If the hfant's temperature FrK)re ftyin fto-ri ff-re set ont temperature,
a so4d, vbble Hi-Law Ternpe?olk ýf t- LF [) D4)by wR appear iavr*Ydkx,`e1y on fhe Controi Pand.

" lf after f ou r m i n utes th e h idý i ký) ýýv i rature h< is not f ified, or) a u d ibie Hj- Low
Temperature Alaan will

During the audible alon'n 
hExife,, output wRl ch,ý-xK o nogx--,ý to appr xit tely 30%

until the infant's skin
alarm is silenced.

TtieHi-LowTemperottireAl(-jyý-fi(lofib,)ýýýer,ý(ýedbycic3pf(L.- 
;ing the, Alarm Silence Button; however, the HI-Low

Temperature LED Dispýay wil. r(:-rf)a4) lit untilthe, infant's returns to within the torget range. Ifthe infant's
temperature rerna4 is o0sidw c if ih(,ý,.,1)-(",;eipoint for cjnofý ký tout r6nutes the oodible alorm will sound ogain,

-When the Hi-Low Temper(ik uc is tectified, ihe i1i I-o.,,/ Wrnperature Alarm will automaticallyresei.
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FEATURES

Over 1022F/39*C Akwm
ý%n audible and visible Over 102.2' F [3, 9" 

(',' Ajarm ý,%d activate ýr-,*Tiedately
Te Thermistor Probe senses a temperolý'-u,-e thdT, exceeds 102.T F /39cC.

4 re ý Yw:, until the Th&-rnýstoý..... . Heater output is reduced to 0% a, id vAýý: mý su
Probe senses that the temperature hos follen below 

102.2' F /39" C'.

- The akm will not silence untit the ýs, recffed.

Prd3s FauR Alarm
* In the Manual Mode when the Prot-,)(:,, ýs riýot inseeredin the Probe 1r1pk'i4,Jack-,
ffie Probe Fault LED will remain lit.

* Ird the Servo Mode, whenever the Pr.-A0,6- serises a temPeratUe Oi less'rhan

cpWaximately 31 "C, for approximcrký.,qq rnimft.,, the Probe Fa;jlý LFD ýW'i

con-e ON, an audible alarm wild oc;,u' anrih e-(7ter output Wfl drap to

approximately 30%.

ýAftyan the alarm is silenced by depý,-e,ý,-;ý,ri,,p fi,he Ak.ý.mri Silence

----------------------

If sensed temperature is stHl below3 I ff iýý Prdý)e Foutt LED will rerrian lit ondthe unit will revert to Manual Mode.

If the sensed temperature is abov(,-ý 3 f the, Prol3e FOUlt LED &Q go (,_'O oncIthe unit wili revert to Servo Mode.

Low Oxygen Akffm
The unit has a Low Oxygen Cylihdor [Dj,(-.;surP Indicator. An audiblk-,.. olom-)
vA sound for one of three reasonsý

1) Oxygen "hders are iumed oft,

No Oxygen Cyiinclers are hooked ýhi:ý unii, or

,fOxyW Cylinders are hooked up k) ihe unit amdiurned on but oxvgc,) ptes
sure has folien below 750

PS!-The Low Oxygen AJarrn can be sknced, by depressing the AJarrf I Silenfl-le
Wton, however, the Low Oxygcm 1. ED , 1)ý;splay WRý continue, to flash, unfil the
d4ucffion is rectified.

NOIE The Low Oxygen Almn rnt-d Le t,_xý;-d exx7h Hme the i Yuffon is deýxessed k) any other akxm sikxition,

System Fauff Allarm
A Systern Fault has occured when ()f i ouditAe ok-rrm sounds ond (Al Alorrn LLD Displays
igurninate.

The System confinuailly monitors itself to ensure cornplefe rhem,roreguiation
integrity. If, at any time, the Heate.7 CA Sý,cjmal or id the actual Heý,o i eý (,, uye-' it Signal do
not agree, AC power/heater o0puf is terrylinated, anfij o Sy,,4e, n Fadf Alarm
is activated.

The System Fault Alarm may also be ocbjokaý,,J by connecting an irv_ orr q,.>afibk., fempera.ture
Probe, or when the Robe is sh(_Afe,,_J o5

- The alarm cannot be silenced ur)W ik jý ýýoridilion is r(-_,cfrfi0d.
- The cjýarm may indicafe a SyStC-M nrý"'J' requirel. rn(.-iintenance by o quf)ffied technicion.

Ism Of AC Power Akffm
ff the unit becomes unplugged or AC puýý,,.cn rs ink:oruptcd to the unit whein tK- PowerSwitch is "on", a oulsatina alarr'n
11i sound. This Loss Of AC Pow(:,, Alnrl-n k-1, le after nior-xoximutefy ?h?-8P i sinutes or wili automatically reset if power
restored to the unit.

Th(--ýLossOf AC Power Alarm woýk_s oP fhat will techor()(,, v,/hen/1,C power is rosiofed to the-, unitond
Power Swii ch is I urned or i.

No batteries a re i eqý iireýd for the op(,i I ior i, )f i his (j !,'_1 r f 11.
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OPTIONS

AIR/OXYGEN BLENDER PACKAGý
The optional Pir/Oxygen Blenck-:.-ý Pockc-,kge cd',,ows oxygen ard medical air to
be mixed. Oxygen and rned",ical (jF can be., cr_*Týnistered hT>,,,n a regdaled WON
Source or from the oxygen ai-K-2 A,'ýf 0ArKkR-,, mounted on thp, Lw*. A rea'u

-/0 
- 
0 

' eCompartment contains art aiý , C, ,ryJer Manifold for two 'D'cv'F',w
CY11ndem. The AVOxygen Ner-,det Package also incWes a buýMlt-i 3&NAcron
Filter and WaterTrap, cirld 0ý' Qross--Ovem

NOTE The Blender ýWý oNy of_e,,(4,:!Ze A,ý ard (> tor*s turnedion unký_-'s it is
connected to a waU source,,.

Air/Oxygen Blender Ak3ffn
The Ak/Oxygen Dende, i,,; a continuous audible o,ýarm
which will sound when on(,) g,,'jtý ýx) urce (either medical aýý or oxyge n) has
been depleted or failed, c:) (11ý,Ifforence of 20 PSI,

- The alarm will not silence uW4 iha deplete'd gas sup"'-Ay ýs lesýto;"W_d

lngdkftn
* Before installing &102 CyPm-kýn ý, Ex isure tmidAn Blender S(_*)cf0r Dal is set

at 21 % concentration (eqjivok.--n,, it to amblent air).
* Ensure built-in Flowmeter (vind St];,Aon ()f)/nff Switch (ire it IMC-d Off

Lift the Cylinders Lip slightty orit-_) trist(A in the Retaining Rings,

- Ilighten the T-Bais.

WARNING Turn on the Cylindlem by %.ýeriing slowIy.

Check individual high on Fleýv Manifold to erratE? aft-Jent
gas pressure (approximately-A1,Y0 F"S! for U 

"E' 
size cytinder),

When each cylinder is turn(--,,d oil, bk_ýed the system prewuýe by fuming on
the built-in Flowmeter (cýockýAdý_eý IJrn) untO the, Fbwmeter Nxylq zero.

NOTE Before placing a new Oxyger-, (yr Aýý Cyi"rx:ler in the com,ýxirtrnent, ýwrt
new Cylinder Gasket (Part NLniýx:,N BBM',,4'9) on the txass stem to pro,,4,de a, fig
seal and prevent Cylkider leakaq(ý--
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OPTIONS

Use Packmje To Uffilze The Resusdkftwý Equipment With The Wender Package
Connect one end of Oxygen'Tubk),g to Me Nppie marked Pressure Gauge
(located in Resuscitotion Compx-7,.,fi-nent). This measures the Grnount of
i:xessure being delivered dwing

Connect the opposite end of the Oxygen Tubing to the Manornetc--n
Connector located on the Oxygen Wdcr&k. The amount of pressowebcAng
delivered is incHcated on the Aýnv,(-,y Pre,,m ire, Monometer Wit NO the
Control Panel,

'Pl- -

" Using an appropdate adopter, cwn-,-,ýcf one end of a Second 0n'gj,--,n
TutAng to the DISS fitfing rnarked,13,,,jpqJy 0ocafed in Resuscitatlon
Comportment).

" Connect the opposite end of this (.-)xygen,rubiýxj to the supply fiffing or)
the Mask.

Dial in the appropriate flow rate of oxygen by using the Wit-in (.')xyg,-,n
Flowmeter, located on the Controi FlbirxA of tN,,ý unK.

WAMING Analyze the delivered qaw-,t wM a Cagbmted Oxygen Anaý?Zw

NOTE Air/02 concentralions before, each use.
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OPTIONS

HULOW 
HEIGH'T' 

ADJUSTMENT

With a simple ýmxh of the foot pedal, the mattress on the Stabilet 2000

and Stabilet CC rnay be, adjusted anywhere between 37.5 and 46.5 inches

from the floor to pFovide a comfortaNs work hsýght for any caregiver.

Foot Pedals may be. accessed from either side of the infant warmer,

Raise Bed

Depress and hold right foot pedal until desired height is achieved.

Lower Bed

Depress and hold ieft foot pedal until desired. height is achieved.

Warning: Check space above and below the warmer so that repositioning

the unixvhif rii,ýot be obstructed,

Warning: Do not transport warmer with the bed in the high position. Lower

the bed sý-xýace before transport,.'.,
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OPTIONS-

SCALE
The weighing capacity is y 17.6 bs./8 kgs.
The scale has five buttons ce-ýd o dkýJcjy ocw.. A capfion
appem above each buitor, its fu-xlon, Each
contrcA txAton is color-ýcoded ropNcaly represented.

Bekxe OPOKoing Yhe SCCA6
For the most accuracy, follow'ý h J.D; C)"'ý"E-' d ý j r

scow Soup
Prior to operating the Stabilf3i Scux,ý, r(--14(-,ýr to theservk-,'e
manual forcomplete instrUCtiCY"IS CO SýýXk-) SE)ttlp

SWSP sudcrce PrepaFafion
Before placing the infant on su,ýface, H must be
prepared. This incltK-Jes plocýý; s nci Itue surface.
such as linens, skin ternperatur(i-, al c. that the
infant will require. It can be hekpft-t,f o pk,-Ice a list of these
Hems near the warr-ner for ft jtue f efo,,e

NOTE It is important to deve- lop c4 fxo io,,- ol ýo
determine what items be4ong or i 'tb:':ý Fnýýýnet (-A the
time of weighing.

rhe LBSIK(-' S button is used to switch to bs. or kgs.

Wokyhý M%rkgences
K-)fom, operating the scale, be aware of the following:
- Tbe entire surface of the Bassinet is weighed. It is also

important that no one touch the Bassinet whle the
sc,-,o! is operating. For example, leaning on the front or, ie
,kJe, panels can cause incorrect readings.

- Thoý,'ý rnosý accurate weight reading will be achieved if
no thlýyig 

k-, 
touching the Bakssinet. Ns includes Patient

4nes, ternperatufe probes, ventilators, ECMO
equipment, drainage bogs and anything that could
iry)p,act the weight and cause an incorrect weight to
apr,x-,,,cff in the clýsployý

Con*ýuom Display
The inforit's, weight reading will appear confinuousty on
I ý i-e kintiithe OFF button is activated. Turning the
1-1r4t off Mi not erase any weight readings but only
o,,-,(-,i(-Avote the scale fof a period of time.
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OPTIONS

* Connect the scale's power cord to o 12W
electrical outlet.

* To turn the scale on, press and the 01ýNl button
on the front panel.

* When first turned on, di di4-*jy iý ýdk:(Aors wM light
briefly, and then clear.

For the most accurate weight fl-,o infai it shouid
be. centered on the bed and lying
- Race the infant in the Bassýnef ý

The patient weight will appear in For Ibs. tO
kgs., press the LBS/KGS button displays

Before pkýckng the infant on the sleep surface, the bed
weký must be zeroed.

Press 7k-RO, to obtain a zero reading on the display
priox to weighing the patient for the first time.

Tne,w.a3e will read 0.000 lbs./kgs.

The AVERAGE button allows you to obtain an average
wekjht whý-n an acflve infant, excessive vibration and/or
air ct Arrent cause ltyý weight recdng to fi[uctuate.

* Presý, c,-2,rýd, release the AVERAGE button. The display vA§
begJri a countdown - 02, 01, then a weight reading.
Tl-ýEs rakoz qpproximateýy four seconds. The scale will

an lnfant weight based on a statistical average.
Fx) riot rmms any other keys while the scale is in the
overa,,jing level mode.

* (his slcAisficol average weight will display for
oppmArnotely 31/2 f ninutes.

* Thl-e (j,11 wiýi then return to the original weighing mode.

MOM Th'ýJ feall ure does not affect the accuracy of the urt.

LOW BATTERY INDICATOR
When the scale's battery power k)w, the word 'LO BAT' �A',ri a;ýYpea-r in the scale's display. To recharge the
battery, plug the unit into on L)olteý is (:,hurged wfmwi tl v;,, '[ 0 BAT' 

digplay disappears.

NOTE The Infant Scale receives bockup power frorn six AA bafteries conir,*.ricd in the scale indicator when the power
cord is unplugged from the wdý rec(.,-p.ýcy,1e

CALMON The Infant Scale colibrallk,,rn ýj ificyrnation is riot retained in the s,-d, e indEcotor memory in the event that total
."jactrical power is lost. To prevent ca'ý,ib,(Aicyri inforrnotion, loss, ensure,, thal the scone indic-otor batteries are adequately

barged before unplugging the powe.,, (-x,,,fdfrorn the wall receptacle. If the scale indicator displays 'LO BAT' 
message,

How sufficient time for the botterk.-ýs to r charge,:,, I:Xý,fore unplugging itk- plOwer cord from the wall receptacle. If the
bu!tterie-s do not accept charc_ repllkx-e fhvc-i batteries and recalibý(,)'fe iihe Infont Scole.
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CLEANING

STERIUZATION
TheCenteysfbrlDlseýContrdre ('ýrrkxid EPA cpproved

Cleaný shodd be done by a v_,fý dcxYT)ened cbih
over ftý surface, followed by A4*ýCpAVi (3 cky cb!lh,

Quartenary amnmiurn may tx, used to
reducethe contamincrition lev;_ý'4 lL.),,,,-.-N'4j(-:ýen pol'erýt&

ALV-oL strong or abram ciýxzxers ryxi rWdrocarbcnsavent
are W necewy and st-okkl rKA ýý 1,ý on

pkz1r_su,1bce%-MATn&WCARE
The mcftress cover may be dex.".n_,,cd willh a rnýd detergent,
rinsed, and cold stedlized.The fdkowing rprodýucts have
been tested by the HercLite and hove been
found not to have a harmful eftect (x iDapi iCheke fabrics
WHEN USED IN ACCORDANCE
RECOMMENDED DILUTION.

TRADE NAME
- - -

---------TYPEMANUFACTURER

A33 Quartenuiy Aifxvic',k

Absolute Quofterýcjýy Woý,ton-March

Beaucoup Phenofic Huntington

Rue Chip Quarten(xy S.Cý Johnson

Coverage 256 Qjar[enrxy ve'stal

EI Dorado Plus Quorten"_Iry Puriton/Chutchil'ý

Elimstaph Quartenory Woltor Gý Legge

Forward DC Quartenary S.C.Johmon

Franklin SentinelQuarte'no" Y i--)ur(-.,x

Galahad Phenolic Purifan/Churchill

Hi-Tor Quorten(.vy Huntlington

Insurance Quartel)'-Iry V(--,,stol

LPH Phenolic Vesf(.-JI

Motor Phenolkl- Huntingkx)

Omega Quarfenou'y Airwick

Quanta Quarter)(.11 y Huntington

Sanikkeen Quorten('-J:ý y Wosý Chornýcaý

Sonimaster I I I Quarfen")") S&Vicc"' Master

Surfacide Quartenoýy ýA)ojjofj-tA(-_jrc'Vj

Tri-Quat Quarfenot y Vestol

Vesphene I I Phenolic vestdý

Virex Quartenory S,(_,".Johnson

Betadine stains may be rernov(-ýd'lio'rr, tho i) i(iffres's by
doing the following:
* Use a 5.25% sodium (Ckorox(o brand
bleach).

* Apply 3 drops of ttK-, solutian peýý-,siqu,,xe inch kflrnýiately
and scrub fightty. The staliri shoUJ,,kirf to fcxk, aýrrlost
immedbtely and writhin 15 rnin,,Afe-ýý sh,Y1.0d, be, iotdy, gone.

Stubborn stains may need furth.,_,ýi No rnore
than 3 applications on any (,)ý ie u o e-A,, r ),comnnended.

VA)en completely (Jy, Ww areo w4th vx_4(x NýVe C1 Y.

If solution cornes inf o corif o(_I wift ý slkirl' of I With
water and fo I low manufoc, tt irc,ýr'S 

t,' 
It, >Hý IrISIRK.i i0r)S.

CLFAMNG OF SIDE PANELS
Rrefkýb Panels are made of clear pollycarbonate plastic
ond fxin be damaged by 6--aning with alcohol, abrasiý

liydrocarbon solvents or phenolic disinfectanis. Lbe
0* 

g(mile, detergents for cleaning and polish with a soft
JcAh to return clarity.

(.',ffA'41NG REMRATORY THERAPY PARTS
k,C)"Move and clean all tubing, mcd<s and control

which have come in contact vAth patient
C 'leaning procedures should follow standard

r'--,,commer idations for respiratory therapy equipment and
shoukd indLide surveillance for residual pathogenic
contornk-x,ition, Respiratory therapy equipment tends to
detedaraik-.., with oge and repeated cleaning and
storil)oaflon. Assure, it is safe and functioning properly.
C. rubber aF id plastic articles should be replaced.

MAiWENANCE
ih,e,cAc0',,_-t 20COD Intant Warmer requires regular care and
i i os detailed in theService Manual. Please
r( your maintenance technician to follow the
p,ove'ritive rnaintenance section in theService, Manual.
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SAFETY TIPS 11

For over 65 years Hill-Rom hos set ir fcli quality in
pafient room equýipmenl. During th!,'s with input from

ony of our customers, we have tips
midi may contribute to the safety 

oi, Vhc_ý i-.4ont and staff.

SIDE PANELS
To provide maximum protection tol- th-1--l" ffvý? sided
panels should always be in a f0l, I :
hatched when an infant is unatteri-ded" T4,-) C-.,;nsurethe side
ponels are latched, give the side p(_xx

TRANSFERRING THE STABILET 20000 WANT WARMEP
AJthough the unit is lightweight onJ P,'o ý-,iove, tx-ý Sure to
keep hands and feet clear of he wlh,,ýý-4s Wh,,.-ýý%n rry)výig to
pro-vent destabilization of the unit oý ýp ilýk ý,-y to honds or feet.

BRAKES
Brakes should always be set wh(--)ri uý irf ýs
Aflw setting the brakes, push and pu4 ur d to ens,_jie
they are engaged.

X-RAY CASSETTE HOLDER
If using the X-Ray Cassette Holder always
sec,ure the hober to the unit wf)en no I i,) ua-,ý. R* v4l ovoid
possible damage to the unit and hokk',i.

Sr"'ALE
1he Doay Unit may only be attnchý_--O h-) ff L-,ff hand side
when focing the front of the unit.

PREVENTIVE MAINTENANCE
Qjartefty preventive maintenance. mý - ýs 1")erf 0 rt n ed to
ensure, all featues ore functioning cis ork nr-Aly designed.Pi

,ficular aftention must be addr(.ýýss e Ifu e,
Jding but not limited to:

Side Panel Latching Mechanisms
* Coster Braking Systems
* EL-ctrical Cords And Components

Staidýeess Steei TubuWrHeater

Temperature Alarm Systen i

Scheduled Recalibration

Piease refer to your Service Monudl for ýý_x_,,Jti(.: 6 etoils or)
prevenWe maintenance.

PARTS AND ACCESSORIES
Use oNy Hill-Rom parfs and accesK)rieý,. r-K--)f rnX.Jýfy the
unit without authori7ation from l' lill-Roý'n
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SAFETY TIPS

Fcx over 65 years Hill-Rom has set the s"ýondkxd t(.-x quality irl
,iýt room equipment. Duting,rt Tft -,a,,,vAff i inVAA from

ýny of our customers, we have- which
aycontribute tothe safety of the,

WE PANELS
To provide nxDdmurn protection fcx Vxý, lý ntAhc, side
pane* axxAd ahoays be in a tug, qxkjý,ý pasitý and
btched when an infant is unarfter'&;d. esxe the side
pa-tels are latched, give the side u genW ii_Aý,

TRANSFERRIING THE STABILU 2OWD MAW WARMER
Miough the unit is 10'dweV1 cx-,,-J (-,,,ck'y to r nove, be sure to

keep hancis and feet clear of the vA-i--,n moving fo
prevent destabilization of the. unrt oý- 

tnýuý'V to har)ds or feet.

BRAKES

Pickes dxxAd cýways be set when flne unit ýi cx',curAe,ý1.
After setfing the brakes, push and puý! 

frx,, urd io onsure

ttýey are engaged.

X-RAY CASSETrE HOLDER
If LdV the X-Roy Cassette Haider accx,;ýxx-y, aNhioyssecu,,e
the hoUer to the unit when nof iri ose 11 wtý avoid ryossibte
dcxnage to the unit and holder.

SCALE

The DNDlay Unit may only be affached lo fhýýr,) k1i hond sidea
when facing the front of the unil.

PREVENTM MAJNMNMCE

QLKxfe1y preventive riiaintenance beý penV. m(--,d to
-,r,mffe all fecftres are functioNng (_-is designe dl
irficulor attention must be (xldr(,-ýý,;sed (rn ýýcjfe ýy fectures,

it'Kiding but riot limited to:

- Side Panel Latching Mechanism,,

- Caster Braking Systerns

- Ele-c-trical Coids And Cornponerih,

e Stainless Steel Tubular Heater

- Teffperature Alarm System

- Scheduled Recalibration

Mease refer to your Service Manual toy deft-As on
preventive maintenance.

PAMS AND ACCESSORIES
Use o* Hill-Rom parts and I )o not r nodlýify the
unit wRhoLA authorization frorn I fill Rcý Y i

CAURON
Federal low restricts this device f o soý,,:ý t -ýy (;i on it to (.n 

dý_i' of
a licensed heolib care proclitiorier

W60WA RC 1096

WYAJtoctised 1ýx HA-R(xn uricief a qualtysWern

to W MI/RM6MV by TW Product service of
Son Dego, CA

1 01 ROM I C-M_M-ý W1,- right to rTXýke ChCrQ'ýýs WffX)Ljf
I K)k--e if I d(,-Qn, SPecfficcltiom. Cnd models. TNee o*

W, VXffr(N 4y fVHkYn rrokes is the e)Ve7-.d wrMen47-0, wma ity exiended on Wie scile cy renta of ift prodx-ts.
(014"ýOqi 1996

0
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IN-SERVICE MANUAL

Stabilet,,, Freestanding
Infant Warmer and
Clinical Bassinet
From Hill-Rom,,,
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FEATURES

AN ApgarlProceckj(ý_

Thermal Control (A-,,,nit:ý1
With Automath:

Switching Frorn Monoý_lj
To Servo Conh(-4

Large Bassinet With Gontlý)Ljoo!'Iýv
Adjustable Trendelenbup,
Reverse Trendelenburg
With 0', 5'And 10'Deteý

Slide-Through
Grid-Morked X-=Roy

------Cassette Holder

Drop Leaf
Work Surface

Easy-Access, Slide
Throu h Storage,

Drower Vith Rernovabb:ý
Organizer Troy

Storage
Drowers

Five-Inch Casteis AIrt

Front-Locking 0(.)k(ýý,
[_xcellent Allcbifirý

Sturdy, Locking, Easy-Release,
Fold-Down, Side Panels

Rodiolucent Mattress

___ Chart Holder
(In Rear Of Bassinet)

Rear Locking
Casters

Bumpers

U.S. Patent 5,162,038

SPECIFICATIONS

Stabilet Ffeestanding lnfant 
Wanne'.'-'

ýkAtýkel 0ýnýcaý Bassýnet

Height -Floor to top of unit ý2 Height ýIoor to top of Side Panel .... ........... ............ ..... 
42'

Fvont Caster.. , ........ .2 Wýdth Overoll .. . . .................... ................................... ... 
25'

Rear Casters ...... ..4 Lengllh (drop le(.-)f work surface down) .... ...... 
30'

Width ......... ... ...... ........ . LengRi Overoll (drop-leaf work surface up) ......... .... 
43'/,"

Length .... - ...... ............... . .. .. 3 . ..... .... - ..................................... 
28'' 

x 
24''

NIallre-sv, SiTe .. . .. . ...... .. ... ........... ....... ............ 
26"

x 
22'' 

x V

Casfem ... .11 .... ... I ................................. ....... .. . _ ....... 
5''

Two-Position Radiant
WormerlLighting Module

Accessory frocks- (Both Sides)

Wood Panel
(Optional)

- Muiti-Position
Steering Handles

fiurnpet (., ý ý ( Tf C"
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FEATURES/WARMER-,--

'TWO-POSITION WARMER MODULE
-"e Radiant Wormer Module provides o source of rodiont hocit io

unit through a 760 watt radiant fotx, ond o porobolic Ipfleýý.ý,tor

uvef Centeir of Bassinet
b place the heater into the stand--.iý(I oý,,-x,.,ýafing position, rotute iheT

heater 90', placing if centrally ov(.-ýr tht:, b,,-jsJno1,

Verify that the LEDs on the Control Flcýr,ei liphi up'fosignily th(-A the
heater is receiving power.

