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OCT 1 3 2005

Preinarket Notification 510(k) Summary
As required by section 807.92

Datex-Ohmeda S/5$tM Nellcor Compatible Saturation Module, E-NSAT
and accessories

GENPERAI ( OMPANY INFORMATION as reqiuired by 807.92{a}(1)

('OMPANY N \AMI :,ADDRESSS 'PI;OJNE/FAN

OE Ilealthcate
86 Pilgrim Road
N eedham. MA 0249' [:SA
IJ1 \l 449-80S$

tx7Si-43 I344

NAME 0F ( ON iAC:I

Mi Joel Kent

DA-TE I
Y cptcnhcl 2 , 00(1,

C \ N XAI il4 tc.ucd h '7. LU{_

I IZAD[ N\XAII

Ilatex Ohmcda :l5 TM Nellcm (Oiilllhp]]C SHaiiitioI' MOdIleC. I-NS/VI and 3CCCsOlics

('OMMON NAMYEI1:

Piulse ( )xillict

(I ASII( A\ ION NAME:

I lie b.ollon"ls class ifiation! ppears1 tabe.

Produclt (ode C(lassfictihon Na!i3c (']"R Section

I)Q", Oxinlicte 870.2700

DPZ I al ()ximltei "70 2710

NAME : SE lEAllY MARKEI EL DFII('I. FOR WIHICH A (lAIM O1; SIBSIAN IIAI

\QI\ :.\iEN(iE IS MADE as reqtmcd by S' 92([a)(3

Ihc I)ae -OlctOhmcda S 5' M Ncdcoi ( 0MipaItile Sqatliatioil MIdulC, E-NSA I is stibstantially
CL'LlIilltIii in saIIit} and etfctcicess I, tie legal/v malkcted (prcdicate) I)atcx-Ohlleda M'I NSAT

Miodulc (K020479)
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DI CE'['I I)LESC' IPTION as iCcqted by 80702 (43@)

I'Ie Datex-Ohnla I >
I' I II E-NS~A l m ICile is a sngle-wVidt ph plItI-i lI IIetCe module htr a

[iatex-Ohlimeda S 5 modular mcnitoritie system. I-NSA I is used Io tilonitor in aL-teIial oxygen
satLilation of hospitaliz¢/d patietis.
Thec Datex-Ohtneda Nellcor Compntiblc Saturation Module, IL-NSAI can be used x\ Jith the
following Datex Obmcda modular monitors:

* S/5 TCn Anesthesia M o ntto( ( CM) with man soci ,,aui S-S ID94(A) or S ARK94(A) or

newer· S;5rn' C'ompact Anesthesia Monisol (CAM) v, ih main S-STD94(A) IL 5; ARK94(A) or
IIC\¥0I

* S;5 ['" (C ritical C(ae Monitor ((CM) with main sorftware S-ICU97(A) or newelr
* S 5 T1 Compact Ciit eal ('te Mc oi toit (CC('M) ith ma in sof aite S-I ( 97(A) oI

nfewer.~
TIhe F-NSAT modtLlI provides conutnus non- i /asive measurement of the pulse rate and oxygen
satulafion Visual and auditmy ala r mgs alec gicn / tot llo,, s pul tne and hieghlow, saturation
\alucs Ihlie user can adjust the alarm limnits
Ihc E-NSAI module is designed usilmtehe Nellcoi pulse oxinlety techlinology the real-time pulse
oximetry signal is displayed \ ithoul aTny scale Ihe calculated SpO 2 value and pulse rate can be
sheo\\t in a sejparate ortld. or beside the pulse oximtCtiy sigtaal. Fhe paranletet-s can be
ttinded andtlile tientds can lie printed with the Recorder module mi the moitilttir or with a separate
laser printer.
The aecessoties ate all new fhr l'-NSA L. fhe accessories are ila ti the Ctuled aid tested by Nelleo'

Puritan lientnct Inc. aitd distibtuted by (IE -lcaltlhcarc.

IN I *)lI, 11 aruird } W S07:aLj

lnicnided Use:
Ihe )atex-Oh/l.'da '51t Nellcor (Compatible Saturation Module. IF-NSAI is intended for ttse

t\lil the I)atex-Ohmeda oiioldtiia, ietlulipal allnter patient tIIIolttors or monitot rie arterial oxygen
satutation of hospitalized patients.

IndicaLion fkor usc
The [I)alex-)htmlleda , 5.

'r Nellcol (Colipalihlc Sa~itiratiot Module, I1 NSA' I , aitd accessories ate

tindicated fbr iniotlit IIIug arterial oxv'cn satuLatiotI of hospitalized patIeCnts lhIe IC(ice is itIdicaIted

or use by cqualiftied medical pelsonnel eonly

SUM .MA RY OF I'.CIINOCLGIC(AL CIlARA('I ERITICS OF DEV[ICE COMPARED I' THE
PREDICAT 1A I 1\;IIC as cquitcd hy 8072("a}iL6)

ITe I)alex-Ohnmcda 5" IM Nellcor Compatible Saturation Module, F-NSAT is substaitnia ly
equi valent in sat ty and effectiveness t. tcie legally marketed (predicate) Datex-Ohteda M NSAT
Module (K0 204'9t)
*IIhe F-NSAT module hIs the Ibllo gin simifar ities compated to the predicate M-NSAT
(K020479)

* Identical intended ttse atid indicatiotis lbo use

Use the same opertitllng plinciple
The Sallie fuindamelnlital scietititic lechtliolog
(aill bhe tseed \with the samlle pulse cOixitlty -specific mioltitolr so{i\alic I l aI the Sallie

user InIterl ee a1t t1/e ionitor}
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I *Ehe C ustomeri and paramneter specificationis arc the same
II Hiave the Sam[le sa fit-v and effect i\ ec li S

