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Premarket Notification 510(k) Summary
As required by section 807.92
Datex-Ohmeda S/57 Nellcor Compatible Saturation Module, E-NSAT
and accessories

GENERAL COMPANY INFORMATION as required by 807.92(a)(1)

COMPANY NAME/ADDRESSTHONEFAN:

(G Healthcare

80 Pilgrim Road

Needham, MA 02497 USA

Fel: 781-449-8068°

Fax: TRI-433-1344
NAME OF CONTACT,

Mr. Joel Kent

DATE:

Septemtbor 282005

DENTCT NAME g reguired by 507 97 2)
TRADE NAMI:

Datex-Ohmeda S3™ Nelleor Compatible Sataration Module, E-NSAT and aceessories
COMMON NAME:

Puise Oximeter

CLASSITCATION NAML:

The following Class 1 classification appears applicable;

Product Code  Classification Name (IR Section
[YOA Oxneter 870.2700
Pz Far Oximeter 870.2710

NAME OF LEGALLY MARKETED DEVICE FOR WHICH A CLAIM OF SUBSTANTIAL
EQUIVALINCE IS MADE as required by 807 92(a))

The Datex-Ohmeda 5 3™ Nelleor Compatible Saturation Module, F-NSAT i substantially
cauvalent i safety and effectiveness o the legally marketed (predicate) ratex-Ohmeda M NSAT
Maodule (K0O204793
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DEVICE DESCRIPTION as required by 807.92(a)(4)

The Datex-Ohimeda 573™ E-NSAT maodule 1s a single-width plug-in parameter module for a
Datex-Ohmede § 5 modular menitoring svstem. E-NSAT 15 used for monitoring arterial oxygen
satiration of hospitalized patients.
The Datex-Ohmeda Nelleor Compatible Saturaton Module, E-NSAT can be used with the
following Datex-Ohmeda modular mouttors:
e S/ Anesthesia Monitor (AM) with main software S-STDY4(A) or S ARKS4(A) or
NewWer
o S5 Compact Anesthesia Monitor (CAMY with main S-STD94{A) or S ARK94{A) or
newer
o ST Crtical Care Monitor (COM) with main software S-1CU97{A) or newer.
o 5T Compact {nitical Care Monitor (CCCM) with mam software S-ICU9T(A) or
newer.
The E-NSAT module provides continuous non-invasive measurement ol the pulse rate and oxygen
saturalion. Visual and auditory alarms are given tor higlvlow pulse rate and higlvlow saturation
values. The user can adjust the alarm himts.
The E-NSAT module is destgned using the Nelleor pulse oximerry technology. The real-time pulse
oximetry signal s displayed without any scale. The caleulated SpO2 value and pulse rate can be
shown ina separate numberficld, or beside the pulse oximetry signal. The parameters can be
trended and the trends can be prnted with the Recorder module in the monitor or with a separate
laser printer.
The accessories are ail new for E-NSAT. The accessories are manufactured and tested by Nellcor
Puritan Bennet Ine. and disributed by (F Healtheare,

INTENDED LSt as required hy SO7.92(a)(3)

[ntended Lse:

The Datex-Ohmceda 55™ Nedleor Compatble Satwration Module, E-NSAT iy intended for use
with the Datex-Obmeda modutar maltpaameter paticnt montiors for monitering arterial oxygen
saturation of hospralized patients.

Tdicaton for use

The Datex-Olimeda 5 37 Nelleor Campatible Saturation Module, B-NSAT, and aceessories are
mdicated for montoring atterial oxveen saturation ol hospitalized patients. The deviee 1s indicated
for use by qualificd medical personnel only.

CTERITICS OF DEVICE COMPAREDR 16 THE

10)

PREDICATE DIEVICE as required by 807.92(a

The Datex-Ohmeda $73™ Nelicor Compatible Saturation Madule, E-NSAT s substantially
equivalent in satety and effectiveness to the legally marketed (predicate) Dalex-Ohmeda M NSAT
Maodule (K020479),
The E-NSAT module has the following similarues compared to the predicate M-NSAT
(KO20479):

¢ Idenucal intended use and indicalions for use

o LUise the same operating principle

o The same fundamental scientitic lechnelogy

o Can be used with the same petse oximetry -specific monitor software. { Have the same

user interface at the momtorn)
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e The Customer and parameler specifications are the same
o Have the same safety and effectiv encss
e Are manufactured using the sume processes

The main differences between the new E-N3AT and the predicate M-NSAT (KO20479) is
primarily due to fact that the new E-NSAT module has the fellowing changes:
«  New color shape, and size and thus differing mechanics
e The front pancl and labeling have changed
o The Nellcor OEM Pulse Oxumetrs clectronic measurement board swith software, provided
by Neteor Puritan Bennet Ine has changed from MP404 10 MP 100, The MP100 is an
enhanced version of the MP2O4. and has been previously cleared with the Sandiman
Express (KO40113).
¢ The Datex-Ohmeda Interface bourd connecting the measurement hoard to the monitor
have been revised W accommadate the changes to the electrome measurement board
e The E-NSAT connector coding differs to allow use of the accessories specified by
NeHeor for the MPTOO board
o The accessories (provided by Nelleor) have changed