'WARNING Do not place any objeci,ý on lop ol the Wourier Housing. I his
coLA'd cause overheating of the unil oý id/o,, (ýorribusfion of the objecl,',
pia,ced on top of the warmer,

X-Ray, Mother/Baby Bonding and Stosoge
'old down Front and Side panels it op -,ýI(ýoble

* Rotate the heater from the cenk,,i 90- to the righi.

* Fof Mother/Baby Bonding postior is, v(--ýify thaf 1he LFE)s on the liroý

Ponel light up to signify that the heýcii(: i iýý r(.ýceiving power.

* -1 he neater may be rot ated i o a 1 -Iý iý:, X, Qoy n io (-: hin e I o be pr op,+1,f IV
positioned over the infani.

NOTE In this position, the Warr-ne, wiH confinue to deliver heat

APGAR/PROCEDURE TIMER
-coted on tie unit's Control Paneý is o ný)o-[ iour electronic Apgar/

c,,:edure Timer. The Main Power Builfor), 5(-,ý or, R-) activate the -1

6 To start the Apgar/Procedure fim(ýr
located on the Control Ponel.

* A visible four digit display in "-)I-ld S(-,(-,:o1)ds will oppeol or),11-1(,
Control Panel. The timer will begiri ý)ý 1)10 0,'ý ond rur , to 5V59

* A one- second audible tone rwj

* Dapfess the Slnrt/Stop Button og(iirý ) rpý;,?'j

NOTE Power Switch must be ON to ()[)ý (if(ý ýirncr

UGHTING BUTTON MODULE
A Lighting Button located on the Pon(--ýl octivates two Wý ifl
col(-,)r correct fluorescent lights. The Vnii Bulton must be or) io
octivote the lighfing.

To Activate Lighting
- Depress the I-ighfing Button,

Icx-To Turn Lighfing Off
- Depress Lighting Bution.

NOTE To extend bulb life, turniho (ýXo- li, ýWiof I lighl on only as recIt

i

0

9

0
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FEATURES

ACCESSORY TRAC0

Accessory Tracks allow converii(imi it of nurnerous oc: c(:ýsorieý'

at comfortable working heigh! s. -1 
he- Accessory Iracks 

improv(:"ý to

equipment and save valucible

THERMAL CONTROL CENTER
1-hermoregulation Controls ate lo(,oied a[-) 1he Conirol Ponc.,,l

Manual Mode
Manual Mode is intended primorily jc,4 warming the Bassinet andlblonkc-As in
preparation for an infant or whe-r-i ýmpfocficoi to attach a skii i fc)

the infant,

NOTE Before placing the 
infani- it i ih- Bcýsw)ef, pre-heat the, Probe,

face up, in the Bassinet, prio., io (, or),ne,'(-,"ring the Probe into 
theJor", k

NOTE To avoid overheating or ut of the infant,
recommends that a Probe be-, (:Ak:;f 

TifFýd' 
k) thc ina-Ant al all in nn

Infant Wormer and the ii jr-i1r)o1h, .1c --,ý 1ý:ýfl i innti (--,,nded. E

Plug the power cord into o ecep-locle.

CAUTION Connect the powe.i grounded !hat
is approved for hospit-01 use I)o (it i ex tension cold or
receptacle box.

DANGER Possible explosion hcj/(ý'ifo'ifosi-ý,d ii i the presence c)i fioi-nf-noble

anesthetics. This unit is not rr;k1,n(--)(-,'J' for us(---ý in hazardous Closs I

Group C locations.

Turn the power or) by depressin,,ý) 
0'W-1 POW011 BL)t`101-) locafed cc tN (ipiqhl

Control Ponel,

CAUTION The use of radiant w--i! i i ie-S I f OY COU 
. 
isensible wr-jteý';ý" It

NOTE The Infant Wormer wili Manual Mode withou'l
Thermisior Probe inserted in the io,ý k fh(ý Probe fault I-F-D F)isploy wil (.-ýmnin lit

during this time.

NOTE Skin temperature olairiis oiýý no; fun( - -fional during Morlool I'Alod(-ý
when a fhermistor Probe is not in thc,ý Probe,R--ick or whu-1ifhe
Probe is inseded in the Prob(---,,Jo( 1, 1:-ýt d s(:n,ýcs if.-ýtyipernitjr(-ý k:ýss 0 icm

approximately 3 l')C.

* Set the desired heater outpul DI(')l
located on the Tlhefmol

* lieater output is shown on tl i(ý (ji iii ern-is A percenioge, ol pr)wer ond
c(-.in be f ror-n M1. to I (KA,

* The unit will remain of the sO oulipul you choose until you rnonually
readjust it unless them 0V(-.0)('0ii1 1ý 1 Alc)ýrn octivoled (Soo Overhf-ý(-ýI-iml-j
Alarm description).

NOTE In Manual Mod(-.), whei i no! ouipui lights oppeoi, it iý, indication that heater output is CM.
Gro(-,,n LFL)s indicate appvý,ji',)ol,fly 4N,, heater oullpui
Yellow I FI-)s indic-ote op,.-)i,)y. i) iiloly 40"ý A)% hocitcy ouir)ui
Red LI'Ds indico-le 80ýý" JJX) h('ýatel
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FEATURES

Seqvo Control Mode
'1-len the Thermistor Probe is inseted iý ý'o I Irc--)be Jack andsense-, o

perature of approximately 3 1 
"C' (88"T unil ouiorno-licolly corw(--ýr"ý.

ne Servo Control Mode,

1he &ervo Control Mode allows the I-[D (Dutput Gfid to indicai o- fihll-"ý

amount of energy delivered to the warrii, lo keop tie infant's skin

temperature at the predetermined set V)ý,.drit 1-eruperoture,

Heater output is shown or) the unil in, felrrn,; ('14 oppioxirnote percento.cle (-,'r

power and ranges from ffl/o to 100%

As the infant's skin temperature i1he, set point, the heotci

output will modulate to rnointain the ilrf(--ji-W,ý,; skin ieý Tiperati ire a I th(,.ý self

point temperature, I

Once the infant's skin ternperaftxe, (xd1fhesE,:,--1 poirif tempoioture

oý(-equol, only gradual changes in the heok. i oufpt-ji aieý needed fo mniit(H'l

the desired infant skin temperatuie

A temperature readout displays thE"' skin tempeiatu[e when
P,(-un-if is in Servo Control Mode.

" Set the infant desired target I`EXTIPE-`ý'(,)Iii,ýiuý th,,---ý, liervo femperoýi ne
Control Dial and the setpoint digital 6ýs!'.)ioy Turn I h e dial unfil the
selected setting is indicated on thE,--,ýý-ý4-xoiný digifoi display.

" Alfa&i the Thermistor Probe to the 1, ie,,Pirol-ýe should be

ýwe-heated before registering the, sk,:n i-erf iperoture.

NOTE Placement of the Probe is vital bleý-,ýoýuse if is ti ie Probe f hoif sen,,eý,,

ffie baby's skin iemperafure and reguk.-itos wcurrier oul-put.

SURNE INFANTS-place the flat stainless ý-ýcke of !he Probe down on Hie
abdomen below the rib cage

)NE iNFANTS ... place the flat stairiklýs!,Moel s!,de down On the infor-ii S

-eys,ick below the rib cago, but away f i ()ý i i e kibr I I .

CAUTION Always attach the Prohe willi i.j r0c,ctive Probe covor, Seriou

iernperaf ure and conirol errors can (:)c,c ý ii if onytfiing oi her thar I 
th(-,

recommended Probes and Probe cov(,t orý:I,used Donotuscfopfýo

attach the Probe.

CAUTION inspect the infani's skin ic-dC`- 11C'd OrE.'U!; which moy rost Ili

frorn the heofing of materials in coninul

CAUTION Avoid placement of objc,(-.ýs

blankets, clothing) in the Bassinet thol ý-,iýock heal or
absorb heat away from the infonf.

NOW Only the following Therrnisfoi Flroh,,:ýsshouidhe
used with the Stobilet Freestanding ninni Vvkjýmerý

/i

0

9

K.-Z009 Reusable Probe
i Neqiwc, jlý,)Hf,ý Adopref

ýAA566)
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FEATURES

ALARM DESCIRPTIONS
Overheating Alarm Wanuall McAie Onily)
* An Overheating Alarrn will snuriý-J,, if i here is coristant hea I ei ou I I_,)ut of
1000/. for approximalely 18 or approximately 30% (1 or 2 1. FDý-ý)
for 73 minutes or any cornb;n(.)-Jr)n tihmeof of power and firrie,.

* When the Overheating Alain-i i!) tiigperpd, power to the, h(,ýý.ilel
reduced to approximately 31`rX,

* The Overheating Alorm car) b(-,.. !;ilenced by depressing fh(.-. Alol ýT I
Silence Button located on i hýwý lef I side of ti ic Control Panel

* The unit will continue to op(--,ý.rcfl(:ý in !`Vanr,,ýol Mode and no ()vei 1ieciling
Alarm will sound as long (_m fthý,-, outpul is kept undet
approximately 300/. (1 or 2 1.1.-DS) onci o Th(F,ýt mistor Probe s -ý(,)l k:,cl
into the Probe Jack or is c-ýc i N it do-es not sense, a fem-iii-,)ernl ur,-ý (-,f
over approximately 31

* Once the Probe is inserted in I ý i(ý Pi olbe Jo(--.,k and filhe I 'rob(,

temperature of opproxirn(Aely ( ' the Infant Warmer b(--, ýoFl 1(ýS
Servo-Controlled Unit, t,)y I he skin iempe,,roiý rrec, ý th,< itil'ixil.

WARNING Do not leave the infiant utnaý,Pnded.

Hi-Low Temperature Alarm
It the infant's temperatk ire `1 ýirf j,*-,,d i nore than t iromtheset

point femperature, a solid, 
Hi- 1 ow f-err-ýperoture LFD Displ,.iy will

appear immediately on the Infon! ýN,r),rimeF Controý Panel

If after four r-ninutes the high low ic--iriperOurc has riot beeti or)

audible Hi-Low Temperarlurc Alkýi ý n will sound.

* During the (audible) olorrT-i c.(- - )n0;6on, ho"fer output will cl i,.)ngc
approximately 30% until the al(-,ýrn i is Jloncod

* The Hi-l-ow Temperature Maim c ho silenced by depressirq ih(.ý Alalm

Silence Button; however, 
11hc, I-1i I (ýw,ý ý,ry)perafijire L[D Dlspl(-jv will i-ri,ioin lif

until the infant's skin lernporoii re r(,,iuraý to within the taigel iý_in(je if lh(ý

4 minutes the audible alorm

When the I ii-Low I erT_)P010`rHw, i, - ýi(jifjon i,, reci if i(--;d, the I I )vý
Temperature Ak-.irn-i will ouiorooli( fllk/

Over 102.2'F/39'C Alarm
* An audible and visible 0/(-,,t I 0/ý 2 1 ý',W (", AlorrTi will sound VTIP h

102.2 J /39-C
* Heater outpurl is reduce(J to 01-,, 1_ýýOv,/ill nod resur-no, until th(.., fh(vnislý)[

Probe senses that the infoni 1 r(ýý Y vo,aiiure hos tallen [.ýelnv.

102.2 F/39 C.

- The alarrn will nol silence u0il il,,:, (. (v)dilf(-_)ý i is reciified

H'A
Roirl

ab
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FEATURES

Probe Fault Alarm
in -(he Manual Mode when the rs r)()f itisorted n the Probe k,

ie Probe Fauq LED will remain Iii,

In fbe Servo Mode, whenever th(-ý; 
ProL)c-, ý,r,.,.,.nses o iernperature of klss 4,1-1r)

approximately 31 "C for opproximoll -ý IF )lr)UIE:ý, ine Probe F oult 1-1-L, ývlll 40
come ON, an audible alarm will o(cij ond heoicroulpLit Will droP tc)

approximately 30%.

When the alarm is silenced by depiressr iq'ý I he Pdai rn Silence Buflor I

It sensed temperature is still be-low 3 1 C, T)e Prob(:,- Fault LED will rerViOiFl III

and the unit will revert to manual n iork,ý lf-iil ie sensed -!er-,iperotur(-, r al,-)..,ý,ve

31 "C, the Probe Fouff LED will go oti an,1 ul will rcýved to Servo 
Modr",

System Fault Alarm
* A System Fault Alarm has wh,,.! ýir ý otidiblealorrn SOUnds,. iI),, j '111

alarm LED displays illuminaic.

* ]'he system continually monitors to (-,.r)sure
thermoregulation integrity. If, ai ony tln 11 

ic, Hooter Control Signal (XV

the actual Heater Curreni Signol do rif-J AC [,:)ower/heciter iýý

ýry)rnediately terminated and ciSys,!(.ýý! (i I iulý Allarn i I!, activated

* Pie System Fault Alarm may also 
Lx- 

ci,,, by conriecting (--xi

incompatible temperature I or wý,i(-N -) I i-ic, Probe is shorted or v,11 iet

there is on open heater element

- The alarm connot be silencod i jnhý it i-1, ýý oi idition iý; fectified.

lhe alarm rT)oy indicate a systow 101)141 ý1,tl, I ICIOUIT' iT10ir-)Ionano,,c hy
qualified technician,

s of AC Power Alavrn
4 the, unit becomes unplugge(J ot A,( is intermpted to ilic (mil wheii the Power Switch is ON, a pulsating
alorm will sound. This Loss of AC I1u1V,;( /I, ýI FTI Will f0d() OV01 cjr-)[-)Ioxin,oý(1ý, 2 minutes, or will automatically reset if
power is resiored lo the unit

The Loss of AC Power Alarm woiký,,,Ilý (4)(wik)l thol, will roch()ý,j(ý v,)(ýi A(.-,. powor is restored to the unit and
the Power Switch is turnod or)

- No batt(--ýries al required foi I h(1,)i)(,t(,,fi0i i (,)t ff iis ý florm.

0
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FEATURES/BASSINET

BASSINET
The Stabilet Clinical BassOet hos 1_(-ý!d- I )own hont, Reor ond Side Ponels to
allow greater access to the Procecý-ko(.-'

To Lower
To lower the Front, Back, oi Sid,ý-, t,(:ý.r i,-Is, pre,,jcs down and plw,-)'1r p, iriEd out
and down with forearm a,, hcxrid,ý

CAUTION: Do not leave infaint when Panels ore lowcýý(,-,.d.

To Raise
To raise the Panels, grosp tl-ie pcjn,' 1 ()1 intnio'le up and towordl,
the Bassinet.

Move the panel gently to oil ýholý it is socurely lockod it,, ih(
upright position.

To Lack (So that the Side Panet,ýs cQr.,.n-oA;be accidentaIly lowered)
Locate locking mechanism, undei each ponel, ond ge.infly
Pull Out until it stops.

I I-. - Push down gently to ensuro f!l)(jr [ý 1ýý ouý'(-'d

To Unlock
Loccie locking mechanism (Inoel oach Panel, (11 ld l'ý)kjsý 1 1)
until it stops.

TRENDELENBURG/REVERSE TRIEWDELFNIBURGAEVEL SLEEP SURFACE
Tfendelenburg

Depress either of the handle,ý, lor'ol(,ýJ L)eneolh the I-ront ['(ýn(ýl ý,)i lfh(ý
Ba&ýinef and lift. the Bassinei vill, ý,)tole froin 0 to 10( 

licnd(,ýI(ýO,)uiq,
with a 0'), 5" and 10' deteni

Reverse Trendelienburg
Depress either of ffie, hondl(.ý,,; ('-ýd h 1he I ront ý ")rwl )l
the Bassinet.

Push down or) the Bossin(,-[ fir)i, il)(1 qont (ýsinq
Mechanim).

Lif t f he bassinet trom the, eno (_ T')P.'XJ ýe oý i ý)(, hot Idles. I ý 1(_-) 1(':ýf will
roýote from 0" io 10' Rovets(-,ý lt(:,r (Ir-fll-lbuig, WHh (-_j 0 onc ý (1ý

Level Steep Surface
Depress either of the hcjndleý, kx_-ýAcci i-x--,neoIh honi Ponc,1c)nd
guide the, Bossine! to o cenler
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FEATURES

DROP LEAF WORK SURFACE/CHART HOU-X-R,

bLAt-in Drop Leaf Work Surface c(:,.in 
bý-- use-d as (in instrument sheli

'in.g procedures as well as a surfac(-'ý, foý chcjrfing Do not overlo(iýd work

-iface. Also located on the Bassinel i,, o l-,-mill -1ri Ch(-,0 Holder which
ailows you to store the infant's records v,,ilýJri eosy reach.

To Access
- Grasp the work surface and pivot up M il i I oc k,,, iri-o place.

To Mom
* Gýasp the ring located directly fi-ý(, wofksuifcce, or)(--i pi,jli
downward while supporting ii with /(), ji hý irid

* The shelf will lower to a flush pusif iori iinsi 1-he Bossine'l

WARNING Do not place the inft-ini (-w 1i I (--ýof Work Surfuccý 11)(
suvface has a load rating of 25 lbs

4MT-11N X-RAY CASSETTE HOLDER
X-Ray Cassette Holder ccx-,,settes up lo 

12" 
x 1/1

ýaSnq X-Ray Cassettes
Working from either side of the Boss!l ote fl-lo X R(--ry

cossoh(-6rectly beneath f he Sleep Stir loc(,,

Release the X-Ray Cossetto My b'y 114 )(1 0-)(ý iroy op and pullinpow

Nhile supporting the X-Ray Cossell(ý 11(-o'(-, fl 1C, film coswlte (ýr
tf-,,e tray.

Siide the cassette, and X-Roy Cuss(-,I'(, i[ lmvoid Boýýsin(,ý t jr I
rests securely and flush beneath -1h(-,

A slight deteni will be t(-.)It indicofin(.,ý thý,fl M-)"f iý, "locked" nt(ý

1he Heating Element may be pivolc.40 :)voy hurn the, M( Ittw"!
provide 00SY access ove, r th(--,, SI ""I ý; "I (-I, C- [-)ý, (-)I)x ý,)(-Iymachil

Usk>ading X-Ray Cassefies
When X-Roy is complete, lift IN, X Pov IC, I F()Y up and r-,)ull 1i q('ý tv
(-jw(.,iy from the Bassinei,

Remove the X-Ray cosseftc,ý or)d ý; i(,,j( in t(,-,)w(-)[(l ll iý - u, I tý)
a normal oporafing position

')TE lhei-noiir(,,ssisr(idic)lýjc(ýiit

8

is

T,
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FEATURES ---

STORAGE DRAWERS
A built-in Slide-Through Storocj,(:ý Diowci is accessible frorn eitJ'iei sid(_- of the
unit and has a removable pkmfic. (cornp,Ortmentolized) lor
equipment and disposoble ifer-n!-,11 v,/(, oddi I onal Stor age Dr(-iw,:. is,
located on the right side (--)f it)(:, ijý,i

To Access
- Grasp the Drawei ý landle, oncl-, ý-)i 0 (-)'rnweý out and away I rý)n i ý in!t.

To Close
- Slide the drawer in unfil it is f it jýJ vJ1 i, i he Bassinet

DOCKING MECHANISM
The Stabilet Freestandino li ifc,ý,ni ktvornxýi ua)d Bossinct will doý_1110,,,-,,olh(ý,r -to
create an attractive infoni cor(-ýýofion A sioering handle, on ffic,
Wormer Column, allows eoý-,v r -I(, (:r) i(,0 ,)f ýho caro stoik--m

To Dock
Posifion the Stabilet Freestnn(.fiI% ii
rear locking casters ar(-_ý In P)(-, c k(ý 1

CAUTION After setting the ýoi 11ý io( k 11the unt to cN.-.(,k (c. r
movement of the unit.

Align the Bossinef with the Woi I: i,"N (ind sl(T,)wly push th(,-,, Bassln,ý'ý loword
the unit until the 1wo unjis, 1()( I< i )qei, iý,'J with the Chnri sid(, lov"ord
the Wormer,

* Release Infant Worrner'ý, :)t, i,ý h( Vvorn er and Bossinei ,JII iý.)w rf iove
together cis (,-)no unit.

* Jo achieve positive broking" ()I 1,ý ý,ih (inits, ený,ure that the two
locking casters on the VV(jri i-i-,- ond 1 he two fronl

Io(-on the Bassinet ore Ir-i i he I( (, 1, 1 r,(),

To Disengage
Fnsure that the, two roar 1()( l<11 I": or) 11 Infant War I I i(ýf (it o it I fl-le
locked position.

- Release Bassiner broken)

* Release the docking mechniw:n ý 1(, ý, or lo( uied on Bassine 1 -)nd hold
while slowly pulling ov,,,(i fi(ým Infon! Warmer

* Release Infant Wormer brok(-, ir f(ml VV(:jimef (ind 13(_w,ii i(ýi f)()w
operoic as two sepor(fle (ýi III'

CAUTION lhe Infcnt Wair-not oii,_, 5iokesshOUld ALWAYS
when fhe, unil is occulpied Iiiolýý !,()J(ýIhe periodicolly tesl(:d, (,r,,()
adjusted it necossnry

CAUTION The Theirnislor Ptol)e I h(, from lho iWcx I h(Joie
sc,porafin( fhe Infon-1 W(irrn(ý[P )-N)"siriet

y

ti
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ACCESSORIES

VFSUSCITATION MODULES
Resuscitation Modules for th(ý rit(ml W(irn ier prodo icis

Aft

-
----------Pý276 Oxygen Module (Flow ondAorv,,(n P 12/8' ),,y(ýwn Module (Pow Only)

P 1280 Suction Module (Woll 01)1Y)

-- -
------------(Verituri On/y)

NOTE Resuscital ion Modules ore ý i'foi k ýse only on the ')tol:, ýilol ir lf()r)t Wal me)[S.

To Mount The Resuscitation Moduks To Rernove, Ine Resuscitation Modules

0

9

Position the module on the [-)ol(, (ý 1 1 _v,'!m ed h, ýiq[ fl ý Dis(,,)i ýý), ýct (Altuhino fron-) the ry)odUle,

Tighten the module knob byllumi,),i - 1,0(71',ýTl "41 1 V)(111(ý kr i0b by turning it clockwise.

clockwise, ý Lift -KýAý enfly ()w(-)y from flic pole.

-,hake the rnodOe genfly to onsow
)ounted

NýOTE YOU must have a Hill-Rorn IntLASK)l on q-) I loldei occessnry ot Milily Mount

occessory in order to r-TýOLJI)t the )01)'WOUTIC-ýrS

10 

2 5 It
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ACCESSORIES-

To Use Oxygen soume (Cyýinde"'ý O'ý WaIM
Oxygen can be administere,01 f ron) o regulated wall souvce of f ro"m oxygen
cylinders. Using cylinders pen-nifs' th;-1 rnodulv, to be used in lronsýpý)-,t situations,

- Connect one end of oxyger) I-i(':ýso ic) wali ýýource of oxygen or oxygen cylinder,

using a gas outlet adaptor.

