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Multigas Analyzer Module 91518 and Accessories
Summary of'Safety and Effectiveness

Device The Spacelabs Medical Multigas Analyzer Module 91518 (Module 91518) is
Description: an easy-to-use modular unit in the Spacelabs Medical product family. The

Module 91518 is a multigas sidestream analyzer intended to provide a
measurement of the following parameters:

* CO2 produced by the patient;
* 02 and N20 administered to the patient;
· Anesthetic agents administered to the patient which includes:

o Desflurane;
o Enflurane;
o Halothane;
o Isoflurane; and
o Sevorflur-ane.

* Respiratory rate of the patient; and
* Calculated MAC and age-dependcnt MAC values.

The Module 91518 automatically identifies which anesthetic agent or mixture
of anesthetic agents is present, and measures the concentration of the identified
agent(s). An alarn is issued if a mixture of more than two anesthetic agents is
detected.

The Module 91518 interfaces with all Spacelabs Medical monitors, except the
SLP100. The monitor provides a numeric display for the gas concentrations
and respiratory rate, and a waveform display for 02 and CO 2. The Module
91518 is intended to be used for monitoring all hospitalized patients under the
direction of qualified medical personnel.

Intended Use: The Spacelabs Medical Multigas Analyzer Module 91518 (Module 91518) is
intended to provide a means of monitoring a variety of gas concentrations and
to alert clinical personnel when the concentration of anesthetic agent, oxygen,
carbon dioxide or nitrous oxide falls outside of user defined limits. The Module
91518 is capable of automatically identifying which anesthetic agent(s) is being
administered.

The Module 91518 is intended to be used with, and is controlled by, all
Spacelabs Medical monitors, except the SLP 100.

The Module 91518 is intended for use monitoring all hospitalized patients
under the direction of qualified medical personnel.

Although the Module 91518 alarms when the duration between breaths exceeds
user defined limits, it is not intended to be a primary diagnostic apnea monitor
and/or recording device.
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Multigas Analyzer Module 91518 and Accessories
Summary qf'Sa/tOy and E.f[rctiveness

Test The Module 91518 is substaatially equivalent in design concepts, technologies
Discussion: and materials to the combination of the Spacelabs Medical Module 90518

(K954962) and the Datc-Ohmeda Compact Airway Module E-CAiOVX
(K051092). The Module 915;18 was validated through rigorous testing that, in
part, support the compliance of the Module 91518 to the Standards mentioned
in Section 6.1 of this submission. Additionally, the software for the Module
91518 was developed following a robust software development process and
was fully specified and validated.

The Module 91518 is the next generation in the Spacclabs Medical Integrated
Multiparameter Module family of products for the Spacelabs line of patient
monitors.

Test The Module 91518 is substantially equivalent to its predicate devices in design
Conclusion: concepts, technologies and materials.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

,4T
Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

APR 1 9 2006

Mr. Al Van Houdt
Director, Regulatory Affairs and Quality
Spacclabs Medical, Incorporated
5150 2 2 0 th Avenue SE

P.(. Box 7018
lssaquah. Washington 98027-7018

Re: K053599
I'rade/Device Name: Spacclabs Medical Multi-as Analyzer Module 91518 and

Accessories
ReCulation Number: 868.1700
RCegLIlation Name: Nitrous ()xide (as Analyier
ReCulkator 5 Class: II
Product ('ode: CBR
Dated: April 4. 2006
Received: A\pril 5. 2006

DClear Mr41. I oUdt:

We havc rcvie\ cy }our Section 510(k) premarket notification of intent to market tIhC de\ ice
referenced abo\ c and haSe determined the device is substaitiallv equi aleitt (tor the
indications for use stated in the enclosure) to legally marketed piedicate de\ ices marketed in
in[ct-sUtac commerce prior to Ma) 28. 1976. the enactment date of the Medical I)c ice
Amendments, or to devices that have been reclassilied in accordance xvith the pro\ isions of
the Federal I ood. l)ruit. and Cosmnelic Act (Act) that do not require approv al of al pcnm arket
approval application (WMA). You may. therefore. market the device. subject to the pencial
conlrols rov isions of the Act. I'hlc general controls provisions ol the Act include

reqfUircments k1r annual registration. listing of'devices. £±ood inanuhilcturinu piaclicc.

labeling, and prohibitions against mishran'fing and aiduleration.