Based on the analysis and other documentation included i this 310(k) notification and
attachments it is evident that the mam teatures and indications for vse of the Datex-Ohmeda 5/5™
Nelleor Compatible Saturation Module, E-NSAT are substantially equivalent to the predicate
Datex-Ohmeda M-NSAT Module (KO20470),

SUMMARY OF NONCLINICAL TESTING FOR TUE DEVICE and CONCLUSIONS as required by
SO7. 920 13)

The Dates-Ohmeda S:3™ Nelleor Compatible Saturation Module, E-NSAT and accessories
has been assessed against the standards below. The deviee has been thoroughly tested through
validauon and verilicaton of specifications

e COUNCIL DIRECTIVE 93427E1C of T4 Tune 1993 concerning medical deviees

o FDADCRND Reviewer Guidanee for Premarket Notilication Subnussions, November 1993

o TECO0OOT-1:1988 + Amde 1:1991 - Amdr 2:1995 (Part 1 General requirements for satety)

e ENGOG0I-1:1990+ AL:1993 + A13:1996 + A2:1995 (identical o FECO0601-1:1988 + Amdt
11991 + Amdt 2:1993)

o CANSUSA 222 No 601 1-MS0 ¢+ S1:1994 (Canachian deviations to IEC 6060 1-1:1988 +
Amde 11991) + S21998 (=IEC Amdl 2:1995)

e U1 2601-1. October 24, 1997 (U5, deviatons to [EC 60001-1:1988 + Amdt. 1:1991+ Amdt.
21995}

e IEC6060-1-2:2001 {Elecromagnetic compatibility - Reguirements and tests)

o 1ECO0001-1-4:2000 (Programmable medical systems)

e IS0 9919 (1994) Pulse oximeters for medical use - salety requircments

e BN 865 (1997} Pulse oximeters - Particular requirements

e AAMIES1-1993 (Sate current hints Lor electromedical apparatus)

+  FDA-ODE Guidanee for Content of Premarket Submission for Software Contamed in Medical
Devices. (May 11, 2005}

CONCLUSION;
The semmary above shows that the Datex: Ohmeda $75™ NeHeor Compatible Saturation Module,

L-NSAT s substantially equivalent insafety and effecthiveness to the legally marketed (predicate)
Datex-Olimeda M NSAT Module {K020479),
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. Food and Drug Administration
OCT 1 3 2005 9200 Corporate Boulevard
Rockville MD 20850

Mr. Joel Kent

Manager, Quality and Regulatory Affairs
GE Healthcare

86 Pilgrim Road

Needham, Massachusetts 02492

Re: K052755
Trade/Device Name: Datex-Ohmeda S/5™ Nellcor Compatible Saturation
Module, E-NSAT and accessories
Regulation Number: 21 CFR 870.2700
Regulation Name: Oximeter
Regulatory Class: II
Product Code: DQA, DPZ
Dated: September 29, 2005
Received: October 3, 2005

Dear Mr. Kent:

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

If your device is classified (see above) into either class II {Special Controls) or class 111
(PMA), it may be subject to such additional controls. Existing major regulations affecting
your device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In
addition, FDA may publish further announcements concerning your device in the Federal

Register.
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Please be advised that FDA’s issuance of a substantial equivalence determination does not
mean that FDA has made a determination that your device complies with other requirements
of the Act or any Federal statutes and regulations administered by other Federal agencies.
You must comply with all the Act’s requirements, including, but not limited to: registration
and listing (21 CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice
requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820); and if
applicable, the electronic product radiation control provisions (Sections 531-542 of the Act);
21 CFR 1000-1050.

This letter will allow you to begin marketing your device as desctibed in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a
legally marketed predicate device results in a classification for your device and thus, permits
your device to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CI'R Part 801),
please contact the Office of Compliance at (240) 276-0120. Also, please note the regulation
entitled, "Misbranding by reference to premarket notification” (21CFR Part 807.97). You
may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free
number (800) 638-2041 or (301) 443-6597 or at its Internet address
http://www.fda.gov/cdrh/industry/support/index.html.

Sincerely yours,

Chiu Lin, Ph.D.
Director
Division of Anesthesiology, General Hospital,
Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure



Indications for Use

510(k) Number (if known):

Device Name: Datex-Ohmeda S/5™ Nellcor Compatible Saturation Module,

E-NSAT and accessofries.

Indications for use:

The Datex-Ohmeda S/5™ Nelicor Compatible Saturation Module, E-
NSAT, and accessories are indicated for monitoring arterial oxygen saturation
of hospitalized patients.- The device is indicated for use by qualified medical

personnel only.

Prescription Use X : AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Division of Anesthesiclogy, General Hospital,
Infection Control, Dental Devices
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