- Connect second end of oxyg(, r, ý'iosel'o the DISS fitting or) ihe, 1:)ack of ihe
oxygen module,

OXYGEN MODULE (FLOW AND Att;RWAY PRESSURE)
To Utilize Oxygen Module o-7',d Aiirway Pressure)

Connect one end of fhe Oxyý,,r
Tubing to the nipple located or-,
the front of the oxygen r-nodul,
This measures the amouni of
pressure being delivered durif
resuscifaflon,

NOTE A hLJMidifier rnoy be
attached to the DISS fifling t.---jýini 1 i
connecting the Oxyger lubir)(ý

CAUTION Improper use of sulp[Aým,:.,Aol oyyg"--n
may be associated with sorirouý, si, ýccts f r)r
the infon I n(-Juding blindness, kor) (km)ogrý'
and death. The method, conc(,t 1i (.-it id
clurarl ion of oxygen cdr-ninisl r(i I i,,,i i ý,,!)oiuid hc.
prescribed by fhe attending ý)ý iy),,, (, it i

Dial in the appropriate flow rate
of oxygen by using the built-in
Oxygen Flowmeier, located on
the f ronf of the module. The flow
is adjustable from 2 to 15 1 PMý
Because the Oxygen Flowmeter
is back-pressured, a flowmeter
should not be used of the Wall
Oxygen Source,

CAUTION To avoid damage
to the Flowmeter, do not
ove,rfighlen the knolD.

e 
I I 

r
I- ý)

The amount of pressure being
delivered is indicated on the
Airway Pressure Manometer built
into the front of the module.
Airway Pressure is measured from
0 to 120 cm 1-120.

Connect the enc! cli th(-;,
0>.'ycleýn Tubing to I hc- I'Violnorneter
Connector located on Me
Pesoscitation

Using on appropriate adapl()i,
connect one end of a Seco[ id
Oxygen I ubing io the DISS fit! it i(,ý
located underneath rhe oxyq(ýi
rnodule.

( ',(ýnnecf the oppu,liký id (,f this
()xygen Tubing to 1he
f ii piny on 11-)e 1)esu,,c I (i, r- I' 

iqol'('-ý)' Vinsk.
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ACCESSORIES-

'to Um Oxygen Some (Cyfindev vi
,yger) can be administered ftorn o WCA s,,,ijrce or from oxygý,--1-1_1
nders. Using cylinders permits thf,-,, r-no(A_k--' to L)E) ýjs(-ýd in transport r4u(ýfioris

.0, 
Connect one end of oxygen hose sowce of (,/ygen oi

oxyý_-)er-('.-V.1inder, using a gas outlet adopior

- Connect second end of oxygen hosf,, K-) the DISS fitting on the hoc:*
of the oxygen module.

. . . . . . . . . ............

.............

.... ........

OXYGEN MODULE (FLOW ONLY)
To Utilize Oxygen Module (Flow Only).

Using an appropriate odaptor,
connect one end of the Oxygen

ý-)ing to the DISS fitting located
derneoih the oxygen moduk,

NOTE A humidifier maybe
attached to the DISS fitting prior
to connecting the Oxygen lubinq

CAUTION Improper use of supplern(-ý;n"ol oxygen rnay be
associated with serious side effecis for ýhc intani ncluding
bbrrdness, brain damage, and death [he ivieihod,
concentration, ond duration of oxygoi) o(Arninistrairon
should be prescribed by f he otfendýnp 1A iýJ( (w

Dial in the appropriate flow rate

of oxygen by using the built-in
Oxygen Flowmeter, located on
11he front of the module. The flow

iý, adjusiable frorn 2 to 15 LPM.
because the Oxygen Flowmeter

is back pressured, a flowmeter

should not be used at the Wall

Oxygen Source,.

CAUTION to avoid damage to
ihe Flowmeter, do not overtighten

ihe knob.

0

215-3

(,onneci Ihe opposite end of
Oxvgen lubing io the su,,_qply
JI-ling on th(-.) Pesusckotion Bn,),
ý: it 1, 1 [Aj'ýk.
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ACCESSORIES

^ 
SUCTION MODULE (WALL ONLY)

Sucl ion is accomplished t.")y i I ie
use of Wall Suction and i:j voiiot,ýI,
From 0 fo 160 rnm H(j

lurn th(-) suclion or) will)
11he On./Off Swillch
locak-ýd ()I) the, froni or
I he rT )(A ý flt ý .

NOTE Properly oc(
-flne Sucfion Porf loc.ofed

ur)d(.-.,r[icaIl-) ihe suclion
mcýý)dule io ot)loin th()
lnosl acculofe Suction
(,(m( Icnding.

To Use Wall Suchon Soutce
('ýonnecl cr)d or" ý.wjry)
usc, i c) wall ý,our c., ý v ý)uri

Sinq ý(JF, )(Jtjý: 1 (1(3,ý

omý ý,.r),
ocuum
)(,(-Iled ol-I tl"(-ý

-)00 1('J( fi0r) IT

ý80

1"( 11, 11 Ic )1ol
(1,j jif ý(ý ",I) tl 1(-, t[orli ot
ti v, I (JI) 1404c) io

ý("'llo0s( Ifil)(1 while

it I !,I J-Aion off WO)
I ()'f Switch

th(" týont of

Attach Disposable
Suction Canister to the
Florl located underneath
ll)e module

Set Rate
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ACCESSORIES

SU,I-,T*N MODULE (VIENTUM ONLY)

Vc2,nturi Suction is occomplishecl
by ihe use of elf her Wall or
Cylinder Oxygpn and is micb1c,

ir(-,-)r-n 0 fo 160 mm Hg.

Set Rate

;en Source foý VewiýuriTcýý Use Oxyg
Siuc,-,fioxi (Cykndev or Wall)

I -,!-) E- (I I I d ( if 0> ý`ý
ýK-sox(-,,.(ý., of ( o"('-p , i

11 CV111 dc-n, 1-isv ), 1 1,

i,,(,,(-,cd or)d (0

,ý/ý!C[ý *W)Se lo fhe DIS', i Hil
i(ý oleo (in bac k of h(,

frim Ihe suclion (7,v w1h Poioi(, t! 1(,ý) D! -j ImIn th- m Af wit')
lhc4 (,)r)/Otf Switch (l()(I,(A, ýt I!,()[) (ý th(
located on Ihe fýonl of the5u, fiý, lo( (it( I ()I on- c,,f
the rnc)dule Me

NOTE Propedy acclude (,)(,( k), fiý 1,
Poýi h(-, i on Pot I lc-)cated

UtIdernecAh lhe Sudion
Module to obloin the
moý,-J accurat(.-ý Suclion
( ", o. ý I g e r (-, o (I i n q,

NOTE lo increase, Oxygen Cylnd(![ life

I ) lul I-) ihe cylin(J(-ýn off wl ien i i0f 11) 1 j,,(, 111, jr)ý ill ý)'01 11,
of ý)Xygon

not set suclion level or iy hiol i(,i ll ý(V " I
r)iocedur(--ý

3)lutn m-jdion off wher) not in w,(:

ýjrýit 1(_) Woll Oxyqc)jý .1;()(jiý,( ,, ý r io (1,ý, ý pfoý lk

Attach Disposable
Suction C..anisler io iho,

Porl locoled undemeath
the rnodtilo.

1/1

0

77--or

Old"

0
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CLEANING

19%
STERIUZMION
The Centers for Disease Confiol ic( or iimend FFIA
approved hospital disinfeclanis, 1 iý:ý-,d of monufaCtHrers
suggested dilutions.

Cleaning should be done by o soff dampone d
cloth over the surface, foliow--d [-)vwipng wilh a dry cloth.

Quartenary ammonium disirrie,,(Ju(ýis i noy be used to
reduce the contamination beilween potionts.

Alcohol, strong or abrosive cleýomc:xs nnJhydrocarbon
solvents are not necessary ond st-Ould not be used (--)n
plastic surfaces,

MATrRESS CARE
The mattress cover may be cl i nild

del(--ýýr-gent, rinsed, and cold steriiizeo. II fo':I,-ý)wing products
have beer) tested by the Hercý.rHe .,ýiborcrory (Ind have
been found not to have a h<::;,irmii'ý,ý1 ý:,f ý(-cl on StaphChek
fabrics WHEN USED IN A(-1'C0l,1l)/iY-'f Affl! H,
MANUFAC fURFRS' RECOMMI Nl)[ I' !.)It, U-1-10h.
---------- --- ----

--TRADE NAMF 
]-Ypf-

MiANUI ACTURFI-ýý

A33 Quortenorý Airwick

Absolute Quarten(-jý V%/ollon irct--Mc

Beaucoup Phenolic Hunýington

Blue Chip Quart(, rlrlý 5 (1 Jot-)nson

Coverage 256 QL10Fierj(jr,, Vest 1 11

E-1 Dorado Plus Quartenoi,, Puriicin/Churchill

Elimstoph Quarten(.Ar,,1- /Volt(-A (-, t.egge

Forward DC Quorlertni,, ý ,,, Johnson

Franklin Sentinel Quarien(ji, Pt ir(- ý

Galahad Phenoli( Pr Vil, 11 I/ChUMfilil

Hi (DUark ýr i, )i it jr)
11-)StAroncý-.ý Quorlerlý 11

IPH Phenoli( /osi, it

Maio[ Hiinkrigion

Omega Quarlon()I, /I , I f vv i (ý-, k

Quanto Quorlcll,-11, I 11-iWinqton

Sonikleen West ( hornical

Sonimoster I 1 1 Quo0enor, ýIe[vic(ý Master

SUrtacide Ouorter io.i VV(111 )ýl M(xch

Iri Quaf Qu(.,),rten()i,,̀ 11(ýstefl

Vespheno 1 1 Phonoll( V(,ýsl fl

Virex QJ0rt0f)(W,, ( Johnson

Befcjdincsfainsmoybet(ýýt-f)()ý(ý(ýf,( i, ý(ým(ltiosýJ-,)y
doing the following:

* Use o 5.25% sodium hyý--)()(TjjC1jjjý 1()foX
brand bleoch).

* Apply 3 drops of the soiuljon ý)( I 'ýUJUýIlc r(,t i

immediately and scrub li"Itifly I h,, loij i shouldslorl to
facle almost immedioioly on(I ýý,,,jir j, ýrnlr,ý!t("s should
be to-tally gone.

* Stubborn stains rnoyineexj. iýi[itýL)ý)kxfliot is. No rT)or(,-,,

than 3 applications or) ony nl-iý:,n

CLEANWG OF THERMISTOR PROBE
ý,ý(-!v(-al precautions must be observed when cleaning
ond ýJerilizng lo protect Probe from damage.

P,void coniacil with strong, aromatic, chlorinated, ketone
c,*)-er or es1er solvents. Prolonged immersion in alcohols

1 or,gonic solvents, detergent solutions or highly
solutions will cause the cable to lose flexibility,

P'i-ofye f-fiaý/ be disinfected and sonitiZed by washing with
'IVYhydrogen peroxide, 70% isopropanol, 70% ethanol, or

aýc.ohol, Dakin's solution (sodium hypochloride in

btýffer) is also suitable. Activated dioldehyde
SUCh as Cidex, ore also effective.

Probe ipýug should not be immersed,

OF THERMISTOR PROBE
L ihyl,:,Ve oxide sterilization is the preferred method.
Aifeý ,.Jeritieation, Probes must be safety and thoroughly

handling or use.

("'AUY'ýOliq: Autoclaving may cause Probe insulation io
'JI, und i i iay (--ilso cause the Probe to give inaccurate

01PAN1NG OF CASTERS
I t Freestanding Infant Warmer will be used both
it , or idourlside aseptic surgical areas. Care should be
if i to assure the casters do not carry contamination
inio %iigical suite, Removal of accumulated debris
ond !-reýcjtrr-ieni of the caster tread with a spray of
disit it(.1xJtjrit solution as the unit is transferred into the
,.urqcol %ile is recommended.

CLEAW:NG OF SME PANELS
he C r)ic(fl 13(-,issinei side panels are made of clear

ý,-Aih(-)nate plastic and can be damaged by

ig vvith (jlc&)ol, obrasive agents, hydrocarbon
it!; oi phenolic disinfectants. Use only gentle,
r.:)eril!) for and polish with a soft cloth to

KlAtNTENANCE
I e "'tr.it-d(t Fr(:.,eslanding Infant Warmer and
Pc!,(jý,:,Ja1i0n Mo(Jules need regular care and
i, ice, as detailed in the Service Manual, Please
1, 1(]Uý 0 V(ý(jr rnai rite nance i o-chnician to follow the
[,rc,v,-nliv( maintenance section in the Service Monual.

* When (ý-Ornplcfc,,ly dr,,, tir is- (wý VOC-j ond
wipe dry.

* It solution cornes into coý flu( iv,,i vv(rýý , off with
waler or)(! foil,,-)&,, rnonufacttjr-ý, ir i -tions

15
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SAFETY TIPS

For over 65 years, Hill-Rom has set fh(,ý!Joi i(-.jard for
-iltlry in patient room equipmeni, Duilt y-) ihi,, filT)o, with
it from many of our customers, we 

4P

':"ful fips which may contribute to th(-, tv of f h(I
intant and staff.

S&DE PANELS
To provide maximum protection for the irik'3,ni, ihý_ý side
ponds should always be in a full, uprighl jl_ýýDsJtýon and
latched when or) infant is unattended. In (-.xfsrjýelhe q.de
parx-_-Is are latched, give, the side panels c_ý tug.

TRAMFERRING THE STABILET FREESTANDING WARMER
AlthoLKjh the unit is lightweighl and eosýý k-) n iove,
sure to keep hands and feet clear 0 0 1(, when

ng to prevent desiabilization of fý-,e unitoi injury iomovi,
honds or feet.

BRAKES
Brakes should always be set when ý_Ar rcoý Bf-jssinE:J is
occupied. After setting the brokes [ M,`J 0ý 10' r)(111 1-1 ICý
ut-iit io ensure they are engoged.

X-RAY CASSETTE HOLDER
If using the X-Ray Cassette Holder ac( olways
secure the holder to the unit when noi iý usf:, lhiswiil

avoid possible damage to the unit on6 io!(Joý

RESUSCITATION MODULES
Wormer Module should always be kepli overlhe c(,:nier
of the Bassinet when Modules ore (.-jt'1o(.hed

'WENTIVE MAINTENANCE
overly preventive moiniononco mus! [x-J pedown(._ýd

ý.',;'enslure oil features (ire, functioning ný,,)iiginally
designed. Particular attention musi t.)(, oodwss(ýd,)[-l
safety features, including but not irnik,(` 1
" Side Ponel Lotching Mechonisin,,,

" Cusler Braking Systems
" Flectrical Cords and Componer+,
" Quor17 Heater
" Temperature Alarm System
" Scheduled Recolibration

Please refer to your Service WAIL-101 0001is
on preventive maintenance.

PARTS AND ACCESSORIES
Use only Hill-Rom parts and accessoriý' i0i iriodify
the unit without outhorizafion fror-r, i lif 1,,ýv T

CAUTION
I ederal low restricts this devic.e os(iý(ý i )i i iN ý ordot
of (.-; licensed health core proclifiorie,

6 

2 5
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0

'ýIECT CUSTOMER SERVICE HOIIANNýE':800-638-2"W
for I fill lkwn uulýýr c quafitV Syst(',-rT)

ifiý.d io tSO 9001/EN46001 by I LJV Produc I Servic,

lriý'r );cgo

Hoill-Rom,
I L I I It ý Hý  N ý I I 'ý I ýt !S 1 1,) TUV

OD

p oeýlcyl orid mod els lhenr%'

01rc)"Ity Hil; POIT) makcs is Ihe expressed wrifflen
Fýd esv,,ý'ýe, IN 47006 USA ý 80G-638 2546 roduclp

812 9,34 8173 ý I AX 8 12 934 71 I lil: Iýorr IIXY,

W6133A RC996
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The Stabilel Infant Wormer and (-AinicU Bassinet were designed

to meet the (-)vc-,,F (,- 
1-,ý,cinging demands of today',ý, perinaial environments. The

Infant Worm(-,ý ccv i L)e used with Hill-Rorn's bassinets and with other bassinets

currently on the rncvkeýt. The Cinical Bassinet ccm be used with other warmers

and as a. func,,N,onciýý mý,,)rning-in bassinet. Its stuirdy construcflon is highlighted

by a spedol Relpks." fi':Nsh to rninimize, upkeep c-nd to lost in demanding
perinatal environ,,,,-;ený,ý, Tog(-ýAher, these producis offer you the solution to

support a wide ý(,; ige, of newborn care neods.

Pivoting hecjk,,ý
fig h th i a mrxd i ý iý'-

Choice of
decorator

finishes

slurdy eosv

told-with "o

Radiolucent mattress

5* and I(?
Trendelenburg

and reverse
Trendelenburg

of bassinet

Mechanism
to dock Bassinet
with Wormer

Dropleof
waeksurface,

Slide-through
storage drawer
with removable
organizer troy

Two additional
storage drawers

hvu it / ý
Casters V,'ý,,ý -I
frorit k,ýý-,44-,,nj

Built-in
accessory
tracks

One-hour
procedural timer

which emits
a tone at

one, five, and
ten minutes

Dual function
temperature control

manual mode
(0%-100% control)

servo mode
(automatic conversion
from manual when
probe senses 310C)

0

Large digital
skin temperature

display

Handle

Storage comportment
for probes and
probe covers

Built-in x-ray
cassette troy

Optional distinctive
woodpane/s

Chart rack

I

Four-inch rear
casters with brakes
and two-inch
frontcosters
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Infant W. armer
A large digital lernry Tafiua3 display and automatic conversion from
manuail to servo -ry -nde tomperature control simplify the operation, A
sophW,oted CT"-Qrn"iSY5tE)M (,,on enhance infant safety. Aprocedural
lirner and exam, ljgihý (-,an facRafe medical procedures.

tracks and occes,,,ýork-.1-s cAow you Io
(7,,.uslorTýze the Infont VV,xmel, to ry)e.(,,f
y(xjrindividualn(x-,ds [h--o[,.)fiono!
distincfive wood pon(_4ýý, (.-ýeote- (-,i
pýeo,-Anq oppeoior)ce for V()ur unii,

Me unique design of the Infant
Warmer's base and heat er housing
skjnificantly reduce. storage space
requirements. The Infant Warryier
can also be used wif h other
hassinets.

Clinical
Bassinet
the Clinical bcmýnef
features a unique chart rack
and slide-through drawer
(with or) organizer troy) to
fLJfJh(,'r increase efficioncy.

I" 
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Specifications
Alarms

Accessofies/Options
L.afge and small storage baskets
Phototherapy light
ýv pole,
Utility mount, IV hanger

Decorakx Finishes
Bleached Oak
Light Oak
Me,dlum Oak
Dark Oak
CheXry

Electdcal
760 Watt, 12.0 VAC heater
120+/- 10% VAC, 6OHz, 7 Amps
Fuity grounded through 3-wire powet c(:nd
Ctgrent leakage less than 50

mircoarný,.)',-fernperature display accuracy +/0 -1 ''(',

14aff,ner Dimensions
gth 34"

Ath 28"

H49ht 
69'

Floorto heater 65"

W6ght 164 lbs.

Bassinet Dimensions
[ýengffi 

27"

Width 24"

Height of mattress 
36"

Mattress to heater 29"

Wdght 162 lbs.

DIRECT CUSTOMER SERVICE HOTLINE, W0-638-2,546

-1his piodwct issupported by professional account
execurm'%15, experienced perinctal consultants and
technýc(J spe;ý(Jalisfs. We also provide educational
S()Mir1,0,'ý'- [(-'(Jft.ýring perinatal clinicians and
consý.ftanfs, to heip you design and implement
your r:.Jarinotal syst(-.ý'm.

ServIce
Hiil-Ro,-ýý PýOdu(.Js should be serviced only by qualified

Our fully trained Customer Service
Represi,-ýnfi:.Aves and Field Technicians stand ready
to ossist you wiV) questions or problems. For more
informcition or) ý)ow we can meet your service
requir(.-,rn,onfs, please call us at 800-445-3720.

Warncinby
HW-Rorn exiencýý a limited warranty covering defects
in W0r1JTY-PY;r)iP and material under normal use for a
p(-xiod oforie, year trorn purchase. A 60-day warranty
is appl;ý,,ý-'ýd 1c) expendable ports such as overhead
flu,oresý- c-'!rit fijbes, heating element and probes.

0

H10119WRom..,
[HIA ENIMAND INDUSTH)

IN 47006 USA 
- 

8DO638-2,546

lnleýiofionol - 812-934 81/ý3, FAX812 934-/191

2

R( i reser v(.,ý. rig ' ht to moke chariges Wilhout
)Wý" if) dem, -'ifir(.ations, and n odels [he on Y

wufroiify All

(,i(,noedon flioý(*ýor roritol of its products,
ý 11111 P')f I, JIAI'ý
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4,ATURES

Two-Position Wormer Module ... ......... 2

over Center Of Bassinei .......... .. . -2

X-Ray And Mother/Baby Bonding .......... -2

Bassinet. ........... ...................... . .............. 2

Ref ractable Mayo Troy.. ý ............ 2
Sfide- Through Storage Drowe r ... .. ...... I ..... 3
Irendelenburg/Reverse, Trend(-flenb,,);(-V 1,(:.ývol 9eep Surfoce,.3

Apgar/Procedure Timer ... ......... . .

Lighting Button Module.. .........
-filt- Out Front Storage Cornparirnenl

Buitt-In X-Roy Cassette Fiolder/Rc,ýidiolw cl-",r J Miottw,-s ..... ....... A

Accessory Tracks., , ........... ..... .... .. 11 ...... ..... 4

ionkStoroge ... ....... ...................... . . ........... A

Fhermal Control Center ...

Manual Mode ....................

Servo Control ModE ........ 6

Akarn) Descriptions ....... ............... ... .. ..... - ..... ...

-/-Overheating Alarm ................ ........ - ...
Hi- Low Temperature Alarrn .... ......

Over 102,2'F/39'CAlorm....

Probe Fault Alarm . .............. ...

System Fault Alarm ........ 8

Loss Of AC Power Alarm ....... ........

OPTIONS

Sc, -ale . ......... - ........... ............... 9

Patient Weighing ................... .. .....

ACCESSORIES

ýýesuscjfafion Modules ......... - .... ..

.,)xygen Module (Flow and Aiiwoy 111i . .. ............ 
. 
12

Oxygen Module (Flow Only) ...... I "I,

Suction Module (Wall Only). 14

Suction Module (Venturi Only).

CLEANING . ...... .... - ........ .

SAFETY TIPS... . ý .. ............ ............

FOR SPECIAL ASSISTANCE

IT-Rom Account Mon(--iger

Perinotal Consultant

I-Jeld Service technician

Customer Service Representafivt

0

is
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FEATURES
........ ............................ ............ . 7 ... .. . ..... ........... ................ .................. ........... ........... .....

Iwo-Position Radiant.................................................................. I ............................
Warmer/Lighting Module

Accel'sýýo,'Y Irctr,k
Scole

Large Bassinetl/Wh
Adjustable
Reverse Trende!er;1-)i_,!,,g Kfth

0', 5'And 
10" 1)t:4ý

Sfide-Throuo
Grid-MorkedX-Roy
Cassette Hokkm

Accessory froc' 'k
(Both Sides)

Reiroctable Moy(

Ec.7sy-Ac,cpss.
Sfide-Through Stcv>ý,',,ý

Drower With Rernovoý-`,'ý'
Orgonizer Trc)ý

ZVI' 
(Optional)

Apgor/Procedure Timer

Thermal Control Center With
Automatic Conversion From
Monual To Servo Control

"-- Sturdy, Easy-Releose,
Fold-Down, Side Panels

Radiolucent Mattress

Tilt-Out Storage Bin

OxygenlAir
Tank Storage
(In Rear)

............

Bumpers

Five Inch
With Two Front-1

0 okes For [--X(-. olluý 1 v

SPECIFICATION

Height - Floor to top of rinii...

Height - Floor to top of side p,)n(J

Side panel height ..... ....... ..

Castev ..... ...... ................... ... . .. ....

Width Overall . .... ......

Width Bassinet , ......... ..... ..

Length - Bassinel , ................

Mattress size ..... .... ............... . 20" x 22" x

Mattress height Flooi to fol--) of rm"F 3

Weight ...... ..................... .. . . . .28,)
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FEATURES

TWO.-POSMON WARMER MODULE
Radiant Wormer Modulle provides ontru!led source at radiarit heo. f

uNt through a 760 waft radiant qý!o,-tý 1 o'rid (i porobolic refieýc tor

over center a iscuinet
To Oace the heater into the stondaral o:,,.-_),,ýraflng position, rofate tfie
heater 901, lalocing it centrally over it -i.e lix, ýis'sq iot.