II\oUlr de\ice is classified (see ahoec) into either class 11 (Speci (a Conrols) or class Ill
NPMA). it may be subjcCt to such additional controls. I xistin LmaIjr cIulatiols alI' tinH

Ourt de ice Can1 bC toUnd inl the (ode ofi FAdcral Rceulations. litic 21 i'rts 800 to S98. In
addilion. I l)\ m1ay publish lfurtlhcr annl/ounllCCemenuts CoInCCl1ein/ou \r device in tile FeeI Cra
[4cc ist.
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Please be advised that FDA's issuance of a substantial equivalence determination does nlot
mean that FDA has made a determination that your device complies with other requirements
of the Act or any Federal statutes and regulations administered by other Federal agencies.
You must comply with all the Act's requirements, including, but not limited to: registration
and listing (21 CER Part 807); labeling (21 CFR Part 801); good manufiteturing practice
requirements as set forth in the quality systemns (QS) regulation (21 CTR Part 820); and if'
applicable, the electronic product radiation control provisions (Sections 53) 1-542 of the Act):
21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 51I0(k)
prenmarket notification. The FDA finding of substantial equivalence of your device to a
legally marketed predicate device results in a classification fUr y'our device and thus, permits
your device to proceed to the market.

If you desire specific advice forVyour device on our labeling regulation (21 CFR Part 801).,
please contact the Office of Complianc at (240) 276-01 20. Also. Please note the recutlation
entitled. "Misbranding by reference to piremarket notification" (21 CF R Part 807.97). You
may obtain other general in formation onl your responsibilities un1der the Act from the
1)ivision of Smnall Manufacturers. International and Con1Isumer Assistance at its toll- lice

Inumber(80 63)8-2041 or (301 ) 443-6597 or at its Internet address

Sincerely yours.

CIiU I sill in1 .Phi).
rDiiector
Div~ision of Anesthesiology. (.eneral I- lospitalI.

Infection C'ontrol and D~ental lDevices

Ofl-ice of' lDeViCe l~aLvlUatio

(eniter fbr Dev ices anld

Radiolocical I Icalib

II InC I 0 SLi ICi



Indications for Use

5 10(k) Number (if known): K053599

Device Name: Spacelabs Medical Multigas Analyzer Module 91518 and
Accessories

Indications lor Use: The Spacelabs Medical Multigas Analyzer Module 91518
(Module 91518) is intended to provide a means of monitoring a
variety of gas concentrations and to alert clinical personnel when
the concentration of anesthetic agent, oxygen, carbon dioxide or
nitrous oxide falls outside of user defined limits. The Module
91518 is capable of automatically identifying which anesthetic
agent(s) is being administcred.

The Module 9'1518 is intended to be used with, and is controlled
by, any Spacelabs Medical monitor, except the SLIjI100.

The Module 9 15 18 is intended for use monitoring all
hospitalized patients under the direction of qualified medical
personnel.

Although the Module 915 1 8 alarms when the duration bet%~ een
breaths exceeds user defined limits, it is not intended to be a
prmiary diagnostic apnea monitor and/or lecoldint (device.

Prescription Use X AN 1/OR Overl-[hc-C(ountel Usc

(Pail 21 CFR 801 Subparl D) (21 CI R 807 Subpari (

(PLEASE DO NOTF WRITE BELOW THIS LINF.-CONTINUE ON ANOTHER PAGEF IF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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