* Alc titanufactured using thm sat lie processesI

'Thle main dif fer ences bct\sveen the newx E-NSA I and thec predicate M-NSA I ( K020479) is
pn mar ilv due to kOct that the Jnex E-NS)A modu0(leI has the lollow~ing changes

* New color, Shape. anid size and tints~ differill" mchailnics
I hie pont panlTC and labln Itite\ clanged
I *lCt Nellcor OE.\PLCOXI~l PleOitu eCtroln icumeasuellietit board w\ith sot tai-c, prov ided

lby Nellcor Puritan Rennet Inc has citanped fior NIlP404 to MP 10 IOU Tit MP] 00 is anl
enhanced version oft the MP4)4. :unl has becit previously cleared wxith the Sandman

E~xpress (Kt)401 I131.
*The fDatex-Ohmclda lInterface hoard conncctinsz, the mecasurement hoard to the moito

have beeni revised to accommodate thie changes to the electronic meaisurclement board

I Elie E -N SAT connector cod itt, cit ftbs to all(W Uise oftlI heIccessrie spec ~iWtIEd by

Nelleor or thie NI P 1 00 board
'I lhe a ecesso rtes (provided bv Nell cor havie Changed

Based onl the analysis and otheri loCe1ntetttatiot1 incIluded inl thIis 510(k) notificationl and

attachments it is ex-idettt that the mai't tcatuies and indications for use oifthe Datcx-Ohmeda S/5Tx1
Nell c o Co mpatiliIc Sattiration Modue ttIE N SAT1 aic subhstantially equix a lent to t Ie predicate
IDatcx-Olminied M-NSAT Modutle ( KO04-9)

SE~ MMAZY OF NONCILINI('A I TEST[ING I )R *FlE DF) VI(CE and CONCLUISIONS as rcAiircd by

S07 921lb.1kU3j

Ihei D)ate~x -OhIned a 5;1 NeIe]orI CompIaIitibl ISMMa trtttio M odtI Ie. I-NSA I tiid azccessori es

hasir bceen assessed aeailst thte standai-d, belo%. I[le device has bcit totoroclvk tested tht-ough
\adicatoion Lind verificattloti tspccificatiotit.

* (CM >4(11. lDRECl~ I YE 93/42iEITC of 14 .ulto 99(3 coticeloiot\ meldicall dev ices

FDAI)W)IND PC\ Rcvxier Guidance lir Premarket Noti lication Submtissionis, November 1Q93

* IF( 0060 I1:19]88 I Anmdt. 1:1991 Aindt : ~I 9Q3 (Part I : Gjeneral requlirementso for safety)

F N 60601-l l990i AI:1993 f Al",:19(96 A2:1995 (identical to ILE('60601-1:1988f Aindt,

I1:1991 Antcdt. 2:1 (993)

* (AN(SA ( '22 ~2 No. 601 , I -M9t SI: 99(4 I((anarlian dev iations to I FC 0060 1-1:1 988

Amdt.I 1:1991)I I S2:1 (98 (-IF( Anidt 2: 1 995)

* CI. 2 60 1-I -October 24. 1 997 (U.S. deviations to EI 0060 1-1:1 988 A ildt. 1:199 1 .cAmdt.

2:1993)

* IFEQ 60001)1 -2I:)001 lcroantccrtptblt ReqUiretiteutIS and tests)

* I1W 60)01)-1-4:2000 (Programmable medfical sstemis

* ISO 9919(1994)1 Pulse oximleters formdclue aeyrrp rmit

* EN 86 (1997) Pulse oxmelers - Particu~la ICEquirements

* AAMI ES 1-1993 (Sate current limits liar electromedicztl apparatus)

* IA \ODEF (ilitdcance or Content of 'irmarkei Submission lor Sofmicvr Contained inl Medical
LDcvices. (May II., 20t)5

lIeI soullniary adbove shious hat, the Diatex* Ohuieda S 3'll Neilcor (uitpatiblc Satoration Module.
F-NSAlI is subhstantially er1 uiv~alCltt Inl saftyt and lle C~etivNeSS to the legally miarketed prdcae
Dnftex-Oluredla NM NSA F Module (K0t)4 79f.



' DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration

DC] 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/5Tm Nellcor Compatible Saturation

Module, E-NSAT and accessories
Regulation Number: 21 CFR 870.2700
Regulation Name: Oximeter
Regulatory Class: IL
Product Code: DQA, DPZ
Dated: September 29, 2005
Received: October 3, 2005

Dear Mr. Kent:

We have reviewed your Section 5 10(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 11 (Special Controls) or class III

(P'MA), 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 described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a
legally marketed predicate device results in a classification for your device and thus, permits
your device to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801),
please contact the Office of Compliance at (240) 276-0120. Also, please note the regulation

entitled, "Misbranding by reference to premarket notification" (21CFR Part 807.97). You
may obtain other general information on your responsibilities under the Act from the

Division of Small Manufacturers, International and Consumer Assistance at its toll-free
number (800) 638-2041 or (301) 443-6597 or at its Internet address
http://www.fda.gov/cdrh/industrv/support/index.html.

Sincerely yours,

(:~Ciu ~inPh.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"m Nellcor Compatible Saturation Module,

E-NSAT and accessories.

Indications for use:

The Datex-Ohmeda S/5 Tm Nellcor 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 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)

Page - of

Division of AnestheIiol~gY Cieneral Hospital,
Infection Control Dental Devices

51 0(k) Number:V p~ 7¶