Veify that the L[Ds on theContro! 
Pari'e' 1!ý"hl

ýEK_etving power.

WARNING Do not place objects (eq iipment, f-)10nkels, dothing) or)
the Heater Housing. This could cause ovc,ýh, (,Ang of 1hre unit and/oi

combustion of items placed or) top of 11 ýt- vc"i i

X-Ray and Mother/Baby BoncNnq
Fd,.,d down front and sde ponels, if opr_ýi1i:.:f-1:)ý,,

Rotate the heater from ffie center p, i 1,yJ 'to the rl" hl,'I
For mother/baby bonding, verity 1fh(_,-M;_-:ý (:)n Ifie Confrol K--inel
up io signify that the heater is rcceivn

1rie heater may be rotated to allow ii ie-. X rn(-ýj(:hine to be prop(-,,ifý,
rx)sffioned over the infont,

NOTE In this position, the wormer rwx1)ul,.ý vlfl (ý x drinue to deliver I IeCli

SINET
-)i has Fold-Down ̀ i (i? d Side P(-.)nels to allow pii8 Stabilet CC Bassin4c

cccoss to the Procedure Table. An 10 (int lf/i(,ýcx,,ý irema)i Sc-ale (in balh ii i(J i,
and centimeters) and X-Roy Casseftý-" F11,I)c it (_'iid oie located on Ithc-,,
N.'issinet Panels.

%) Lower
- To lower the Front or Side Ponels, (i( v,/t, (ii id 1,)ivot ponel oý.jl ot)(1
down with forearm or hands.

CAtWN Do noi leave infant unoftend" v"ý 1ý ýf F roný Sil Je P(Ineh aF(-, " W(",:'.

To Raise
to raise the Frontor Side, Ponels, gros!.) H i(
towards the Bassinet

, Move panel gently to (:,ýnsurolihol ii ýi, ý

RETRACTABLE MAYO TRAY
A LxjR in Retractable Mayo Tray tx:, ui i rislirurfient shelf (1ý irif
procedures as weil as a SLArface for ch(.Oi,)ý
load weight capacity),

To Access
vasp the troy and pivot out ond. i0W4 -)!'J f-'ý)C' !,(:)r it of th."") unif unfil lt-*_-ý floy ý i, ps
Stove
Rotate the traytowordthe leti sid,,, ()f 0 (j[ ifil if Olush wiff-) ific

WARNING Do not place th(-_ý infont of 1 1' ýý ,1 1 () I r(r,

A

0
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FEATURES

SLIDE-THROUGH STORAGE DRAWER
The built-in Slide-through Storage is occ(--ýssible from eithe: side of the unit
and has a removable plastic trov ((. (.)r) -,rtr-ner)l ofized) for srnall equill,)rneni and
disposable items,

To Access
ý, Grasp the Cut-Out Dfnvler Hlarxllý-ý urio r.,,ull dr(.,jw(-r out and (-Awoy troi i ithe unit.

'to Close
- Silde the drawer in until it is f1k ist i r i Bossinei

TRENDELENBURG/REVERSE TRENDEl.,UPF-QRURG/LEVFk SLEEP 
SURFACE'

TrendeIenbwg
Depress either of the hondleýs f,)(-_,n(xj1h f1he Front Ponei of it i,(-)
Bassine4 and lift, The BaFsinet voll roý(11(-ý fioryi 0ý1() 10" Trendeleriý-), iio, with
a 0', 5' and 10' def ent.

Reverse Trendelenbuirg
" Depress either of the hondles ý1(1-ld the Fronf Pan(ul of the Bossinot

" Push clown on the Bassinet frui ri friý - fw)A, Lising the 1rend(-,1en1_),,_)rg Mlechonism.
The Bassinet will rotcle frorn Oý 1ý Y
10' detent.

Level Sleep Surface
Depress either of the honrclýos o(:(),ýe,d ý,,eneo'ýh the Front Pone.11 on,", the.

Bassinet to a center posilion

APGAR/PROCEDURE TIMER
Locaf(,,d ontheStobiletCC(-.ontrd ý`l ý!ý,),)ý-V-? hou; ek-cironic Ar_-)g.,

* fostcirith(ýApg(jr/Proc(.ý(1(-jr(ýl-ýr,)ý i
or) the Control Pond.

* A visible four-cligif display in rnriuk,ýs jnd sreconds will appoor (v th(, Conl-rol
Panel. The timer will begin oi 00! FV

- Aone-second(judit-)!(--)tor),-,,wili,,,ýýii,)(ý(ilori(.-ýtiv(-),cii-)dtcýiirr)ii)()I(,

- Depress the Stort/Stop Buflori 1(.1ios(-flrheJmei.

NOTE Power switch must be ON lo ond Overt ieod I kjý ij.

LIGHTING BUTTON MODULE
A lighting BuIton located on tfi09()1_ý',:,i Parld octu', lies ivk) I ý) Wall C(J."x
correxct fluorescent lights, the W.jrl Pý)v, (- F`)t ýH(X) i f iý d Lx-, ON in or(-k--..ýi iio (Y iirvol(,ý lighfinc

To Activate Lighting
- Depress the Lighting Butlon, k ýý (1h ih(,ý C of I lan(ýfl

To Turn Lighting Off
- Depress the Li(- hfing Butto[) o(ý(i i

NOTE Tocxiondbt-ilblif(ý,itirrilý)ýý,:,ý,

N

NOTE Power switch must be ON 4(:

VLT-OUT STORAGE COMPARTMENT
The Storago Comlondment, kx_ui(-ýi 1: 0 (, fionli -)f ih(ý unit, tilts oý j! 'i(,)r (XJ,1'3V Orc(ý3s.

To Access
Grosp Cui-00 Door handký,, 0 il 1( ()1) of iý 1(" unill (_-Ind pull ihc doý,[ gýýr [fly
toward you.

To Close
- Push the comport ment d(-),,,)r )i (I iht ir iii. 1-1 Mogn(,! i it(l I vill
hold I ho door in place,.
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FEATURES

SULT-IN X-RAY CASSETTE HOLDER
X Pay Cassette Holder accomfT)(xJ(ik-,,, up to 12 

" 
x 
14"

I.I.I.--iding X- Ray Casseffes

WoMng from either side of the Basslii v-ý

directly beneath the Sleep Surface.

Release the X-Ray Cossetie Troy by lifýfin(i výic! ircýy op ond pulling oui

Whiie supporting the X-Pay Cassetto 
ir(ý,,,

Ungoading X-Pay Cassettes
* When x-ray is complete., lift ýr(lyupond pull, it gerilly

away from the Bassinet

* Remove the x-ray cassette and slklý t (-)/ bu(:,k in ioward unii k,)

naffial operating position,

NOTE The mattress is radioluceni

To emure proper cassette pla-cemenl, oýý(' ýn tr)o X Ray C asse-tte Troy ("Wi"J

Markings with the markings acai(ed or) 'Bf -iýsir-iel I- ront and Side Pane+,

'Fhl grid markings allow you to pcx;iifiori th',ý ý,,assefle accurately to
Me ii position in the Bassinet.

K*K ........... ......
. . . . . . . ....

............

. . . . . . . . . . . . . .......
. . . . . . . . . . . . . . . . .

,.aide the x-raycossefle(_-)nd X-Roy Iroy in ýow(irdihe
it rests securely and flush be-nealin irw ýt

'ý wjý lný* A s1.0ht delent will be fplt indicatiric 
I', 

ii oy i's 
"locked" 

into r*)(

* The Healing Flernent may be prV01'C"d CA1,10y frol`Wfh(-ý MIJMOF's. iý'

provide easy access c)v(-,,r thre SleE lp ",ý ji 'u(,(ý 1,)ý/ (v, X Pciy 
Wichir)(-,

ACCESSORY TRACKS

Accessory iracks allow conver*,_-ýnl IW'Ilrous OCC(_ýSz()[

comfortable working heights.Jh(-ý 11 r1prove ac'cý(ýss t
equipment and Save valuoble floor

TANK STORAGE
Two built-in Oxygen -lank ý lolders iu('k thr-'ý W(lv in ff 1(" roar ()I thý - it Ili

11

0
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FEATURES

THERMAL CONTROL CENTER

Thermoregulation ControIs ar,:.-_,ý ce,,Jraýlly locatc.,,-d on the Control

between the Warmer Module, ar)(Jfll)e Bossinet. lempeýrature, 
mc_)y bre Set

using the set point dýgifol dLsploy oi i,.1-,.,-ý,,_) 
llrx-ýrrnisto., Probe. has lbý:,"ýn ir iserred

and senses a temperature of,?,

manW Mode

Manual Mode is intended prin)oNy fc._ýr ý%mcming the Bassinet ono bkykelfs ir

preparation for an infant or whicTi it t,- il)ý-Y.,cx-iico! lo atlach n Ther-ni,,tr)i Pfohe

to the infant.

NOTE Before placing the infar-0 in V i,., F,,oi-,,-,ýýiý pfe-heaf the Th(-ý-Infý,!()l Probo,

face up, in the Bassýnet, prior to in;ýýdile)o tho Probe into-1heJ, ýýck,

NOTE To avoid Overheating Of Ljndý:`ý lecifirig of Me infant, o ProLie ý)),,_-)Lfld lxý

attached to the infant at all ir i a Podiont Warmer a[ v-1 fif Infolf it

should not be left unattended

- 
Plug the power cord into o 

storwkfii I 1,5V A(-.', icceptacle.

CAUTION Connect the power ccx(J in grounded recepi-a-, ik, ih,,il is

opproved for hospital Do not uý,(, (-),) exicrision cord or AC re( (_:pi(,i; -de [_-).,)x.

DANGER Possible explosion hoicird if ý js,, ýý 1 if i the, [-,)!eser)ox-) of flor fin ml)le

anesthetics. This unit is nol- into-ýnd(,,-1'ic)r (js-ý in N)zordous Closs 1, (-,roý jý) C

locations.

Turn the power on by dEý[XOSý;'11(1)1'i ["ution loc-oted ()I ý rhý jr-m(Ot

Control Panel.

CAUTION The use of radiani worri rnoy couse insensible w(iic, r

NOTE The unit will function in tho fv"ý,, if Mode without o fhern iiýtoi Piolt)4

inserted in the jack. The Probe I oi,0 I F D Disr-fk,jý, will remain lit d(iiin(A Il-ii,, Jff

NOTE %in temperature alari ns c)fcý W(-)l fý incflonol during MOnUC)l 
MIXA'

when the Thermistor Probe is noi iný",i i if) ihcý, Pr(_-)bo,, Jack or wi)ý-ýt 1

Probe is inserted in the Proho-,,ki( k, I)ý, 1(-jT)rx-,,r(ihjre

approximately 3 V C 
(88" 

F)

Sei fho desired heaterouipui ýia ii ý ifi(ý OuIput Coxitýol !)Iol oiiý-tl

on the 1hermal Control C(-,,N(,t

* Heater output is shown ot i ti i(ý ui 1! 1 1 1 (-rrl Is 0 percen-((-ý]()e of ý ov,/(: , 11 1(ý

co n from JcX, to I

* 1he unit will remain at thos(-f fi( ý ij(;r (mfpul you choose until ý-,-u t, 
ic.,nu(- 

illy
readjust it unless tho, Overhec)týt iý ý k orm u( fivoted (soo, (')v( ri)c Iq
Alarm description).

NOTE In Manual Mode, when I ýf) 
- vý, iiei ý)utpý if lighis oprx-.ýur, lt iý (if i iý ý J( 01ýnn

that h(,)ater output is U%.
Green LEDs indicate approxi; 1 iter ouirx)t

Yedlow 11 Ds indicale oppioxlm(.ýr(ý!, 40', /ffy" heokj outpul

7 5
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FEATURES

Segvc Confrd Mode

len the, Thermisfor Probe is irrerfed ilnto 1(ý P'l ul ar-idsenses (.ý ten q--x,ý,,joiure (A

-ncitely 31'C (88'Fý the unt cjutom,,,A,ý:cjýýy converis fo the Servo Conlro! Mot-k--,

..........013; SoNo Control Mode allows tbe LFD 
Hecj'ý,e- 0,jfp,ý4 Grid lo in(Icate th( Omý)ýJ.1-11()l

ýxeý6otermineed set point ternperotufc,.

Hexater output is shown on the unit in 0 (it Ypr(,-)xirn(-jte, percent 9(a of r,,)w(,,

and ranges from 0% to 100'/,,.

As the i nf ant's ski n te, m pe ra tu re a p 
rx.-(-- ,-,I fir ,,,e t p o i nl, i h e h e a ter i j t w i I I

ip 
.......

nrx'.)dulate to maintain the infant's skin c se ointtemoentýjre-,

Once the infant's skin temperatufE, anýd It set poir-fl let t iperature are eCjUol, oinly ........

gradual changes in the heater ouipul (irc, ied f(ý maintoin I-he nf(ý[,,

temperature.

A temperature readout dispinys i he ir W)i ter-nperoture when tt iý: ui

is in Servo Control Mode.

ýký!-Vothe infant desired target fe1T1r-)(,';C.)it ý,61110 
th,-'

Control Diol and the setpoint digit(fl

setting is indicated on thosel poii)i dif-ýil ol

Attach the Thermisfor Probe tolhe, inf(ji I lh(-,Prohý,ýShouldbe
pre-heated before registering the, i tomr:ýar(-Itur(--).

NOR Placement of the Probe is vital 1 iý, the Probe 1 hat

SUPýNE INFANTS ... place the flot 
ý;i,, 

of il,)(, Prohc-,,

doýwn on the infant's abdomen below H i(ý i ih 1- clqe

INFANTS ... place the flatsiorni-,Usý, slocdsi(1c-ý down or) the
nit's back below the rib cago, [--x fl (jývv() fi, ), n Ric kidneys.

ýWN Alwaysoffach the Prol--x-, wiiih (i ive, Probe,

cover. Serious iemperature and conlroý (ailt >ýS (,(A') occur if

an,ything other thon the recoii-ir-nendell f lrý,A ur Id Probe
cow,rs are used. Do not use tope to ()! i(ýiý f 1ýi( Probe

CAUTM Inspect the infant's skin for red(. !(,,ý ioll I c.,ýrecls w,"iict I
iii,,ýyyreajltfroryýft)eheatir)gofrr)(.-)t(,i-i,,,ilý,iii i), lkýcý wifill fi-le, skin.

CALMON Avoid placement of obje(-, 1,(, juil )i hlankefs,

clothing) in the Bc--issinei thot car) k, ()I-ý)S(A-) hoof

aw,ay f ror-n the infant.

NOTE', Only 
the, 

following Thermislor I ý1(:
h,-" used with I[)(, Stabilel (--'.C Infor-il VV()r[,

CAUnON Do not place the WoirT ioi 1[) )k,()" 1 1, ,()[ ()r 0(ný00,ih
6r conditioning or heotirxj ducl:ý. [)i(,f 1ý t( -ý, I oil ryl,,-Iy (ý,()usc,

a disruption in th(-ý heat distrihij! iot i

9

6

Ptobe 13(,ZC09 Reusoble Probe
Adoptef
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FEATURES -

ALARM DESCRIPTIONS

OveFheafing Alarm (Manual MWO Onl'ý,y)
* An Overheating Alarm wiliscyurd if tý,ýero is constant okjtý ýut of I 0,09Y,

for approximately] 8 minutes or nolcly 259/o (2 or 3 I.-IDS) 
jo;ý T)

miniutes or any combriation a.ý)d time,

* When the Overheating AlaUT) 
lýý i p,,)w(--ýr to the lheote,ý is,

reduced to approximofely,30.,,X.

The Overheating Alarm con bc by depressing ffie Alý,iinn ý,ikýnce
Button located on the left sid,,,C)" ik- C ontiol r1onel.

a e -1 cl no Oveme-41irio--he unit will continue to operý,-),IN,, ii iMio,,)u lkky-Jý(n
Alarm will sound cis long cis Me 1-iý-:ýký:At-,l is kept under qp,,_)roximately Yr/o (I or2 LEDS) and aThermistor Probe is

not inserted info the Probe,_Jcicv. i s i: -,,;er1c,,0 but does not sons,ý..ý o ternp-,eroiure of over approximately 31'C.

Once the Probe, is inserted in th'-, 1ýý and the Probe so o tc.ýmperature of approximately 31'C,

the Stabilet CC becornos o ("oArolled Unit controlleo-111hy tho skiri tempefalure, of the, infant.

WARNING Do not leave the iiVant u..:na#ondedý

- -- -
-------Hi-Low Temperatuve Alarm (Serve MikxAý Orýy)

* If the Infant's temperdure i io,. fiu, j(:)l ' (-0 rnore than +.5,ýC ftoý; n We set

point femperature, a solib, vjsflr_-)k-,, i-`,i Low len iperoture LFD Dff,_Yloy will
appear immediately on 

them C Panel.

* If after four minufes Ifie high-I uv,ý Nas not been Ified oI)
jr(--ý()Iýir,,f vvillsounJaudibl(,Hi-,LowTc-ýrT)perc)t,, .

--* During the audible alarm condill[I,ý,t i hoofer output will c1hanc'Y,- ic)

approximately 3M. until ihe, irilor it's returns within ihe Hiff-Rom
torget range or unlil the olotru d Hill 

. 
-R 
. 
0,

* The Hi Low Temperalure oky'i i t:),, Alarn I
Silence Bution; however, lho ii I 1ý fy-ipf,,roture I_FD Disploy v,/ill ('n-lojin lit
unfil ihe it ifant's temr)ero I ut( i,,, I iý ý, 'I ý wit I iir A ie, to r( 

- 
jet rong( . It I

Alhei

4 minutes the oudibio ýjloin iv,41, jit i :,()i ii i(,

When the Hi- Low _f(.-_rT1f_)Cr( it (A i( ' , , ýt i,,'! I I I of I I,,, r( ý(Jjfj(,j thp I A Aof"
lemperature Alarm will oulof n(JI , lilk/ [c"s(fl,

Over 102.2'F/39*C Alarm
HY/1, 0"A'. Akirm will activate riii-nediotoly if

the f1hermistor Probe 1(j uý,ýiok&, Wiat Pxceeds 102-PI /3-Y'C',

* Heater output is reduced, to (Ylk , )r ir i will n(-,)i teskime until 1he lh-rflislor
Probe senses that the inforit', tt,, i[)(ýii ifi, it(-, hos R-illen lbý-.low 1

* T1 ie olorryi will not siler)(-o i, it) 1 it i fifion

HW'Rolb

('V )

2 '7 7
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FEATURES

Peobe Fault Alarm
-i the Manual Mode when the Prob,ý3 is in,,)erled, in the Probe Input'

,jck, the Probe, Fault LED will remoiff-, III

-Ir,,Ze ",(ý,nsps a remperalure of les,In tl-ie Servo Mode, whenever the I s

ih(-upff, oximately 31'C for approximat(ý,,iy rninuie, th, Probe Fcýult LFD will
come ON, an audible alarm WiiI OCCU, 

ý,,,xdi (Tt(:,ýr cx-itput will drop ici

approximately 3091.,

VVhen the alarm is silenced by Alarm &L-1ce Buiton:
If sensed temperature is still below 3 1 llr,e rlýoibe I oult [-ED will remoin W

o:-),d the unit will revert to Manual Vioc*

lt'hes(=-nsed,ýemperoiureisabovc---ý31"(1

a,,nd the unit will revert to Sew() M(xx,

System Foult Alaffn
* A System Fault has occurred wh(.-ýri (ii rJi5l,- A(irt n ý;ourids and all --flnrý-,

LFD disp[ays illuminate.

* I he system continually r-nonitors ila-* r(-),, iically lo (--,r)sure cornplOe
ff x-nmoregulation integrity. 11, ot any 1 iiýi iý, Wx-it(-ý,r Cointrol Signal on(-)
the actual Heater CurrentSiqridý d(--) nýd or,',iree, AC power/healer oArx), iýý

jý.Tir-nediately terminated, and a Marm is ol'--Jivated.

* Thý--ý System Fault Alarm may also ociIvoled. L)y (: or)necting cýn
incompatible temperature Probp, oi,,k/f PtU)e is shorted or wi-)ei,

More is on open heote-r elemen 1

* The alarm cannot be silenced until the,, ()rid.ifion is re,-Jified

- fl-v,) alarm may indicate a syst(:.ýryi
udified technician.

Loss Of AC Power Alarm
. -iptediothourflwl),,Ii1'ffhe unit becomes unplugged ot A( I.,cw,/ý nicrrt,

ýhoý Power Switch is "on", a pulsatinc, ol,,m-n v,/III sound., this Loss Of A(,P
[lower Alarm will fade after 0,' Will OLWXTY,A:'ý( 111,
reset it power is restored 1(--) the (inil

f he I,oss Of AC Power Alarm Work,, (.)I io ( ý;-,(-)citol Ii)(11 will rechorg(,

All. power isresiored to the unit (ir)(j thý

ý Not-Kitterescre required for the

0

0

J
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OPTIONS-

SCALE
The weighing capacity isapproxjrivJky 10k1'-)s1Bk9s.

The scale has five buttons (-ir)d (,-) (JýQýýpkoy cl.,01a. A coption
appears above each bution de!ý- ils tuncilor). Each
control button is color-coded or), i (x(-q,)!-ii:,-,oIIy represented,

,)1KG--'!, button is used to switch to lbs, or kg-s

The ON button turns the unit ot ý

............

OEM

I he A VERA G E button corr ipon,,ý j i
active infant, vibration (-)/ eyceý;,ý!,,) r(ýoý

Befove Operating The Scale
For the most accuracy, follov, 1i

Scale Setup
Prior to operating 11 ieSlabilc-l S( to ý 11 ies(jvicr--ý

ai,,

Sleep Surface Preparation
Ple,fore placing ihe infant on fl)ý.: ýr, it f T)t lsý b(-ý,

proparo,,d. 1his ncludos r.-flo0i i(ý (Widi 
iý., 1 f[)(, surface,

such as linens, skin ý-,[( rloý ff)(1,

infant will require. It car) be, t icr-)111,1' (1(,(, (1 I1(,l of fl leý--,e
items near the WOI'Mor for fi,flo if(- i,

NOTE It is mportoril io dcv(doj
dek,ýrrnine what lon is c if
[he fime of weighiric)

.... .......

ýTRO W110r) resets the scole to 0.000
;)rint ý() f*.,c,-jn(j nr) infnr)t on the scole.

operoling thescolo, be oware of the followino:

1, nfiro sý irfuce of Vie Bassinet is weighed. 11 is olso
r I thni no one touch the Basýnel while ihe
s, A-, iýý operoting. For exornr,-.)Ie, leaning on the, front or

I ý )(,,,t CACCU101E.weight roading will be achiew,,d if

ki (,", T(31 ripercituru, probes, ventilators, ECMO
ý ý juipm(ýnli, diujnoge bags and anything 1hol could
11, 
If theWei,-, ý1 it (ir id couse an incorrect weight to
)ý,o, in ý I ic, diý,q-)loy

Continuous Display
h,': r 4(-ý,r 1 wo:ght reoding will appear cant inuously on
i ý iq -)I(jy ý 11 itt 'ý ic OFF button is activated, Turnir q the
j-1, it w ill i)(-ý i er ý)se or iy woight readings but only

)9

i "to, )i ý I'); 10 (-)1) 1 ý If r),ý tho unito ff.
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OPTIONS

PA75ENT WEiGHING
-:ý One - TuTning the Scale On

" Ccy)nect the scale's power cox(J 1() () I 0ý, ýrl, ('11

" I a turn the scale, or), press and iele, isý N' ým 11 ot
or) the front panel,

When first turned on, all display ndli,- r i vill i(I)l
ýý..xkafly, and then clear.

Stop Th?ee - Weighing the Pofient

For the most occurateweight rendiiig! ii)i(intshodd

" Ploce the infant in the Bossiný-ý!

" The polieni weight will oppeor if) ýN, f ()[ hF) IC)
k9s., press the LBS/KGS t)u1tot) duiii iý; 1(1ý Jdisr* ]ý,

Before picj(-ýýVng The inionl- on the sleep surface, the bed
weigh'i

Presý, ZFPý. lo oblo r) a zerc) reading on the display
prior ý(-) vý,(-,iy)ing trie pofierif for the first time.

I ho,,, )I(, ,,/iil r(,ad 0,0'00 LxQkgs,

Step Four -- Avero,4ng Level

The AV[ PA( F 1 ýýfllcrl allows you to obtain an average
woioýh 1 ývh, i An (-jcl ve infant, excessive vibration 0, nd/ol
nircuiiýýrýý iý is, ý f ho weight reading to f loci t Jet e.

Ar iý,ý [cýi(-(jse I he AVFRAGF button. The display will
[-x-,,giý o ý (, ýt iNclown - 02, 01, ffien a weight reading. This
lok(ýý, o[)ý)i,ýxit i iotely foui sec.oncls. The scale will display
on if li-w! h,-ised on a statistical average. Do noi

kevs while the scale is if) iho averaging

jveioigo weighl will display for
ýip[ )xil i i, if r,,1, 3 / f Týir ii, if

lý)( jr)ý /0 jh,ýri rllxi) To [he originalweighing mode

NOTE ýv: ý 0 jr, - (ioo,ý, not the accuracy of the unii.

LOW BATTERY lNMCATOR
When the scale's battery power V" th(" W010. J() BAT " wijil ý(j[ jr - Jt-j(ý so-.(-jje,'s display. lo recharge the

NOTE 'The Inion[Scale rec(:?rves h).'( kq, rd, w (ýd c) 1ho, s(ýale ýiidicalorwhen the power
cord is unplugged frofT) lh(ý WOlk r(ý(J ýýd:

11' ý)!KX I v-, I ot roioýried if i If)(,,) ii i(*x.ifor men-iory in the event that total
fiol ON-,

before tjnplugý_,4ing Ih(' [ýJ ffom 11 1(? v,/oll receplock 11, iý i(ý fle ind;( ator displays '10 
BAT" 

message
Oilow sufficiom! tirne for fhe bottoiie! vale, k_lflor(ý r(it[olfit[)(ýwollrecer)ioclc".Iftl)eý? ý,),; 1, )vv(ýr o
1.),ofieries do nol accepi chorge, ieo4)( xMcri(,ý,, (ind iocoftjr(iý, d i, 1,)'c ir if ý;( ak

21-" 0

0

0

Step Twý,:j - Zwozrýg the Scale
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ACCESSORIES -

RESUSCITATION MODULES
The Resuscitation Modules for thý- Infoni Wanier Pr(l)-duc I-,,, it iclud(,:

P 1276 Oxygen Module (Fký)w uncillýf wr A,)*essut(ý) 12 ýý-,'Oyyqen M(-x.A-j/e (Flow On/y)

P 1280 St. ic-tion Modu/e (AIA-)11 Onk' , I i ' 2ý'ý ýc rbn Moduie (Venturi Only)

NOTE Resuscitalion Moduies ý ývtý -w-i io(-,,(j f0i use only or) tl Hont Warmers,

To Mount The Resuscitation h4oduk,-,s 1o Remove The Resuscitation Modules

- Position the rnodr-fle oi 01 ic , 1ý1 ii-(1, heigh-1. - I )iý,(-.onnecll oll ýuL-)ing frory) 11he module

lighfon ihý rnodul(-,ý kni(-,)h ý v i r 1 cuý)Ael- i ns(N th(-ýrfiod(ilekriobt)ytýirriir)gif clockwise.
clockwise. ihe mo, Julo ( r ifly away froff) the pole,

NOTE
occessoiy in order lo molJO fl J';4-'ii(1fion IVI(Oules oi i lrýfnný Wornx.,rs.
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ACCESSORIES I

To Use Oxygen Somme (Cylindev OT Waý.D
,c can be administered from a rellluý.K-iteýdwull sr)urce or from oxy(ýY&[

iders. Using cylinders permits f he, r'noý t. ik- 1 (-) Oe used in fronspol si lo,-jticý is

* Connect one end of oxygen hos,'-' to W(.-ý!:: :'c of ()XVger) or oxyge"

uiing a gas outlet adaptor,

ba I r)f i o* Connect second end of oxygen hos,ý-ý !() 16(-- DISS 101-ing On the
oxygen module.

OXYGEN MODULE (FLOW AND AlRWAY ",F"RESSUIRE)
To Ufillze Oxygen Module (Flow and Ai;ýw't7,iy Pmssure)

,C-c n-nect one end of the Oxygen
rbing to the nipple located or)

firo, it of the oxygen module.
r-neasures the amount of. 

resiure being delivered durinq)
resuscitation

NOTE A humidifier rnoy bE-'ý
ofloched to lhe DISS fit-ling prior to
connecting the Oxygen 1 ubing.

m(ý,( I the o[-)r)osii( ý ot 1(

f 1A y jý;(-rtc il on PY i(ýý

'nON IrTuroper use of supplem(:1,nt,,A
be associated with serious s!de ofký, k

ni(A nt including blindness, bý ain doi i), ý,iqiý,,
ckDoth, The method, concentration, ()ý)"l (:Jý
(-')foxyqer) administrolion should [-xosr Ný' Y,:,ý i
1he attending physician.

IX.

Dial in the, oppropriote, flow rale of
oxygor) by using lho buill-in
( )xygon locared on
the froni of ihO MOdUle. the flOW IS
idjuslable fron) 2 to 15 1 PM.

R(ý( ' (,)ý ise ti ieý Oxygen Flowmelor is
)'Ick r:)ressur(---ýd, a flowmetor

should r iot he used (it tho Wall
( )Xygon soulce,

CAUTiON To ovoid darf iag(-,-ý
tc) ih(ý [ owrnefei, do not
('V('r1i()1 don tho kno5.

9

The amount of pressure being
d(Aivered is indicated on the.

Airway Pressure Monometer built
in'lo the front of the modulo.
Airway Pre-ssure is rT10(-]SLJ1C-,d from 0
to 120 cl-T) I i 0ý

ine(-J 11he opposite end cJ V-it
jý ýii Tubing to f he Maný)Ff)':)xyý

(A inec-tor locatod on the
1(") 1ý ý('A (it ot i N, i, 

- 
I ond Vlo,,1ý

Usirv.4 (in cjppr(-.)ptia1e adapior,
one ond of a Second

Oxygen I Ubir)()fo the DISS fitino
1(-,(,(-,.ted unclorneatth the oxygcr)
[-ý module.
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ACCESSORIES

AS 
To Use Oxygen Source (Cyfinder o.ý Wo,ýo
Oxygen can be administered, fton-i o ý(-,-ý,gulctedv,/all source or fioi-n ý)),ygeýr)
cylinders. Using cylinders permits, to be, used r) FJtuc4*)ns.

* Connect one end of oyyp-,i i tic,s-c- -n','Vdý scýý irce, of oxygen oi oyyý,.ý,en
cylinder, using a gas outlet ockip';'Or

* Connect second end of oxyg-_ýr) I ios- 1c) the DISS fitting on fi i(D hcick
of the oxygen module

OXYGEN MODULE (FLOW OHLYý
To Utilize Oxygen Module (How,

NOTE A hurniclifier may
alfached to the DISS fitting prior

connecting the Oxygen I ubkýt iý

CAUTION Improper use ofsý ippleT-nental oxygen may be
ossocioied with serious side N'w,( 4, for lhe inforit including
blindness, brain dornog(--,x, (ir id (ý 1(,A(,Atý i I [ ie wie i hod, (_-,oncer',
trotion, and durat ion of oxyý.ýen ()." ir T-lil -listi o hol I stiould be
proscribed by the attendinq [)I 1ý:&'iot i

Dial in the opproPhate flow rate of
oxygen by using the built-in
Oxygen Flowmeter, located on
I he front of the module, The flow is
adjustable from 2 to 15 LPM.
Because the Oxygen Flowmeter is
back-pressured, a flowmeter
should not be used at the Wall
Oxygen Source.

CAUTION To avoid damage to
the Flowmeter, do riot overfighien
the knob.

C onnect the cpposife (:, nd of this
Oxygen Tubing lo P i,,., ý p,,ý)Iy fitting
on Me Resuscitaiko" Bnj
[/I(-] ýý k' ý

Using an oppropriate adaptor
connect one end of the Oxyger

Tubing to the DISS fitting
underneath the oxygen n iodt j1(
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ACCESSORIES

SUCTlION MODULE (WALL ONLY)

fion is cccornplishecJ hy the ua,
of Woll Sucf ion and is varioble fro[i)

tc, !,,;) ryirn [ Ig.

set Rcde

kim the suction on wilh
tt ý(1, (,)r,,/(-)ff Switch
lcý.ýoied on lhe fioni of
Ple mo(-hle

NOTE Prop(--ýrlv occlw-ie
tý le suc I ion Pod locotod,
ui if)(-,) ý,ucfioT I
r, o(Aule lo oL)lain iho
,I mý I occumf(ý Sucliorl

()tloe re(l(lir)(1

4

T,ý Ume Walý Suction Source
mno( t or)c e ncl of vo(ý, i I, I,

(1, oý Wet

mv lc( icon(--) ýýIv j C),

K IT )Se to Di'Y-; fit I

(_It( ýCj 1ý I( ý [)(I( ýý, I)f

I o[ I I f 1( 1( it lle

1 
0:1.

1ý0(11, il viol 1)1("l lIvInfli, ý)ýj liln
It )ý ý ( Y
"y ý(11( )III of

0

0

,J)'

Ait(-.i(-,h Disposable Sluction
corlister to the Pod localcxý
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ACCESSORIES

A*A 
SUCTION MODULE (VENTURI ONLY)

U7

Veniuri Suction is accaml.-h6heo 1),,
lhe use of either Wall or Cyhncký,,

Oxygen and is w-iricible fion i ý) if
160 rnm I lp.

Set Rate

Turn 1he suction or) will)
tho C)[-)/()ff Swilch
loco-led on the fronl of
iho 1-noduleý

NOTE Ptopprlyoc-,.clude
ffie Sudron Port locolod
undernooth fi ie Suclioi)
Modile lo o[Aah 1ho
mosl o,:curote Suc-lion
Gouge tooding.

T USO OXYgen, SOUýCe fCto
Suc-fion (Cyýhder ol Wue-t)

.(-,.t on(, cv,,, i : 1'onne
I iuo lu woll ý,oý,-jr( v ol )xy(.,,,ý v or
)Xvgof1cy1ir-1c)(-,:1
ýuflel odar)lol

ýýncj,)! mv'gen
oF)e lothe. Dissfiltul" A("d
)n ihe bock t-)f tý I" s"'J! iiol,

[V )(J(11c) lr(ý
il[ I(] Whik"

c

m ll(, ýtiiction off will-I
I, )f) ý( "f Switch
)('' ýk ýd PAe fý()nl of

NOTE Jo r)cr(---,c)se Oxygol) i( I

III,-I)Iurn ýl to cylinder off wl ioi i r,rfl I, ýIhlvv C-1 W(fll P(

2)DG nol (x-A suction 1(,-"V()l only, 1)1(,)l 11 1 lo

3)Tuin suc-Aion off whon noý v ý

4)Connoci unii to Woll Oxyýjý,[ j, ýJ o f ivii1ciHe (-jr i

rl

Allfach Disposoble Suction
Canister io the Port
located undorneolh th(,

rnodde.

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



CLEANING

STEMUZATION
Centefs for Disease Control recoryirr)(_I-i,ý,ýJ, .- PA opp,oved
)iýal disinfectants, used at

!Jý0eaning should be done by M cisof'r
dampened cloth over the surýoce, follc:)wel -)'hyv,/ipiI ig with
a dry cloth.

(ýuorlenory ammonium disinfectan fs i yioy Iý ý,<:, used rc,

reduce the contaminotion level befw(w.ý r , r_-Y, ýr&;

Alcohol, strong or abrasive cleaners oi id I
solvents are not necessary and shoulJ r i-,)i Ir'),- d of
plastic surfaces.

MA77RESS CARE
Fhp rnattress cover may be cleaned wirl-) () rf iii, i (J-@ieNg(-q1i,
rinsed, and cold sterilized. The fol!Owin,,,j
been teýsted by the Herculite Laboraiory (zI(, ý i(ýv(ý be.-en
found not to have a harmful effect ori SI-cý,),h0 ýek. fol,,_)ricý,
WHý-_N USED IN ACCORDANCE WIT H MANI, !F/,,('l
RE(I-10MMMIDED DILUTION,

TPADE NAMF TYPE
A33 Quartenary PXwl" 1,

Amolute Quatenary
VVCflior,-Mor(- h

Boalucoup Phenolic I 1ý it) lif "(,_11on
Rue Chip Quaýtenary !) ý , J(,I)mor)

Coverage 256 Quartenoi-y /(:,ýýlroj

FI Dorado Plus QUOrtenory /Choichill
1-finistaph Quartenary VA)I1(,',r

-waird DC Quartenory
MinSentinel Quartenary It,

11"Glanad Phenolic
Hi Tor Quortenary !(I[ III[ I', 11()n
Insuionce Quarfenary
I-PH

Phenol-MotorPhenolic 11 11 Iý I: Oor I
oalogo Quortenary /ý,,rývi( I
Quonto Quadcnary Hi,iriiin,)Ion
S, inikleen Quaitenary V"(" Ieini(, ()I
S(T-)iMaster I I I Quarfenary
Surfacide Quartenary
iri-Quot Quartenary
Vesphene I I Phenolic
virex Quarlenory

beladine stains M oy bE) rernoved trot j, Ir-SI,
doing, the following:
* IJ,,ecj5.25(1/(,sodi(jr-nr)ypc)chlorii(ýý,(-)Iý,iii, W)x

tw-ind bleach),
* Ar--)ply 3 drops of the Solution per sq,i(iic if I J, ýIaiely

ond scrub lighfly. The sioin shouldsloi I

* Stubborn stair is may need further oK,:)j.,)!i(
than 3 applicotions on any orre citeo ot, y it i,(ýt df,ý

on completely dry, rinse area will 1 1, 1, (,,1
e dry.

* If solution comes into con-loct will i sl,ýii I r,ý i
w,,_-iler and follow rnanUfOCtUrer's Iý

CLEANING OFF THERMISTOR PROBE
Severn! pre,,. uý ti0,-_iS Must be observed when cleaning and

stertýizing to protect Probe, from damage.

Avoid co!)1ci,_ i with strong, aromatic, chlorinated, ketone
0.1- e-Iste- solvents. Prolonged immersion in alcohols or

mild orgonirc, srolverifs, detergent solutions or highly alkaline

solutions v,&l c(-,)ýjse [he cable to lose flexibility,

Probe n-ioy be c1drifected and sanitized by washing with
3% hydro(.4ei) peroxide, AM sopropanol, 7001. ethanol, or
100%, [Xakir-I's solution (sodium hypochloride in
neut-rol is cilso suitable. Activated clialdehyde
solutions,, ýjf,.J) o-, Cidex. are cilso effective.

Probe nol be ifTimersed,

STEMLIZAT10Ný OF THERMISTOR PROBE
FthylenE- oxkJ `- ý slerilizafion is the preferred method, Afler
sterilizaf A), Pi obeý rnust be safely and thoroughly
venfilatec I fx-4(1.)r(-.,ý hondling or use,

CAMON Auiodoving, may cause Probe insulation to foil,
and rnoý) ( thie, Piobe to give inaccurafe reading,

CLEAMING ý'X- CASTERS
The Infont Warn-)er may be used both in and
ouiside oreas, Care should betaken to
as.a ire V iý- c(-),1*,rs do nof corry contamination into the
surgicolUflIC: [ýern.,wol of occumulaied debris and
ire(--itmei 0 N I c(ister tread with a spray of disinfectant
sok_ition ý i!; istransfe'rrecl into the surgical suite
is recomin ic.- ioý-ýd.

CLEANMX3 OFSIDIK PANELS
I he side ji)ý +, or(: ý mode of deor polycorbonate plas tic
01-)d Coi,i jcliri-ioged by cleaning with alcohol, abrasive
(igenis, hydio( otl-xon (,-,olvenls or phenolic disinfectants. Use

only (jet for cleaning and polish with a soft
clotilol(:fio J(jriiy.

CLEANIING PESPIRATORY THERAPY PARTS
Rei i I()v(, (x), P I or discard all tubing, masks and control

whý(ýý I [)(.IV(' C01fle In contact with patieni
sex-jeflol ijr ig pioc(_-ýýdures should follow standard
re(.,,()rfli I i(ýr 10 fl iu,n.ý for iespirolory therapy eqojpmeni and
should ir)ý kj(J(-;uryeiIIoncc, for rosiducil pathogenic

r,'(.,sr)ir(itoryt[)(-)rcipy(,,q(jiprrienf tendsto
deleriorr 1,1( ""It') ),o ond i epecited cleaning ond
,;1(, 1 ý is ý;,,A o and funct jonir ig properly.

MAINTEk!ANCE
lhe'ýt(Aýilcý, ý: (, rif(int Warryier and Resusciiafion Mocluies
necd tcýjiil(ir ( (ýiie ond nicinfenonce, cis detailed in the

IeO)niciý5.-ii,
In tI)(, Sc Ivi( , [)(]I

0

0

20,
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SAFETY TIPS

For over 65years Hill-Rom has s!,-a'f ir-ie si(_i,idc_-Ard foi quait/ in
patient room equipment. Duriý 1ý,rri e, with i input from
many of our customers, we hove, useful lips whicl
may contribute to the safely of ý'i rilorit ond stoff.

SIDE PANELS
To provide maximum protectoi i f(- I Ne.., inforit, ifie side

, si 1-6F) andpanels should always be in a full, po
latched when on infant is uno lo ensurc-.ý; the side
panels are latched, give the si,ýJe a tug.

TRANSFERRING THE STABILET CC WARMER
Although fbe unit is lightweight ond (-_1az;y to move, be sure -1
keep hands and feet clear of fife when i rf ioving to
prevent destabilization of th,ý,ý ý jr il (.')ý injury to 1), inds or feel

BRAKES
Brakes should always beset wher-i r iý:, (jr-0 is o,,,,c ip1 , , ( ied. Aft
setting the brakes, push and iý,-, unli to (-r-is)ro he a-,y r(
engaged.

X-RAY CASSETTE HOLDER
If using the X-Roy Cassette H,,-)ýdc;ý (:)ý.,:(-.esFo,,y, (Aways secur
the holder to the unit when no't n t ý,(- 1his will (_woid possibi
damage to the unit and ho;d,

RES=ITATION MODULES
Wormer Module should always t)- ovei I h(_,ý cerilor of
the Bassinet when Modules ore ollf, -)c h,,ýý;d

SCALE
Tbe Display Unit may be oftocT*-ý,, i i-(ý (ýiihet sjoo of fhe
Thermal Control Center,

PREVENTIVE MAINTENANCE
Quarterly preventive mainlcnoncý
ensure all features are functioning t), (_)ýig1, 1 inally designed.
Particular attention Must be I onsoioty footurcs,
including but not limited to
" Side Panel Latching lviechoniý:J
" Coster Braking Systems
" Flectrical Cords Arid Corq-,oi
" Quartz Heater
" Ternperafure Alarm Sys4,,i i)
" Scheduled Re-calibraflor,
" Air Flow Measurement F)evic("'ý'

Pie(.-Ase refer to your Servic(,ý., M,1 il mA fot fic. orevonfivc,
maintenance,

PARTS AND ACCESSORIES
Use only Hill-Rom parts and (i(1(:(-,,i,,',,,'i,-'ý, i-nodify t-i(,
unit or modulewithout ouihorzoti,, )i i fr( ý.m I I TR(-ATi

CAUTION
Federal law restricts this d(-,-,vi(-(:,, i)y or (ýci 1he ()ýder ()f
a licensed health care pfcoilioi i,

17
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0

"QECT CUSTOMER SERViCE HOTHNIEý. WX-AW-2U,6
fV,( -,)ucvture, A for Mi-Rom unclat (I ClUdifY SY-Stery)
cE,rtifiý.-d to W 9WI /EN46MI by TOV Prod,,K-f ýýice of
S, Deý,io, CA

r rves the right to rTx*fl Chcl-Kll-'s WthOUtim Rory) esu
orHill-Rom, j, desp-1. specific-ritions, ond rnodels. Tho liyA i i I Jý 1ý 1: N BR A N I ) I N 1) t I S I R W()rr(--)Iliy, 

Fflil-Poryi mokes is the exr)fesscd 
wl'ft('.r.B0fa',Vlk-. IN 47CO6 USA - 800 b38-2FA6 Wý x , Ided or) Ifie sate C)f rental of its P1-31mnýv C, Al

hl,er.,ýaflcml - 812-934 8173 ý FAX 812 934, 719) 4;ý-Roý n I W6

W6MSA RC 1096
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Thermal Control Center
Built into the unit are state-of-the-art featur(-.,?s,
ir-ic'luding autonnatic conversion from manual
fo sc',ýrvo control and a sophisticated alarn-i
S Y S f M.

Easy operation saves nursing time and
energy consumption,

Simply turn the power on and the unit is
oper-citional in manual mode. The caregiver con

se,'r Ihe orTiount of heat coming from fhe
w-arr-ner using a separate manual control.
1--Ieaýer output is indicated by the tricolor LFD
L)o,r c)rcj.ph.Once the probe is attached arid
S(_In,ý;(_ýýs () skin temperature over 3 -1 Cý
LjriO (),utornatically converts fo servc conlrol
ýr) ýhe servo mode, precise infamf skin
f(--j-fiperofure is eosily visible on ffe or(Ie

Sophisticated alarm system simplifies
operation and enhances patient safety.

,4ofe of-the-art alarm system is active
ir-i [)o1h the manual and servo modes.

j [ , , r I I f )( ' jj "ý I , , ( I
lwý ')"A i(Ir I I,

ýr(tvjr 1, 'S V(If I t I
1 V ý , , , I , , ( I ý ,, f
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Everything about the Stob:ýef

Infant Wormer frorn
been designed to etnhaý the

quality of infant care pr(,ý)Ading
the caregiver

accessibility and visibTty
Its sleek profile and ergoi i,,x ni,,ý - design

conserve valuable a,,,)ýd optimize
staff efficiency and /" z ofion,

From the NICU to the nursery
the unit provides feal tho-1 rna k(--,,

if the solution when them b(,-J-sf
infant care is the prii-naW icei r).

Accezory Trocks

Procedurol Timer

I orge, Eosy-To Read
I-koifol Displays

SýUroV I ow i"c",

Large Bassinet Wfth iol i-;?ý
Adjustable

Trendelenburg Mh 5OAnd

Slicke-1hrough, Mkwkc,-ý
X-Roy Cassette fk)k

Fosy-Accesz, Sfidc , lNooý!,,
Slotogo Dower Wilt

Retnovobie Ofgonver Ii. i

TookStorop,

I wo-Position Radian t
V/d,,rner/1kghhng Module

............
...........

.... .........
. . . . . . . . . . . . . . .................. .......

Pow(?; (."okimr) f
(ýA -I,, Infoni A(-(, eas

Radiolucent
Mattress

actable Moyo h o y

Titt-Okit Storoge Of ý

I iv(., 1(ýCj) C(-_1stels With [wo f-ront I ocking
Brokes Provido I xcefieni Mobilif y

Thermal Control Ceder
With Autornalic Conversion

Ftorr) Allonual To
Servo Control
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SpecNicafions
Standard Equipment

Vo-Position Warmer/Lighfing Module
ie-Hour Procedure Timer emits a tone at one, f ive

,jnd ten minutes

Manual Mode: 03/o-1003/o Adjustable Heater Output

Servo Mode: Automatic conversion from manual when
probe senses skin temperature over 31 0

Large digital Skin Temperature Display
Trenclelenburg/Reverse Trendelenburg continuously
adjustable Table Tiff with 5'and 10'Detý-r,t

Buiftýn X-Ray Cassette Holder
Retractable Mayo Tray
Slide-Through Storage Drawer with Rery)(ý ý vcL)le
Organizer Tray
Tift-Out Front Storage Bin
Builtýn Accessory Tracks
Five-inch Casters with Front-Locking Br(iko,--

Alarms
Overheating
Hi-Lo Temperature
Over 102.2'F/39'C
Probe Fault
System Fault
I oss of AC Power

.ccessones
Large and Small Pivoting Shelves
Large and Small Storage Baskets

Phototherapy Light
IV Hanger, Utility Mount, Infusion Pur-np i bolder
Infusion Support Arm wlith ISS Transfer Pok,

Phototherapy/Exam Light
Chest Drainage Rail
Reusable or Disposable Probes
Storage Tray

Heater
760 Watts, 120 VAC Quartz Heater

DIRECT CUSTOMER SERVICE HOTLINE: 800-638-2546

Hill-Rom,A 1111JANBR%D IM ITIO
B(itesvile IN 47006 USA - 800-638-2546
internationol - 812-934-8173 - FAX 812 934

Electrical
120 +/- 10% VAC, 60 Hz, 70 Amps, 800 Watts

Fully grounded through 3-wire power cord
Current leakage less than 100 microamps
Temperature Display Accuracy:

0. 1 0 C from 35-39 0 C With reusable probe (BCZ009)
0.2'C from 35-390C with disposable probe (SA4567)

Irradiance at 100% power 25mW/CM2

(56 point grid average, measured 4" above and
perpendicular to mattress).

Dimensions

[_engtfý 34 in
Width 27 in
f ieight "I in
ýVeighl ,)B5 lbs

fýossineT:
i engtr) 28 in
Nidtl 24 in
ý leight 42 in from floor, including sides

Mattress
i ength 26 in
vVicitt-, 22 in
I leigi- it 37.5 in. from floor

I iecter
I engt-h 30.25 in.
Widtfl 09 in,
I' ýIclý it 67 jr.

le(, ii,?, Module to Mattress 29.5 in.

: his product is supported by professional account
(ýxecutjves, experienced perinctai nurse consultants
, ind technical specialists. We also provide educational
,,eminars, teaturing perinatal clinicians and single-room
'T 10t(_ýMity care consultants, to help you design and
- ipiý vnent your perinctal system.

Service
, lill 1ýý)m products should be serviced only by qualified
t(ýO inicians Our fully trained Customer Service
I kepi esentatives and Field Technicians stand ready

cj%ist you with questions or problems, In addition,
Yorr is pleased to offer a Preventive Maintenance

',o(it am to ensure that recommended service is
ý,)rovided in a timely manner, For more information on

Dvv We can meet your service requirements, please
ý ill tjý, c-.1 800-445-3720,

Warranty
ý41-1ý()rT-i extends a limited warranty covering defects in
A/orkmanship and material under normal use for a
;-,eriod of one year from purchase, A 60-day warranty
iýý oppled to expendable parts such as overhead
1 jý )i,,?sc et it tubes, heating element and probes,

io 
1()fT!0keChJr19(',S_ 

wi'ý'()"' ` '
fi,_ý 11eOnly
JW11 fy'ý,11 P, IrT, F'iDkfýý isMe expre.%ed wriHen warrcntl/

-te i J,, Int, 11),ý r,,ritý i1of ifý producls
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IN-SERVICE MANUAL

Stabilet,,, 2000C
Infant Warmer
From Hill-Rom,,,

le-

am
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CLEANING .................... .............. .. .. ....... 17
SAFETY TIPS ........................ Back Cover

"R SPECIAL ASSISTANCE:

Hill-Rom Account Manager

Perinatal Consultant

Field Service Technician

CusAoper Service Representativc_-,

0

0

Phone

--Phone

Phone

Phone

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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FEATURES

MUL'n-POSMON WARMER MODULE
Radiant Warmer Module- providoý, c.) c_- uriirolled sncýir( -,e of rodiont hea

D 'J a Parabolic reflec-knrunit through a 760 watt radiant qiunr' iol-ocjn

-flk I lu t -Ili housing).* To store, pivot the heater 90" (por( _ý -ii

* Grasp the Heater Handle ancl push fl i(, I iooier hoirzontally folfh(.-,ý

stored position.

NOTE Internal rnicroswitches; turn fhe hor__fl(ýý oij il it is roicted frorn the; (, (i)fiol
pýosýfion over the Bassinet 45" frorn right if or n left. -1 hi's safe, N feoturc

prevents overheating of the Upper Contl(,ý Pond HOUsing when the N-1-ofei Is iri
the stored position.

Ovef Center Of Bassinet
" 'fo pbce the heater into the standowi oý)oý,ýioiing position, grasp the hindle
ond pull horizontally, placing the txisý ý henier in the ceni(N ofill ic (it-Ili

" Rotate the heorter90', placing it ceniroPy ý.-)ver the Bossinei.

" Verify that the LEDs on the Control P(ir i(-, i liýqht up to signify thol th(? is

receiving power.

WARNIING Do not place any objecls or i iolr_') of the Wormer Housin,,ý. 11v.
coutcl cause overheating of the unif cln)(V,)'ý (. ornbi istion of iteryis ploc(ýO or I
top of the warmer.

-.-Ray And Examination
Grasp the handle, lift and Pull [)locin(_y'1hehoscof11r)( i'le(jlef
or-, the right side of the unit.

Verify that the I_FDs or) the Contr()l P(ýi i(A t up losignity i hoi lhu he(dor is
w-ceiving power,

The heater may be rotated to all(ý,,,, It,,,, , i, iy rnucl iine to bo
pos4ioned over the infant.

N(Yff- In the x-ray position the W(-,irwiur will C-onfinuo io (-](-,Iivc"l ý Wý01 10
i he infant.

Moff-ee-F/Baby Bonding
Rotate the heater frorn the storeo io 180 over the ry)otl)( t ý, l,)(,,(J
or chair,

Verify that 11he LEDs on the Conirol I (if )('I I(.11 it up to signily'lhol tt 1(' ne(ii('r iý,
f(x--oiving power.

J

MOM

0

a 0.^'
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FEATURES

BASSINET
Fold Down Front And Side Panels

The Bassinet has Fold-Down Fron-i orid.S;de Panefls to ollow groý,atei oc.cess

to the Procedure Table, An Irvoril 
lvl, erjý- ut emorif Scale (in bott) ýn-_' hes ond

centimeters) and X-Ray Cassseff(-ý Grid are locatec3lon H-)(_,

Bassinet Panels,

To Lower
To lower the Front or Side Parx,?ý!,;, r o:,,:,s (Aov,;n ond pivot ponel out (-ýncj

down with forearm or han(--l.s.

CAUTION Do not leave infor)l id.--J'when ý-ront or Side Pon(_'Iý'. ()ý(- owered

Raise
To raise the Frontov Side Panels ponel an(J rot0fle i1p ond

towards the Bossinel ,

- Move panel gentlyto erisure ýi lý.

TRENDELENBURG/REVERSE TRENDEL F-N;8-0ýRVLEVEL SLEEP SURFACE

Tmncfelenburg
Depress either of the handle-s beneoth the Front Pariel ol 1he

Bossinet and lift. The Bassinet wiI rol(.fl(ý trom to 10" willn

0", 5" and 10" cleten].

Reverse Tirendelenbwg
- Depress either of the handles lcx-ot(ý-,d, the Front Pan(lý (.)', tihý- l-_1'(_iss!r)et.

- Push down or liftihe Bassinet i 111-)o roni, using ihe Trendc,ýý,-,,nhuig
Mechanism. The Bassinet will iok)i( 

N)nii7l'

will h a W, 
5' 
and 10 deter it

Level Sleep Surface
Depress either of the handl(_-ýs l()co&,,(J heneott) the Froril P, ýnol cirid

guide f he Bassinet to a cerill I

RETRACTABLE MAYO TRAY
A built- in Retractable Maya Troy co! i t),e ls'ed (.-)s (-_g) instrumont shýAf 61 Jý Ing
procedures as well as a surioce for Do not iruý/

load weight capacity).

To Access
G -isp the troy and pivoi oul cjr)J. iý)wold the flot 0 ofrc Jof_)ý'

To Store
Rotate the tray toward 

the, lef ý,),J( )f fh(ý, unii unfil it k flusl I witi) llk-)ý"4

WARNING Do noi place the inf o[ i i (,)i I h(, Mayo I i (jy

SLIDE-THROUGH STORAGE DRAWEP
The builknSlide- Through Slorog,., I)i (Awer is occossible from oithci ý,lbc, ý)i th( unit
and has a removable pl(-)sii(-- troy (( ,)ri q x jrlmer-iioliz(,ýd) tot
dispos(.:ible items.

To Access
- Grasp the Cut-Out Drawer Hoi oi)ý [_)i ill drow(N out lil

To Close
- Slide the drower ir i un I il iý is h rý I , ý,,i I f i('ý N),ýsit Act.
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FEATURES

RUIU-IN X-RAY CASSETTE HOLDER
cý,settes up to 12 

" 
x 
14"

X-Ray Cassette 
Holder accornmocIc-A

jdýng X-Ray Casseftes
* Working from either side of the Bossin(-ýý-ý nle ine X Ray Cassette I i(ry
(jN rectly beneath the Steep Surface.

* Reýease the X-Ray Cassette fray by lif-h ýt v ý-Iroy and pulling

- While supporting the X-Ray lr(),,

lo ensure proper cassette placemieni (,,1;9!-1 the X Pay Cassette 1roy Gtid

'4orkings with the markings located nn ihý-ý, llossýnet Front and Sid(,,

anels, These grid markings allow you io Inc c(jssett(--.-., occ,jrot(.dý
relative to the infant's position in lh(-, i(I

* Slide the cassette and X-Roy C(-)ssol I toy in tow(,.ito 11 to Bassinel ý ji-fl1i
rests securely and flush beneath 11he 15 ý,ýn(,I

* A slighi delent will be felt indical in('-ý 11 io it i(ý troy is 
lockecl- 

n1c) 1 (x:ý

* The Heating Ilement may be j..)iv0t(,,6 iv,/oy fi-oi i i Mai fr(-)ý, I

provide easy access over Iho jrtr I -)y on X [,)(.iy Mochii,ý

Unk)ading X-Pay Casseffes
* When x ray is complefe, litt i he X I(ry . )s,I,(,i tc, 

'r(jy (jr) ond pý fll V),

away from the Bassinei.

* Removo the x ray cassefle and slick f I,( 'I i (iy 15(l( k 11 1 iownrd J)(-, 'I vi
normol operafing position.

NOTE The matiress is todiolucen!

... ýgx
. . . . . . . . . . . . . . . . . . . .

....................

NINE--,
. , 

. 

. 
Me-M-- "I I'l

- - - - - - - - - - --.............

0

4

, 
dn'
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FEATURES

APGAR/PROCEDURE TIMER
Located on the Control Panel isci oý cfleclioriic Ar1_)gor/l-ýo,.('.,-1_jr(., 1-irner.

* To start the Apgar/Procedure Viricl (1'-, c;,s.ýý ftvý Sto r I /Stop Butt(-.),,, lo( oted

on the Control Panel,

* A visible four-digit display In mrnuk,ýý arid seýconds will oppeal ')n

Control Panel, The timer will 0 oý 10 Tun V) ")9:")Y.

* A one-second audible tone, will ji (-)[ i( , five, ond t(-r) n ýIf iu i

- Depress the Stort/Stop Buflon

NOTE Power Switch must be ON ic

UGHTING BUTTON MODULE
A Lighting Button locoled or) the fl(inej octuates I-wo I VAll' *)i

correct fluorescent lights fhe liphic I). fivoToO wiih(-)ýýI fl), r-iý t

power on.

To Activate Lighfing
- Depress -1he Lighting Bution, k 

1)' 1 ý1'(' " rltl()l Por 1ý d

To Tuvn Lighfing Off
Depress the Lighting Button oc ý,)ii MEN'Y

NOTE to extend bulb life, lurn thie ýý,),(wvit' fliot, ori only (ý,ý r(-qýi;i(_
..I- -

TILT-OUT RESUSCITATION COMPARTME-1,"1T
ItheTilt-Out Resuscitotion holds We [Vanomek.i (r)tf' -,,s'st It,

-gouge) Connector, Oxygen Ccyinecior, ond A (jhý

the top of the bin allows the (_'oi it tý ()ý)cd durirlq i, i

To Access

Grosp Cut Out Door hondle (fl it iii (ind r)t ill Iý

gently loward you

To Close

1-1ý.isý)ihc,,cornpartr-T)enidc)c)[(ý,1(,lýlýl\r
will hold I he door in plac c

RESUSCITATiON PACKAGE
The huilt in Resuscitation Po(.k(-,j(.j(, it), 1, t,, jes

" Automatic Oxygen Cro!.;s-0/(-,Ii I

" Ruilt-in Oxygon I ký)wrnolor

" Aiiway Pressure Vlaiiotnelci

- Vonturi Suction
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FEATURES

Tf-ý Wke ResuscRation Equipmený
-,ri Tu( be nipple- marked Pres,,iurc.'onnecf one end of the Oxyge ),itgloi

_;auge (located in Resuscitation C0rT1i_)0,'!-rr tent). This measures the,'

arnount of pressure being delivered rcisiscitation

Connect the opposite end of the 0xý,,,g('-n I ubingtc'ý the IV1anorn(.-,-,'i (ý t

Connecfer located on the Rea ýsc tc)N:,,F, B.Ig oncl Mask.

CALMON -Ibe system must be ve"Icy-ý o,, manometer

wW occur.

The amount of pressure being d(Aveýe(l i-, ridicoted on the Airwc%
Pressure Manometer built into thc ( oF it r -)t ý ýrjncl

* Using an appropriate adapter, cor it ic (one (N)d ol'oSecond Oxygorl

Tubing to the DISS fitting marked SluplAy (locoted in Resuscitalion

Compartment.)

* Connect the opposite end of this Oxvý_ý,oý ý I uhing to the supply fri-I A rig (:) 1)
ýhe Resuscitation Bag and K/ia.sk

Dial in the appropriate flow mie (A oxy(g,,r i by usii-)g the built- in Oxygoi i

Hqowmefer, located on the Control Poný-,'.A ofihe unif, Because fhE_

Oxygen Flowmeterisbcjck-pres,-,i.ir(.-,,-ý
tt-re Wall Oxygen Source.

CAMN to avoid damogeto the FlowrTiý ýR,!, do i),)l over-fightc,in ifir, knol'..

CANON Improper use of supplernE_-ý,Nio,! oxygý_-,,n vi toy L)e associated
ous side effects for the intant incluciii-i(gi Ný if-1n,"ss, lorairi dar-nage, ane, Jeoli I
1he method, concentration, and du,.nfý-o--A oxygcri odminisfraiion sh()uli -I Ný
l_,,rescribý.-)d by the, attending physicion

. . . . . . . . . . .

0
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FEATURES

A1% 
Oxygen Cross-Over System
Oxygen can be adirninistered tru, n o WallSource or froýf I U,,.Yger)
Cylinders mounted or) the unit, from the wa,rffhe urnit will
switch over to the cylinders

(NIOV[--connected back in the wail the sens4
estowalloxygen, A rear COMportnl,,__ýýnt on Oxygen Supý,,,)Iy (-,F_1d
a monifold for two "D" or U size, c-, ýIii,

NOTE If the, unit is equipped witi i al K)nal Air 'Oxygen Blendell-lackoge,
ff )e re a r c am po rtrne nt wi I I be cj,,, ý).a Jk:,,, (--j c c orri r Y iod of e a n 'F
cylinder for each gas type (refe, 1(.)
Air/Oxygen Blender Package)

Oxygen Cylinder lnstalMimi
Before installing the Oxygen elý isure bUilt-in
Suction On/Off Switch are (41

NOTE Before placing a new Oxyg,ý-I, ( yl;,, ider ir i the connpartrnet) ý, it a
new CX Cylinder Gasket (Part Nurf BB!,ý440`,') or) iho bross sterr, lo r."rovid(l,

a tight seal and prevent cylind(:.ý; oolx(i, ý;,:

Lift the Oxygen Cylinder up slighfiv :-it id insiall i-1 in the Relainirlo Ping.

- Tighter) the T-Bar.

WARNING Turn the cy4nder on by opetrong the valve slowly by using the
cylinder wrench that is prove.

* Check pressure gouge on i, icinik&) -to ansule suffcicnl (-]ýJý, [.)toý,ý,t,ie
(approximately 20' 010 PS1 ft-x ft)ll i si/(- cylinder)

* When the cylinder is turnf-d (At t ptessiAre by tuit iin(ý )n ih,
builf-ir)Flowm(ýter(clockwis,.,f(,jit

NOTE Cylinders should befuft i(,(l ý,; vo i( r0l I ic i inil is nol in use

A

,VJ6),
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FEATURES

1-e Flodable System
a transfer an infant and. confinue 1(:-) 1 oxygen and suctior)

C abilities, turn the cylinder(s) or-1 kysiný:, i he provided cylinder w!(-)cJop

WARNM To turn the Cylinder on, oppen the vnýve slowly.

Dsconnect the Wall Source (A oxygý,-

NOTE The unit will immediately begin usinc-j orqgen once the WOE

Source is disconnected and the cyiý'nder kin ii:-ýd on TNIS eliminates tfic

" -1 , Ito manually switch from w0 to cylln(,Jkeýý (11 nnd couid mm/e

precious time during emergency 
traný k-,ýf

* Iti-he unit has a Scale, it rTiust be unpk iqýj(:(A

* Unplug the electrical cord. fhe A( 1nv,,,e[ L oss Alorm will sound if tý le

Main Power Switch is turned on.

* Wind the Oxygen Hose and sec(_ýre vvii ý, i hcý olos'lic cofe'which iý,

attached to the Oxygen Manifold

* Wind the electrical cord on the (,-Aý 1[ ie L>o,-,e, of the wormiul

NOTE It is recommended that one7 Oxvý_j(_,i i ý__)dlndeýr kept closed 1

o frAi Oxygen Cylinder is available at alý tir-f iý,:3

NOTE Before placing a new Oxygen Cyiýrý(ýý-ý in 1he c.ornpartmeni, irlý,crý ot i

C yiinder Gasket (Part Number BBM4ýY71) I he br(iss dem I a provid(:ý 
(_1h,

and prevent cylinder leakoge,

Use Wall Oxygen Soume
- Turn the Oxygen Cyfinde rs off

* lurn the built-in Flowmeter (loc(,Aecý ()i i ih(, honl Corifr(-.)l Ponel) oi

* Bleed the 02 Cylinder Gauge to /(.i

* lurn the built-in Flowmeter off

t , Reconnect the Oxyger i Hosesio ý I i(, %, ý,ill

* Rug in the electrical cord,

* lo begin USir)g wall-supplied oxyqcý ý 1ý j[r-, he hý jilt it) I lowmeler

... ........

0
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FEATURES

Suciion
Controls for Venturi-Operated Su,-Aron oie buili into lhe Control Por el Ve!),uri

Suction is accomplished by 
th(" UY" Of 6'the.,r Wall ot CyiindEff Oxyg(,,) ond is

variable from 0 to 180 mm t Ig

Set Rate
Place fbe suction ON/01-F loq,,ýI(:,Slwifcýh to !he ON positiol i ono

occlude port.

NOTE Properly occlude the Sucli(_)ý i Pori l(_-),-:(_-iIod on the cnnisfer I(-) the

most accurate Suction Gouq(:., i ), 
1 
-1

Wiih the Suction Port Dial (Ioc(,iied on I fice

Front Control Panel) to Illne

`Iurn the suction off with the (_,)i i ý00 " WtO , located on the ý rot 11

Control Panel.

NOTE A reusable Suefion Cnnisf('r ýJaililes6 slool po[i is 11 1 'ý)e
Front Storage Bin.

NOTE To increase Oxygen Cylir),,,x,ý re

1) lurn Ihe cylinder off whon )(A I When ý itili/incl Woll sr_)ý ltcc 't oxvgen

2) Do not set suc_fior)lov(_7.,I(..wý I t I, it InC "_."Cssory to con,gilk lure

3) 1 urn suction off whet i not ir) (jý

4) ConneCt unit lo Wall Oxygý it( (, vvInei i ovoilable (-_x)d 1ý,(icýi: (4

THERMAL CONTROL CENTER
ýhermoregulafion Controls (-iic kxx)ied oý I Ihe Contr()I Pof 10
between the Warmer M(-)- kflký -t v i thc,ý K A skling (Ioal cwo -iý, tl,)(

Control Panel,
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FEATURES

W-nuaý Mode
, cle is intended primarily for ii le ond blonkells ina McY
infant or when it is improcticai to off(:x-h C11 [Tobe to the infani

NOTE Before placing the infant in the ho-a1i w. ýt, heol the IhEIrMiStOr PFAX" 'Acc,

1, 11 ja ý,up, 4-) the Bassinet, prior to connecting, the r-fo ck,

NOTE To avoid overheating or underh(;<-,ilini,..'.ý ocfý-ie nk-)W, 1-fili Rom[ecomf-nei)ds

thct4ý a Probe should be attached to fhe ii ol oil iim(,s while in a Podi(.-ipý

Wa,mer and the infant should 
no',- be i(fliorrde,:]

Rua, the power cord into a standard I I 4),,-.0iol Clrode AC rocer,_;ý(Acl(,

CAUMON Connect the power cord to o in, recel It icil i

approved for hospital use. Do not use (-it) exic,-;,ýK ir i c..otd or ACAeceptocl- ý)n,

10DANGER Possible, explosion hazard if a;ý ý(_ý it ý ýý ý(, ý of flornmoblc-,,

onc-,,sthetics. This unit is not intended for u,ýcý ir i hr mordc.)us Cloiss 1, Grour.-) 
(-' 

-, o0ion,,,.

- lurn the, power on by depressinq I I 
1ý,ý N ]11 1 [(:ýd (-m) ilm,

Control Panel

CAUTiON It ic, use of radiant warr-f i(-_ýrs ri i(jv, (iý i,,11 water

NOTE the unitwill function in the, Manucil wth,_:)uf u fhermistof Pro(,(-,.

n%ýý,-ied in thejack. the Probe Fault I H) w]l rem(iirii Iii during 1his fir i ýE,

NOTE
fhermistor Probe is not inserted in Probc,Jucl, or v,/hC,n the Probe is inserlled in

["robe Jack but senses a ternperature, lesýý H)ý)i i ooproxii notely 31 C', (88 i-,

the desired heater ouipul usingthe I 1(:ý,( iiei (_Xjip,r1 Control Diol ocloit,-d

be left side of the jherr-nol Conkol C (.,i iý(

Heater output is shown on the unit it-, v of pc,wei M(l 'e 11 1

ho f i am ffy" to 100%

1he unit will rem(iin (it t1he set heater o,, jlp,,)i )i j (boose ontil you m,.jrlu(-*ý [(,ýý)Qý 
J"J'

NO-M In Mormal Mode, when no hoot(,[ P 11")lr liý, otýp(_'(Ar, it (111 Ind

heofe; culpuf is (T/,,.

("r(---ý(--)ý)t-E[)sindicc.ite(ipproxir-ncll(-,Iy UX,
Yc,,Ilowl-[Dsirý(.iicciteappr(-)xirn(ii(ý,ly/l(ýý/ýýý,
lý(.ý(ýl-.[L)-ýindicotc,,(ýpproxirflCAfC-ly8OýX,, 0,YX

Servo ContrcA Mode

(881) th,
,;ervc Cor)ir(-.)l Modo.

I Sc:tvo C.ontrol Mode also has or) I ý 1) 1 !(,,, (ýi ý )tjq_)ui Grid I() indicuk, it I':
nunt of onergy delivered to iho mm I K"( -)r, , i ke(-,q) V,ie infoni',,, skin

1(,rnperoture (if ihe, piedeter-r-tine(.1 ý;eý poý i ipý i0t jt(ý

ýe(AIIC-r OUIPUt isshown or) the unit in lem),,, ýi

As 1he inforri's skin lornperoiý ire apptoo(, 1 0 iý, sefi p,)inl, it io heo let ()ý 11 ý,)ý
will 4,,rniýýmlx mlljlc(flth'-ý,etpoirli 1; lný

,d to maintain the desired infoni ýJ,,Iii ý l(ýý i ioý ioiý J[(,

T)poroluio, iecidout cisý_-)loys il it if, it J 4ý1ý ýr nlx Ink rl(ý vlheri lhu III

ý"-i it)(-) infoni's desired icji(:1ef 1c.,rnI)01(flh1: ý(I th( 1(-,i nperofý m;

0 ;_.

J J

mill

,CoJuol ýi) iho lw, iler O(ApUt OF(,'

t "V() ( "ontfol I"/lodc'.
0
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FEATURES

NOTE Placement of the Probe is vllul, b,,ccjus,,-1 ii isihe Probe lhýA ie baby's

skin temperature and ,i output.

SUPINE INFANTS ... place the sidif.ý of the Probe (-k)wt i ur) [he intent's

abdomen below the rib (,-,age

PRONE INFANT ... place the fiat ý;i (AT sicy'.'e down on the ir ý,fo.nf- cý back below

the rib cage, but away fronnll,

CALMON Always attach ti vMh a refk"ctive Probe- cov(j. Se'rlou'ýý

temperature and control mors (:a' I i (:x_'cur if nnyllhing other thon ihe tecornmended

Probes and Probe cover-, ore I ýr-) i iAf Lrsc- tape to off och llý ic, plob"ý

CAU710N Inspect the intant's sý14i re, ld(x ied ateas whi0,, ml')y re,,ulf from the.

heating of materials in 
conto(-.1- 

will'(i t""re skin

CAUTK)N Avoid placement (equipment, blankets, clotbii i-q) in the

Bcminet that can block heat (x ieol (_iway frorn the inf(.iý)t

NOTE Only the following The, ry shou,d be used with the uý iii

ALARM DESCRIPTIONS

Overheating Alarm (Manual 
Mod?e, Ohnly)

approximately 18 minuies or oxin-)ntely 2,5% (2 or 31 FtY;) for /3 rnir iutu; or (-.iny
combination thereof ol cir id iirn (-,,

-When the Overheating Alintri 1 i,ý Itiqq(;ied, 1,),--)wc-)r to the l-ieoi(i jý, i(-_ýdilj( edto

approximately 3(.M.

The Overheating Alairn i hf- s0cr cepressing It-ie Al,)rý i i Silow-e Buflon locoted

on the right aide of 11he Cordtol I '(ýi i(,

" 1he unit will continue to oj:xotoýc ri k4onuol N/lodc and no Alorry) will sound as long asthe heaterouipuf is
kept under approxim(:if(--aly,.i,'-,)'ý,. I 1)i ý) onc), a lhprfnistoý Pfol,)c, is not iriserl(--ýd inlo the Probe Jack,

" Once the Robe is insert(-:ýd in t(-,, i hc ý Prol.)(_Qock and the Prolxýý!,x ýi ise,, o ter i il:K-ýrol Lire of approximately 3 1 
' 
C,theunif

becomesn Servo Con`r01cd0i)r

WARNING Do not leove the hfovtl'

High-Low Temperature Alarm (,5,e--vo iVýe_,de C)nýy)
If the infant's Ilemperottire hoýj lilii: I jý,-4e(,- -111 iltion fircA I I fl`)Cý' ýPt FX)i I J teMperatuie,
a solid, visiblo I li-Low I I H) l)Lsploy will on the Control Panel.

If after four minutes fh('ý hio.1) 11 A i( f rip( r( Alum, hos not [-,)e(,r, r(-( ,at, GLAdiblo Hi-t ow
Temperature Alarm Will SO! J1

During the audible clam i ý -or ýJihoi oullout will cl 1(11 Ige lo oppfoximotely 3(YY,,
until the infant's skin loin[)4 ýýf& it ý, (ýfi jmý, within fhc-ý tafgeý iq[ (j, ý or i infil ihe audible
alarm is silenco(1

The I -,it- Low I ernperotute Aloft ý (ýt lvý /'daf n I Silcm ice Buflon; however, the Hi- Low
temperature LLD Disploy v,/ill i-t -iaiii lil unlil ýhe reikirns fo within the target range, Iftheinfant',-,

dlihý '5 ("' -'('fpoint for onollliý,t 1,' ýLa niinules 1he audible alorm will sound again.

When the Hj-towlomp(-ýjoltji, ý -ii(ii'inri sioctified,ll)ell; cýmI)ctotm, AlOrM Will autornaliCally IeSet.

3 1;

SA4567 Disposoble Pto!-)ý - 13CZ009 Reusablo Pi obe

(Requires Reusoble Adoplei Co!ý')!ý,
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FEATURES

102.2'F/39'C Alarm
audible and visible Over 102 2 F Ak-irrn will uctivate, jmme,'Jý(--ilely
,.)oThermistor Probe senses c. temI-)'IOi(,re 1hot e,,,ceeds 102 2

* Heater output is reduced to 0%, and wil! i)(ýi ir(:ýsý ity)c unfil the, I lherrn!ýJWJ

Probe senses that the temperature ho0iJk-'r) I-)elov, 1022 F/39 C

* The alarm will not silence. until'the iý, re(-1-Iifi(,ýd

Probe Faidt Alarm
* In the Manual Mode when the Prohe i,ý )(t in,-Ie[leo, if, 'I I ýe l

the Pr(--)be Fault LED will remn- in lit.

* In the Servo Mode, whenever the Protjc- st:1 r)sI,s (-) Wn iperal, kire of th(ýr I

approximately 3 I'C, for approxii-mýieiI-)r i( I i I- iinuk theProbe lo-jull H",

coi. ON, an audible alarm will o(,(,(I! -ý)t-r -)(11pul will olý)Jý-)'

approximately 30%.

* VIhen the 010I is silenced by ý,h-,nce BLII-ý(-)r,

It sensed temperature is still lbelow,3 1 Hle ý ()At 11- Dwill remciii) it ()r)(i ll (ji will revert to ManUal Mode.

If the sensed temperature is a[-)ov(--, 3 1 Pro,)(ý I (juli I FD will(-?(, oft, ilhe unit will revoil to Servo Mode.

Low Oxygen Alarm
The unit has a I. ow Oxygen Cylind(-.,i [ It (- s, j r (, n(Ai( (ý I ()[ /".,r) 0 Udiole lor t
i,il sound for one of three reasonsw f

Oxygen Cylinders are fumed off,

lo Oxygen Cylinders are hooked ulý ii), ndi .ýr

3) Oxygen Cylinders are hooked up I()

aire has f allen below 7,50 PSI.

lhe, LowOxygen Alarm can hoSjl(InC(ý(ý I lln(ý Alairn
Button, however, the Low Oxyq(--ýn I H) .)r,[)k:v "'Ill, o'llinkletofluml J-Ii W(-,

itUation is recliti(--)d.S S

Naff I-he Low Oxygen Alarm MILISt I)(,' Sk,t)( ý , ý ý X t! TIr 1)( , lhe Alatrr Silet ý ( jl-;

Syeem Ill Ak3ffn
A System Fat-Alt has oc.cured when On (ý, ý(Iii)l- cii(xi,i ()onds ond ()I /ý ki- Disr*iý/Iý
Illuminate,

lhe.ý Systern conlinually monitors Itself (lilt,) 4) compk1el -11 ]1( Ilk )n
it itegrity. If, at anytirne, the I k,,ak-.,r 111W, (-A(-AJ0Il-Ie0I01 ý' jm,riiý'i-) gr Ial do
not agree, AC power/heater (-mlptil I,, it, i,., Ond
I.,-, activated.

-1he System FoUlt Alarm rnoy also ho 
-jr it (,'!"(I ('n')("clina

Probe, or when the Ptobo is sl 1('-ýd ol V"ý 1( 1 t Itel " k 'r T

- I he alarrn cannot be silenced unfil I I i( ý , ý - 1! 1( , I ý, ,

- 1 he alarm t nay indical o a systc,,n I foils ji, i

Loss C9 AC Poweý Alairm
'i le unit becornes unplugged or A( 

' 
I it '-1 ý11 ý jr- %(-'(J 1 () I hc ur III cý 1, 1( 1 )r,"kotil )g 0-jol rT I

sound. This Loss Of AC Power /VOt I 1: 11: j('ý ()ý--:Iproxirnufl dy I 1r), I 0''VVIiI Ot ]I Or n0i I(- ;Ily r( f it [-.,ower is
ý'toied to the unil.

I hc Loss Of AC Power Alorrn woý ký, 'I ý I ",-I I will I ec, I ior('i, v,,ý Iý, toý, torod to ̀1 10ý 01 lit 01-)d
Pt)wer Switch is turnod cx-).

- No ballteries are roquired for the oj'("' ýI" , i, , ll(;[! f)

I'ý) 
1) 
r- 
I 
I

j J -

10

IF, dc'ýplossed in (-.1ny olhor olorm situation.
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OPTIONS

A1% 
AIR/OXYGEN BLENDER PACKAGE

'4 -1. -,iir toFhe optional Air/Oxygen Blenc-)'c ý (-,, dlows oxygen and i i ie-JI,:,ýc 1
okji; (.:on be administered fiom re Jotbe mixed, Oxygen and medic ed Wall

Source or from the oxygen anc-I Aiý ("yllnders mounfed on !he unit. A R(7,oý

Compartment contains on oir/0, (. ylý,)der Monifold for tw(--) "D" ol 
"F." ýIz('-'

cylinders. The Air/Oxygen Blerldiýi cjko includes a L)u0i ir) 310-Mic.ron
Filter and WaterTrap, Pipeline iý',J-, (r)d Pipekie /Cylinder

NOTE The Blender will only ,,vith Air and (_)ý lanks f urne('J (-_)n t,jr-1les!: it is

connected to a wall source

Air/Oxygen Blender Alarm
* The Air/Oxygen Blender is equiýpped wift) c, cc_)nfinuous ouck)ko (-jl(-)rry

which will sound when on(-,, gos,ýour( E-1 (either medical air or oxVgen) has

been depleted or failed- o dill(: '(ýni- (-, ofi 2rl P,5,1

olarr-n will not silenc-ý(:ý ývill* The

Instakdion
Before installing air/O: Cylinc'joý,_ ensý,,ire built in Blender Set(,., Jor Diol is set
ot21%concentration (cqt_,Jvok-,ýý-)i 1(ý ambientoir)

Ensure built-in Flowmetet ut to Jho,i On/01f Swil("h o[e lwi'ed A

- I ift the Cylinders up slightly I ir)(, I it ý,ioll vilh- Adaining Rinqý,

- lighien the -1-Bars.

WARNING Turn on the CyHndws by slowly.

Check individual high [:)i cssil"" or I I'le, Ir Manifolo 1(,) ( t ý;t Jffi( iont
gas presa.rro (approximotok ý)J0 I full I 'si/e (-.ylind,ý_ýr)

When each cylinder S tUrrie() ý)if [-ý!('ed fl-)(ý ý'Yslerrl pressur(ý by Iumil)q or I
the built-in Flowmeter ((-,Ic,,( hiri)) ur)fil the Howmeter rc--id(i /ol(,-,

NOTE Before placing a new Oxyg,:ý: ý ox Av (-yi;nder in the c insert (A
new Cylinder (-',askef (Part No r-;RF/400,) on lhe [)ross, sýen-i I() p!,,Md(ý c) tiqlht
seal and prevent Cylinder ý(x

ok
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OPTIONS

Package To Utilize The ResuscitaMoin EqWprnant With The Blender Pcckcqe
nnect one end of Oxygen Tubing tc, nýppie r-norked Pressme'-ýý'.cjuge,

-)cated in Resuscitation CompcAfmc.-ý,,nll) i hiý memures the omaunl of
pressure being delivered duringleSUSCOCAOf

Connect the opposite end of the Oxyp.,,--,, i i ubing to thev Monornetci
Connector located on the Oxygen
defivefed is indicated on the Airway Mannt-Tieter built into
(--,ontrol Panel.

* Usý-)g an appropriate adaptei, c'ur-tne": i i(--, end ol a Second Oxyqeri

iuNng to the DISS fitting marked SLJý,)Ply 0r), ý1 fled in Pesuscitation
Compartment).

* Connect the. opposite end of this ('-)xyq(.:m i f0bing to 1hc supply fittif)(1 of,
the, Mask,

Dial in the appropriate flow rate 0 [ ýy using the built-in Oxy,,jui)
Flowmeter, located on the Control Po,'icd nfthc'-ý unii.

WARNING Analyze the deliveved gases wý1,1-i rj CafibFated Oxygent Anaýy7,er,

NOTE Air/Oý, concenir(-.itions should ho of-)(J',1-1c'd blefow, onch us(ý

-14 3 0 J`
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OPTIONS

SCALE
The weighing Capacity is (_)p,1_)r0XH TK !R_1ý1ýý /Mbs./81kgrs,

the scale has five buttons and o (_irea. A caption
appears above each button its iu,X,tion, Fach

control button is color-coded ond, p(jpý represenled

The AVERAGE button cornpensob- or
active infant, vibroh(..)i ý ot exc. ý,,;st,, 1/!;

Before Operating The Scale
[or the most accuracy, foil()ý&j I Odi

Scale Setup
Prioi to operating the Stabil0l I() ilý c sorvico
manual for complete insimcii0i r

Sleep Surface PFelparation
Before plocing the inlant ot 1 11(, 1) if musi bc
prepared. This includes ý (w i(,,,, )n I [ i( ý,t jrfoce
such (is I nens, ski n tornpero t( j,,( I -ýr, )t etc, 111( 11 tho
infant will require, 11 can lt:)(ý

NOTE If is importani to dcv(_,+.)l) ý,, [ ýi )ý,:, (; I()
dellermine wha I il eryis hclol I J
I irne of weighing.

VIVet'ght Inlerferences
'he!,cule, be awore of 1h(_-) following:

ii,!i ), 0(), 0 Ihc' io onc, touch th(..? Bassinet while ihe
-), leaning or) the 401 it orii! is oi exumpl(

c(,iu, e I[ icoýrec.f recidings

,,I( W(-,Igf)t reading will be achieved if
I -I, -Ak![ the Bossinel I his includes p( x)t

lir ll:x roft ite pr(A)os, ventilotors, FCM0
('(ýIj 111 d-(-i [)()(je hogs ond ony1hing that could
I[ 1ý i ')e (indcause on incorrecl weiohl lo

tf,-, sý')loy

('onlmuous Display
11),, 1, r, w(J(i,'1 i(mding will appear confinuously or)
1)t' ýiý,r,lo, u[Yi, ()[ 1' button is activatod. Turning the
,i il 1, v ii --)i ony weighf r(-_ýcjdings but only

il" ("fle for (I p(-..'1iod of tir-ne.
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OPTIONS

"ENT WEIGHING
Dne - Turning the Scaýe On Step Two - Zeroýlng tý'qe Scaýe 0

* Connect the scale's pow(N cord-lio Al,,
eýlectrical outlet.

* to turn 1he scale on, press and.
the front panel

- VVhen firsti !(Arnod on, all display indr( (fl- v,,ill li(ihi
briefly, and then clear.

Step Three- Weighing the Patient

ýortýieMOSt(JC(-ýLircit(ýweiýlhtrocj.(Air-)(,j,ý
be., cen rered on the bod and lyrt iq strý

- Proce ihe infant in the Bassinet

lhe palien! weight will (--ilppeoi it i lhe fiý pl()ý' t ý,)[ [!s to
kg,,ý., r,-)ross the I BS/KGS butk)n durir i(i JJ diý,Ipkýý'

IMF
h(-., intont on the sleep surface, the bedB(--,4o[o I

wc)i(-Il it I ý usý

ý,ýý,)ý)icii[)o/cýforecidingor)lhedispicly
r3riot -,I ii the potient for the first fime,

Step Fo;m - A, veicong Leveý

II)c AVi 1,1il 'J bu!!on C)11(--)WS YOU to obtain an averag4e,
worqhkoh( -v i,)(Jivo infon-1, oxce'ssivo vibration (-,ind/or

button. lhe display will
j!ilký()wn - ()2, 01, then a weight reading.

l(Ak(-" ýý)l)[()Xirl )OtCýly fOUr seconds, The scale will
displ(ý.- i! rflejr,4 weighl based on a slafistical average'.
I )o i v ýv keys while the scale is in the

hlý' " (I 1ý (.'/Oroge w(.-Jqhi will display for
xii i, ý/ rniimics

- i I ie ii! i [c,A,v) to tho original weighing ri-lode.

NOTE ýý: )0()5 W't (Iff OCI ih() (ACCUCCICY of the unit.

LOW BATTERY INDICATOR
lot ,chargethe

boqý---,ry, PlUg thOUnit into Of I CAA01 1l)( d ('I is tv,i( 
I ý(-<J whei) I r ic

NOTE -,,6:, ffw scole indicoiorwh(--m the power
('o,,,,-J is un;:-.)luajed frorn ffic wall reýcepi(

ITION The Infant Sc'ale calibrofioll iý) f ol loloined In ih( 11,d,ý,oioi i-nornory in the event thotlotal

ed "10 BAT" message,
(Alow sufficienl firne for Ifie bol1efl-l-'s k) tcý( Lxl'fýv') unplugging 

fl, I r, ord froi n the wall recoplacle. If the
t-xltteres do nol occ(-.ýIpl chugc.' 11 ýA'k'fj''ý'md 1('cakkol' H 5)-ýjk'

V) 3,','ý

9-
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CLEANING

14t.STERILIZATION
The Centeis far Dbease Cointiol ro,, cx i iý id [f-'A cjppýoved

hosljial disinfectants, used at

Ckýonintg should be done byvAipir-ii soft C10#1
over the surface, followed by u dry

Quortenafy ammonium disint('clo-dý, n iay be, used to
reducethe confaminotbri level p o-lienis.

Alcohol,stTong orabrasive cýeaw,--,,,rs (-x-rd l iVd,oc(-2t.)on solvenis
are, not necessaryand should niot b,.- jsýIýJ on lo!e-jsfic sull-cce",

MATMESS CARE
The mattress cover may be clea: viV) a rnild detergent

- -i haverinsed, and cold sterilized. the
been tested by the Herculile - -)or,,Aory cind have b(--,,en
found noi to have a harmful eq(z.,(-,1 (.),n ýýaphC heký, labrics
WHEN USFD IN ACCORDANCE VVI I I I 1`,4ANUý A(-,JURFFý,-;'

RFCOMMFNDFD

TRADF NAMF Tyl-'I-ý MANUFAC.1URL

A33 Quorfen(-'[ý' Aifv,,,i(-k

Absolute Quarfen(-iiý, Vý/(--illor)-Morch

CLEANlNG OF THERMISTOR PROSC
pmccutions must be observed when cleaning nd

ilý, no to prote,,,,,t Probe from damage.

4%v,-)xJ (-.-o,, fact with strong, aromatic, chlorinated, ketone
(-,ther of esler solvents. Prolonged immersion in alcohols or
I lild orgar i;c solvents, detergent solutions or highly alkaline
,olu'rOns wili cause the cable to lose flexibility.

rnav be disinfected and sanitized by washing with 3%
1-lydýogen peroxide, 7CP1. isoproponol, 701/o ethanol, or 1000%

D(-)kin's solution (sodiurn hypochloride in neutral

ýurrk,r) is olso suitoble. Activated dialdehyde solutions, such

is ( o ctrve.- - re also effe-

i pluq should not be immersed.

STKQlU:2LAT[ON OF THERMISTOR PROBE
I 'hvic,,no oxide slerh7ation is the preferred method. After
,;ieiiývafiori, Probes mu--,l be safely and thoroughly

i lbeforo handling or use.

Beaucoup Phenolk I lur-4ington

Blue Chip Quairleinniý, C Johnson

Coverage 256 Quaricnoiýý �('5'ial

LI Dorado Plus Quarlenclr\r Purrion/Churchill

Flimstaph Quarilenolýý Vk/atf(:'I G. I egge

Forward DC Quartet '(:11ý I", 
C- 

J()hnson

Franklin Sentinel Quarlef)(fl, I ul"X

Galoficid Phonolv luri I on/Chirchill

Hi-for Quaftel ]()I lu[)i I[ igton

Insurance Quorlerior, V("'ý'foi

I P1 i F11ho'nolk veý-1(11

motor Ph(,r)oli( ý I(jOington

Omega Quorj(1j'1('J1' Airvji( k

Quonto Quari(,t oiý I li,ý[ Ifif loiol I

Sonikleen Qualfol I()[ VV :h(:ýfnicnI

Sanimaster I I I Quarierlorý 5orvik (ý Master

Surfocide, Quarter loý\r VVolloin Maich

-11-i Quai Qunfl(ýI)(il' /(-"Jn1

Vesphene I I Phe'nolik Veý'Jol

Vir(--ýx Qunriot (v J()hnson

Betadine stains may be, 
ih(-, i, iotfires". by

doing the following:

" Use, a 5.2b% sociurn hypoO doýj'(, olý Ak:)n olox biond
bleach).

" Apply 3 drops of the solution
ond scrub lightly. -1 he slain shut to fade almost

mr-nediatelyandwilhin

" Slubborr)sioinsmc)y[)C)E)(-Iftll-ifiý,liý,-ý,ý,)ýAýl.o.ii(,!i,,..NoýT)c)r(--ý

thon 3 opplications on any if, ý' jr(-' ro( of nrnende'

VVhen completely dry, ririýKý aý(,ý() w;fý 1,1',-,' i, vv(P(N ()nd vA, xý, (ty

watot and follow rT-,an(jf0(1!ur(-?,, I ihýdirisirljchons

CAUTION Auiocloving may cause Probe insulation to fail,
I ind r noy (ilso cause the Probe to give inaccurate reading.

CLEANING, OF CASTERS

1 ý-ic 'JabiI0 2(-XXYC Infant Warmer will be used both in and

ýuitý,ide useptic sugical areas, Care should be taken to

'-,issuio ti-w costers do not carry contamination into the

,A(.11(ý(jl suil-e. Removal of accumulated debris and

I of f h(-.ý c(mter tread with a spray of disinfectant

oý., lh(., unit is tronsferred into the surgical suite is

CLEANING OF SIDE PANELS
I'-i(, Ole I are made of clear polycorbonate plastic

I)i i(ý:- ý--jn 5e damaged by cleaning with alcohol, abrasive

ý iq(- 1-k, hydiocarbon solvents or phenolic disinfectants. Use

ý)r ilý, ?,onfin detergents for cleaning and polish with a soft
ý'10' I lc r4' lurr ý clarrfyý

CLEANING RESPIRATORY THERAPY PARTS
ýf I r ove ond clean all tubin( 

- 
), rnasks and control

ipj , ir(-jl ý v; wl iiclh have corne in contact with patient

Clcaning procedures should follow standard

ýoc-n'ii m,ndojior is for r(--)spiratory therapy equipment and
,ýf if iý ude surveillance for residual pathogenic

linotion 1-,)espirotory therapy equipment tends Io

with (-,jg(-) ond repeated cleaning and

lerlfvnýior). Assur(-.ý if is saile, and functioning properly.

kc(J and plastic should be leplaced.

k4AINTENANCE,
W)c to5il(-ý 20',-Y.)(" InfontWarr'nOr requires regulof Care and

['ior'tý,ýi)oncc- os cletoiled in I he Service Manual, Pleaa.ý

V,)(.11 rnou ifenonce lechnician to follow the
)iko, in(jinl(-ýncfnce section in the Service Manual.
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SAFETY TIPS

l'-nr over 65 years Hill-Rom has set the stanciard for quality in
ient room equipment. During this time, with input from I0
.ny of our customers, we have acquired useful tips which

may contribute to the safety of the infant e ind staff

SIDE PANELS
To provide maximum protection for the intant, the side
panels should always be in a full, upright position and
latched when an infant is unattended. To ensure the side
panels are latched, give the side panels a gentle tug

TRANSFERRING THE STABILET 2000C INFANT WARMER
Although the unit is lightweight and easy to move, be sure to
keep hands and feet clear of the wheels when moving to
prevent destabilization of the unit or nil tr) ý)ands or feet

BRAKES

Brakes should always be set when the unif iý occupe, J
After setting the brakes, push and pull tho j,-fit t,-) enst je

they are engaged.

X-RAY CASSETTE HOLDER
If using the X-Ray Cassette Holder acc-essorv, always secure

the holder to the unit when not in use I his will avoid possible
damage to the unit and holder.

SCALE

The Display Unit may only be attached to the left hand side

when facing the front of the uni-l.

PREVENTIVE MAINTENANCE

'-)uartedy preventive maintenance must be performed to

Lire all features are functioning as orginally designed,
Aicular attention must be addressed or ý ý,at(,ty features,

including but not limited toý

" Side Panel Latching Mechanisms

" Caster Braking Systems

" Electrical Cords And Component,,

" Quartz Heater

" Temperature Alarm System

" Scheduled Recalibration

Please refer to your Service Manual for spo(1i( details on
preventive maintenance.

PARTS AND ACCESSORIES
Use only Hill-Rom parts and accessories t iot modity the
unit without authorization from Hill-Rom

CAUTION
Federial law restricts this device to solo t)v ()t the order of
a licensed health care practitioner

"ECT CUSTOMER SERVICE HOTLINE: 800-638-2546

V,inufull-tured for Hill- Rom under a quality system
,ýAifled to ISO 9001/EN46001 by TOV Product Service of
ýoi I Die(jo, CA

Hill-Rom 11 RoiTi reýei the right I or nakiechangesvotnout,r,,
ý	 1	ý -I R)

Bal IN 47006 USA TUV- 800-638-2546
I
VV

T c 4ice ir i design, specifications. nnd models Me only
ý% ý irranty Hill-Rom makes is the expressed written

Internatiol - 8129348173 - F 1 A0 !" ffor &V exler)ded on the sale or i of its products
na --AX 812-934 /]? 1 1 fill _'('" I I '?'Y(ý

W6MA RC 1096
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The StabiletT. 2000C Infant Worr-nc,ýr
from Hill-Rom is the solution ix") rncýei
the needs of today's newborn c',c-lie
environments. Its built-in resu,,ýý(-'-ik,-i

--i equipment ensures thcA,
-onds count, valuable will

riot e lost searchina for nd sl-ttk-ia

MuOi Posdion

VVoirnerltighting Module

REWPOWIN IF M.
up resuscitation equilor'nerit, ............ .
ýn fact, from delivery room to thc,,

nursery, the unit provides
standard features . . .........

Vie'vong Porl

available only as
extra-cost options
on other wormers. [ý(-.-Suscitnfion C.'ontrol

Confer Witt) (_Dxygen And

ýkjchon C.'onfroir And

Gouges

ý)plkonol St iolves

5'And 10'Dotoiil

yide-7hfough,

God Motked X 1ýcyy
Cassetle i ioldei

I osy Access,
Slide-7hrough

Storoge L)tovvef With

Removoble

)r(joi )i7c )r fr( i vY,

OxvoenlAfi Tonk Sfor('YCYý,

Flý

With

Htoke<;)

Appot flto,ý.eduto/ lirner

"t erf r)(11 Conýrol (:(-"nt(?r

Alifn Aolonwitic., C.'onversion

(foln Monuol To

Servo Control

Sturdy, Fosy-Relpose,

Fold-DOW11, Side Ponels

Rodiokj(,ent

Moffress

trcjcýable Mcyyc,) Iroy

Hun lpe'rs
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Specifications
Standard Equipment
Resuscitation Package

DISS connector for oxygen tubing, humidifier or
nebulizer

Dual-yoke gas cylinder manifold

Automatic pipeline/cylinder supply crossover

Oxygen flowmeter (Canadian Model has a yellow
dial)

Airway pressure manometer

Suction/venturi operated with gouge flowrate
manometer and suction bottle

Sliding Control Panel Door

Multi-Position Warmer/Lighting Module

One-hour Apgar Procedural Timer which emits a tone
at one, five, and ten minutes

Manual Mode: 0%- 100% adjustable heater output

Servo Mode: automatic switch from manual to servo
mode when probe senses skin temperature of 31'C or
above

Large Digital Skin Temperature Display

Continuously Adjustable Trendelenburg/Reverse
Trendellenburg of Bassinet with 5' and 10' Detent

3dlt-In X-Ray Cassette Holder

Retractable Mayo and Writing Tray

Sficle-Through Storage Drawer with Removable
Organizer Tray

Tft-Out Resuscitation Compartment

Five-Inch Casters with Front-Locking Brakes

Alarms
LOW 02

Overheating
Hi-Lo Temperature
Over 102.2F/39'C
Probe Fault
System Fault
Loss of AC power

SEARSm=Rom.
HILLENBRAND INDUSTRY

Batesville, IN 47006 USA - 800-638-2546
International - 812-934-8173 - FAX 812-934-7191

3 1 '&

Specifications
Accessories/Options
Oxygen/air blenclelý package
Cylinder CCl-nPartrr-!ent door
Accessory tracks

Large and small pivoting shelves
Large and small storage baskets
Phototh(-,,,rapy ligý-)t
IV pole, Utility mount, infusion pump holder

Adjustable [Dole mounted shelves
Storage tray
Left/Right utility poles with AC outlets
Chest drainage rail
Infusion support arm with ISS transfer poles
Reusable and disposable probes

Electrical
760 Watt, 120 VAC Quartz Heater
11 5+/-l 00k VAC, 60Hz, 11 Amps, 800 Watts
Fully grounded through 3-wire power cord
Current leakage less than 100 microamps
Temperature display accuracy:

0. 10 C from 35-390C with reusable probe (BCZD09)
0,20C from 3&390C with disposable probe

(SA4567)
Irradiance at I 000k power 25ml?

(56 point grid average, measured 4* above and
perpendicular to mattress).

Dimensions
Overall (I x w x h): 4 1" x 27" x 7 1"

Bassinet (I x w x h to top of sides): 
28' 

x 
24" 

x 
42"

Mattress (I x w x h from floor): 26" x 
22" 

x 
38"

Heater (I x w x h from floor): 30" x 9" x 67"

Heater module to mattress: 29.5"

Weight: 295 lbs.

This product is supported by professional account
executives, experienced perinatal nurse consultants
and technical specialists. We also provide
educational seminars, featuring perinatal clinicians
and consultants, to help you design and implement
your perinatal system.

Service
Hill-Rom products should be serviced only by quoilified
technicians. Our fully trained Customer Service
Representatives and Field Technicians stand ready
to assist you with questions or problems. For more
information on how we can meet your service
requirements, please call us at 800-445-3720.

Warranty
Hill-Rom extends a limited warranty covering defects in
workmanship and material under normal use for a
period of one year from purchase. No other warranties,
expressed or implied, are given. The heating elements,
probes and light bulbs are covered for 60 days.

Hill-Rom reserves the right to make changes without
notice in design, specifications, and models. The only

-Rom makes is the expressed written warrantywarranty Hill

extended on the sale or rental of its products.
Hill-Rom 1995
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Class M Certification

I certify, in my capacity an Mamew of Rigilstory Affairs, of EM-Rom, Inc. that I have
a reasoueble, m a 41 of all h6nnation know or otherwise available about the types

and catn= of reported n6ty aa&or effectiveness problems that have, bem reported for the infant
Radist Warmer I fin*w certify that I am aware ofthe types of problems to wbich the Infant
Radiant Warmer is suscep*1e and dmit, to the best ofmy knowleOM the following amunary of
the types and causes of safety or effbctiveness problems about the Infimt Radiant Warmer is
complete and accurate.

James G.G. Carpenter
Manager. Rqpdatory Affairs
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CLASS W SAFTTY AND EFVECTIVENESS SUMMARY

1.0 SUMMARY OF SAFETY AND EFFECTIVENESS PROBLEMS
ASSOCIATED WITH INFANT RADIANT WARMERS

1.1 Hyperthermia or Burning of Infint.

Typical Cý
a.
b.
C.
d.
e.
f
9.
h.
i.

j-k.

tuses:
Temperature sensor not in complete contact with skin.
Poor placement of temperature sensor.
Failure of alarms.
Inappropriate operator resetting of alarms.
Unmonitored uses of manual heating mode.
Temperature sensor failure.
Control circuit failure.
Incorrect Sensor Type.
Miscalculation of Control Circuitry.
Failure of Sensor Connection.
Non-uniform Heat Distribution.
Manufacturing Defect in Control Electronics.
Infant too close to heater.

1.2 Heat Loss from Want to surrounding environment.

Typical Causes:
a. Insensible water loss due to evaporation.
b. Convection, especially from forced air ducts.
C. Radiation to cool surfaces.
d. Sidewalls too low to protect against drafts.

1.3 Mechanical Failure of Heater Mechanism

Typical Causes:
a. Breakage of Quartz Heater Bulb allowing hot material to fall on

infant.
b. Heat aging of wire insulation.
C. Mechanical Failure of Support Mechanism.
d. Debris falling from heater element contact area

1.4 Hypothermia or Underheating of Infant

313

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Typical Causes:
a. Sensor artifact due to improper application on infant.
b. Mscalculation of Control Circuitry.
C. Heater Power cutback due to overheating or alarms.
d. Heater Element Burn-out.
e. Failure of Sensor Connection.
f Loss of Primary Power.
9. Incorrect Temperature Sensor
h. Non-uniform Heat Distribution
i. Manufacturing Defect in Control Electronics.
j . Infant too fitr away from heater.

1.5 Patient Falls

Typical Causes:
a. Mechanical Failure of Side Panel Latch.

2.0 CITATION OF THE INFORMATION UPON WHICH THE SUMMARY WAS
BASED:

2.1 ECRI HEALTH DEVICE ALERTS - (13-250) WARMERS, RADIANT,
INFANT FDA DATA

ACCESSION DESCRIPTION OF PROBLEM
NUMBER

145931 Failure offfi/Lo Set Point Alarm.
150999 Failure of Safety Panel Latch.
160080 Heater Element's envelope shattered & fell on bed.
162463 Overheating of patient due to Probe Misplacement.
171013 Burning Piece of foreign material fell on mattress.

2.2 ECRI HEALTH DEVICE ALERTS - (13-250) WARMERS, RADIANT,
INFANT ABSTRACTS

ACCESSION DESCRIPTION OF PROBLEM
NUMBER

17887 Adel Model 986 Warmers, overfill of water tray.
18012 User & Technical evaluation of Ohmeda 3300 Warmer
18195 Transformer faded overheating test.
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18457 Manufacturing Problem with Probe Jack Mounting resulting
in failure of probe connection. Ohmeda Models 3000,
3300, 3500, and 5000 Warmers.

18632 Electrical System not Double Insulated.
18715 Evaluation of Vinuned Thermocot TC400.
19536 Failure of the Crib's Hydraulic Tilt Mechanism
19537 Heater Quartz Envelope Chipping and pieces falling on

patient.
19945 Failure of Power/Mode Switch.

2.3 ECRIBEALTH DEVICE ALERTS - (13-250) WARMERS, RADIANT,
INFANT ACTION ITEMS

ACCESSION DESCRIPTION OF PROBLEM
NUMBER

A1338 Possibility of wrong disposable probe connection with older
interface cables.

A1736 Power/Mode Switch Failure & Control Panel Not Properly
Calibrated.

2.4 ECRI HEALTH DEVICE ALERTS - (13-250) WARMERS, RADIANT,
INFANT CITATIONS FROM ECRI DATABASE PRIOR TO MARCH 1985

ACCESSION DESCRIPTION OF ARTICLE
NUMBER

00154 FDA Recall T-133-7, and T-134-7 of certain models of KDC
warmers.

00350 Another potential hazard of radiant warmers.
00383 Committee on environment hazards: infant radiant warmers.
00518 FDA Recall T-094-8 of Emerson Heat Lamps.
00612 FDA Recall T-039-8 of Ohio radiant warmers.
00877 Potential hazard in infant resuscitator-aspirator
00913 Proper use of radiant warmers.
01244 Reduction of insensitive water loss in premature infants under the

radiant warmer.
01378 Combined effect of radiant warmers and phototherapy on insensible

water loss in low birth weight infants.
02216 Heat balance in premature infitnts: comparative effects of

convectively heated incubators and radiant warmers, with and
without plastic heat shield.

02298 FDA Recall T-074-0 of Cavitron temperature sensors.
02315 FDA Recall T-083/084 of Air-Shields radiant warmers.

315

P

Records processed under FOIA Request # 2016-5769; Released by CDRH on 08-04-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



1101H

02788 Heat balance in premature infants.
03208 Oxygen consumption and insensible water loss in premature infants

under radiant warmers.
04211 White tape indicates bum hazard.
04769 Effect of beat shielding on convective and evaporative heat losses

and on radiant heat trander in the premature infitnt.
05370 Physiologic implications of two different heat shields for infants

under radiant warmers.
06864 Radiant patient warmers - possible hazard&
06907 FDA Recall T-208-3 of Healthdyne radiant warmers .
07383 Letter from manufacturer concerning certain Air-Shields ICS and

FS warmers.
07613 Letter from manufacturer concerning solder flux contamination in

catain Air-Shields warmers.
07756 FDA Recall Z-1 06-4 of certain Air-Shields infant heater controller

modules used in ICS and FS warmers.
07757 FDA Recall Z- 140-4 of control switches in certain models of

Air-Shields warmers.
08242 FDA Alert M-0084 on asbestos used in Air-Shields warmers

manufitmred between 1972 and 1977.

WSCELLANEOUS ARTICLES CONCERNNG RADIANT WARMERS

DATE TITLE OF ARTICLE - AUTHOR - PUBLICATION

1970 The Optimum Thermal Environment for Naked Babies, E.H. Ney and G. Katz
-Archives of Disease in Childhood Vol. 45

1971 Observations ofBody Temperature in Young Premature and Full Term Newborns
While Being Connected to a Servo Control Temperature Unit. - A- Fenner & M.
List - Biological Neonate

1971 A Dangerous Situation Encountered in the Administration of Oxygen to an Infitnt
in a Baby Warmer - Leonard Indyk - Pediatrics

03-1971 Temperature Control in Newborn. Babies - L. Lutz & P. Perlstein, MD - Nursing
Choices ofNorth America Vol 6, No. I

03-1973 Emergency Care Research Institute, Evaluation: Infant Warmers, Health
Devices, 3:4-25, 1973.

12-1973 "Evaluation of Optical Radiation Hazards," Sliney, D. H., and B. C.
Freasier, Applied Optics, 12:1-24, 1973
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10-1974 Effects of Radiant Warmer on Insensible Water in Newborn Irdants - Paul
V,rilliams, MD & Vrilliam Oh, IýM, American Journal of Diseases in Children.

10-1974 The Effects of Four Different Radiant Warmer Temperature Set-Points used for

Rewarming Neonates - K. Motil, MD, M. Blackburn, MD, and J. Pleasuer, MI)
-Journal of Pediatrics Vol 95, No. 4

12-1974 Insensible Water Loss in Preterm Infants: Changes With Postnatal Development
and Non-Ionizing Radiant Energy - Paul Wu, MB, BS & Joan Hodgman, MD

-Pediatrics Vol. 54, No. 6

12-1974 Ahlgren, E. W., Environmental Control of the Neonate Receiving intensive
I I

Care, International Anesthesiology Clinic, 12:173-215, 1974

02-1976 latrogenic Problems in Neonatal Intensive Care - Ross Conference on Pediatric
Research

1976 Emergency Care Research Institute, 
- The Development of a Standard for

Infant Warmers and Incubators," final report, FDA Contract No. 223-75-5012,
Plymouth Meeting, PA, 1976.

1976 - 
Increased Insensible Water Loss in New Born Infants Nursed under

Radiant Heaters, 
- 
Jones, R. W. A., M. J. Rochefort, and J. D. Baum, British

Medical Journal, 1: 1347-1350

03-1977 Advantages and Disadvantages of Overhead Radiant Warmers - Dr. R- 0.
Robinson and Dr. R. Jones - Proc. Roy. Soc.Med. Vol. 70

1977 - Evaluation of the Effects of Infrared Radiation on the Eyes of Infants under
Radiant Warmers," 

Johns, R., D. Schaffer, and G. Peckham, Unpublished,
1977.

1978 "Minimal Oxygen Consumption in Infants Cared for under Overhead Radiant
Warmers Compared with Conventional Incubators, Darnall Jr., R. A., and R.
L. Ariagno, Journal of Pediatrics, 93:283-287, 1978.

03-1980 Heat Balance in Premature Infants: Comparative Effects of Convectively Heated
Incubator and Radiant Warmer, with and without Plastic Heat Shield. - E. Bell,
MD & W. Oh, MD Pediatrics Vol 96, No. 3

1980 
- 

A Simple Device for Reducing Insensible Water Loss in Low-Birth Weight
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Infants," 
Marks, K. H., Z. Freidman, and M. B. Maisels, Pediatrics,

60:223-226.

1980 - 
Safety with Lasers and Other Optical Sources," 

Engel, W. D., 23. Sliney,
D., and M. Wolbarsht, Plenum Press, New York, 1980, pp. 144-149.

1980 - Oxygen Consumption and Insensible Water Loss in Premature Infants
under Radiant Heaters, 

' ' 
Marks, K. H., R. C. Gunther, J. A. Rossi, and M. J.

Maisels, Pediatrics, 66:228-232, 1980.

1981 "Insensible Water Loss in the Critically Ill 
Neonate," S. Baumgart, J. G.

Schwartz, W. W. Fox, and R.A. Polin, American Journal of Diseases in
Children, 135:516-520.

1981 
- 

Effect of Heat Shielding on Convective and Evaporative Heat Losses
and on Radiant Heat Transfer in the Premature Infant," 

Baumgart, S., W. D.
Engel, W. W. Fox, and R. A. Polin, Journal of Pediatrics, 99:948-956

04-1982 Relative Efficacy of an Incubator and an Open Warmer in Producing
Thermoneutrality for the Small Premature Infant, Michael Le Blanc, MD

-Pediatrics, Vol. 69, No. 4

06-1982 The Heat Balance of Small Babies Nursed in Incubators and under Radiant
Warmers - A. E. Wheldon & N. Rutter - Early Human Development - Elsevier
Biomedical Press

08-1982 Noise in the Intensive Care Nursery - Neil Kellman, MI) - Neonatal Network

11-1982 The Neonatal ICU - A High Risk Environment, Susan Blackburn - American
Journal of Nursing

1982 
- - 

Fluid, Electrolyte, and Glucose Maintenance in the Very Low Birth
Weight Infant," 

Baumgart, S., C. B. Langman, W. W. Fox, and R. A. Polin,
Clinical Pediatrics, 32:199-206

1982 "Physiologic Implications of Two Heat Shields for Infants under Infant
Radiant Warmers," 

Baumgart, S., W. W. Fox, and R. A. Polin, Journal of
Pediatrics, 100:787-790.

1982 "Effect of Increased Radiant Power Output on State of Hydration in the
Critically Ill Neonate, 

' ' Critical Care Medicine, Engel, W. D., S. Baurngart,
W. W. Fox, and R. A. Polin, 10:673-676.
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09-1982. "Radiant Energy and Insensible Water Loss in the Premature Newborn Infant
Nursed under a Radiant Warmer, 

" 
Baumgart, S., Clinics in Perinatology,

9:483-503,

05-1983 Infant Incubators and Radiant Warmers - Edward Bell , Early Human
Development Pages 351-375 Elsevier Science Pub.

1983 American Academy of Pediatrics and American College of Obstetricians and

Gynecologists, Guidelines for Perinatal Care, Evanston and Washington, DC,
respectively.

09-1984 Medical Technology for the Neonate - AAMI Technology Report

11-1984 Thermal Support for the very low birth weight infant: Role of Supplemental
Conductive Heat. - William Topper, MD & Tbomas Stewart PHD - Pediatrics

1984 
- 

Heat Shield Reduces Water Loss, 
" 

Fitch, C. W., and S. B. Korones,
Archives Disease in Childhood, 59:886-888,

1984 Emergency Care Research Institute, "Evaluation: Infant Warmers," Health

Devices, 13:119-145.

12-1984 Reduction of Oxygen Consumption, Insensible Water Loss, and Radiant Heat
Demand with use of a Plastic Blanket for Low Birth-Weight Infants under Radiant
Warmers. - Stephen Baunigart, MD - Pediatrics Vol. 74, No. 6

1984 - Relative Efficacy of Radiant and Convective Heat in Incubators in Producing
Thermoneutrality for the Premature, 

" LeBlanc, M., Pediatric Research,
18:426-428.

01-1985 Partitioning of Heat Losses and Gains in Premature Newborn Infants under
Radiant Warmers. - Stephen Bauntgart, MD - Pediatrics, Vol. 75, No. I

02-1986 Classical Conditioning in Neonatal Intensive Care Nurseries, Beverly Hyde &
Darlene McCown - Pediatric Nursing Vol 12, No. I

09-1986 Axillary and Rectal Temperatures of Full Term Neonates: Are They Different?
-B. Haddock, MSN, P. Vincent, RN, D. Merror, RN - Neonatal Network

09-1986 Energy Metabolism and Substrate Utilization in Low Birth Weight Neonates
Under Radiant Warmers, Marks, Nardis, and Mornin - Pediatrics, Vol. 78 No. 3

1986 - 
Energy Metabolism and Substrate Utilization in Low Birth Weight Neonates
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under Radiant Warmers, 
" Pediatrics, Marks, K. H., E. E. Nardis, and M. N.

Momin, 78:465472.

01-1988 Essential Background for the Design of a Neonatal Bed - Michael H. Donnely
-Perinatal Research Institute - Cincinnati, OH

04-1998 Comparison of Axillary and Rectal Temperatures in the Preterm, Infitnt - Betty
Haddock, MSN, Pauline Vincent, RN, Dorothy Merrow, RN - Neonatal Network.

1988 - Controversies in Fluid and Electrolyte Therapy for the Premature Infant,
Costarino, A. T., and S. Baumgart, Clinical Perinatology, 15:863-978,

04-1989 Body Surface Temperature - Joseph Looney, Jr. - Medical Electronics, April 1989.

1993 - Infrared Eye Injury Not Due to Radiant Warmer Use in Infants," Baumgart,
S., A. Knauth, F. X. Casey, and G. E. Quinn, American Journal of Diseases in
Childhood, 147:565-569.

1994 International Electrotechmcal Commission, "Medical Electrical Equipment,
Pad 2: Particular requirements for the safety of infant radiant warmers",.

05-1995 Association for the Advancement of Medical Instrumentation, Infant Radiant
Warmers (draft standard),.
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510(k) SamEary

January 6, 1996

Agplicant:

MU-Rom, Inc.
1069 St. Route 46 East
BatesviBe, IN 47006
Reg. No: 1824206

Contact Permn-:

James G. Carpenter
Ph: (812)934-1671
Fx: (812)934-1675

Deyke tracWbromietary name:

" Stabilet-"

Device common/usualtdassirkation name:

infant Radiant Warmer

cussi-flution:

General Hospital and Personal Use Device, 21 CFR 880.5130, Infant Radiant
Warmer, 8OFMr, Class III

Hill-Rom " Stabilet-m Infknt Radiant Warmer, K942948

De-yke Duciption

IU MR-Rom Stabilet- is a device consisting of an infi-ared heating element
positioned over an infitnt to maintain the infitnts body temperature by means of
radiant heat. Availatile features inckide a warning/lighting module which
provides hat through two stainten sted tubes, mimiial or servo heat
control with a temperature monitoring sensor and temperature alarms,
procedural Apgar timer, bassinet with mattress and spring loaded fold down
sides, trendelenburg/reverse trendelenburg x-ray cassette tray, retractable Mayo
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tray, slide through storage drawer, resuscitation equipment, storage bin and
casters with front locking brakes, optional scale and hilo feature.

Intended Use:

The Stabilet- Infant Radiant Warmer maintains the infant's body temperature
at a level determined by the caregiver through the use of an infrared radiant
heating element and is designed to be used in those areas of the healthcare
facility that provide neonatal and infant care.

Federal law restricts this device to sale by or on the order of a licensed health
care practitioner and its use is restricted to health care facilities.

Design &ad construction:

Both the new and predicate warmers utilize the same materials and methods of
construction. The warmers are fabricated from steel, aluminum, and plastic.
The submitted warmer's most highly stressed areas utilize only steel and
aluminum. Plastics are used in less stressed areas. Steel and alumimun warmer
components are welded or assembled with corrunercially available fasteners.
Plastics used in less stressed areas are assembled with fasteners.

The subject warmer and predicate warmer in this submission are substantially
equivalent. There is some variation in the available features of the warmers,
but the variations do not significantly affect the sa&ý( or efficacy of the
warmers.

This subinission is a result of the introduction of several improvement
modifications IEH-Rom has introduced to the existing product. The principal
changes are:

Modifkation of the beater lamp housing %,-le,

Bare quartz elemenf -changed to a stainless steel element.

7he new element eliminates tube breakage as a hazard to dw patient or
caregiver 7he electrical contacts have been changedfton; a spring
co"wession socket arrangement to an insulated wire with a screw.
77us prowdes a posidw locking elecincal connecton to the powr
Supply.

One heating element to two.
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Heating element length increased from 12" to 16"

Change parabolic refiector from pebbled to smooth to optimme
irradiance pattern with new dual hatting elements

71wo 3 75W elements centered over the bawnet replam the single 76OW
ekment in the predIcate warmer, In confiawfion with the increased
kngth and the changes to the parabolic reflector, the irradance
pattern is more evenly distributed and the hme required to warm the
infant to the caregiver- selected skin temperature is reduced

Height adjustability for the 150C and 200D.

TAds is a custwoerp-eferencefeature and does not impact dw safety of
the &34ce to the user or padent, Yhe beater ZwW housing to bassinet
surface relationship is nWnAWned

Quartz Halogen task fight replaces the florescent task light.

27;e light is bakwwed to 3200*K 27us more closely appradmates
natural ambient light and eliminates the color bias imparted by
florescent fighfing.

and Suction nxxfules are offered as options on all current and
previous models and the 1250C and 1500C Stabilet-. This does not represent
an increased risk to the user or patient as these options are already standard
features on the Predicate 2000C.

A scale option (Preawket Notification K926174) is also available on the
P1500C and P2000D models.
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