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510(k) Suimmary KU t{

This summary of 510(k) safety and effectiveness information is

submitted in accordance with the requirements of the Safe Medical
Devices Act of 1990 and 21 C.F.R. §807.92.

1. The submitter of this premarket notification is:

Dr. Jens-Peter Seher
Philips Medixin Systeme Boeblingen GmbH

Hewlett-Packard-Str. 2
D-71034 Boeblingen, Germany

Tel: ±-i49 7031 463-2086 Fax: ++49 7031 463-2442
e-mail: jens-peter.seher@philips.com

This summary was prepared on February 11, 2011.

2. The names of the devices are:

For the modified devices:
Trade Name: Philips MP4O, MP5O, MP6O, MPYO, MPSO, MP9O, and

MX800 IntelliVue Patient Monitor
Common Name: Multiparameter Patient Monitor

and

Trade Name: Philips IntelliBridge EC10 and EC5 ID Module
Common Name: interface Module

and

For the new device:
Trade name: Philips IntelliVue TcG1O Measurement Module
Common name: tcpCO2/tcpo2 measurement Module
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Classification names are as follows:

Device Panel Classification ProCode Description
Cardiovascular §7.1451 DG Computer, Diagnostic, Pre-

Dev.135,ceDX Programmed, Single-Function

§870206, II DRQ Amplifier and Signal
§B70206, II DRQ Conditioner, Transducer Signal

Cable, Transducer and

§870.2900, I DSA Electrode, inc. Patient
Connector

Anesthesiology §868.2480, 11 LKD Monitor, Carbon Dioxide,

Devices Cutaneous

§868.500, 1 KLK Monit or, Oxygen, Cutaneous, for
§868250, II KLK Infant not under Gas Anesthesia

IMonitor, Oxygen, Cutaneous, for

$868.2500, 1I LPP Use ~other than for Infant not
_______ ndr G as Anesthesia

3. The modified Philips M240, MB5O, MPGO, M270, MPSO, MP9O, and MX800

IntelliVue Patient Monitors are substantially equivalent to the
previously cleared Philips intelliVue Patient Monitors marketed
pursuant to K013199, K032858, K040304, [K041235, [(050762, [K053522,
[K062392, [K71426, [K081793, [K082633, [K083517, [K091927, [K100939,
[101449 and [K102562.

The modified Philips IntelliBridge EC10 and EC5 ID modules are
substantially equivalent to the previously cleared Philips
IntelliBridge EClO and 5 ID modules marketed pursuant to

[(0824 83.

The new Philips IntelliVue TcGl0 Measurement Module is

substantially equivalent to the previously cleared TCM CombiM
Monitoring System marketed pursuant to [(093154 and in particular
to the TCM CombiM Measurement Module which is the measurement unit
of the TCM CombiM Monitoring System.

4. Description of the devices
The modified Philips MP40, MP50, MP6O, M270, MP8O, MP9O, and MX800
IntelliVue Patient Monitors are a flexible and modular monitoring
solution optimized for the surgical, cardiac, general medical and
neonatal care environments. The monitors can be connected to the
Philips Multi-Measurement Module (MMS) family with its extensions
and to the IntelliVue family plug-in measurement modules. The
monitors can also be connected to the IntelliVue anesthetic gas
modules and to the new Intellivue TcGl0 Measurement Module.

The modified Philips IntelliBridge EC10 and ECS ID modules build
an external medical device solution to collect data from external
devices at the bedside providing the data to patient monitors, and
patient monitoring networks. The modified EC1O and EC5 ID modules

support the interface of the IntelliVue patient monitors with the

new IntellVue TcGlO Measurement Module.
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The new InteliVue TeGlO Measurement Module is a device for the

continuous and noninvasive measurement of the transcutaneous
partial pressures of blood gas carbon' dioxide (pC02) and oxygen
(p02) of patients from all pediatric subgroups and of adult
patients not under gas anesthesia in hospital environment.
The transcutaneous measurement of pC02 and p02 makes use of the
fact that carbon dioxide and oxygen gases are able to diffuse
through body tissue and skin and can be detected by a sensor
placed at the skin surface. By warming up this sensor, a local
hyperemia is induced, which increases the supply of arterial blood

to the dermal capillary bed below the sensor. The transcutaneous
blood gas values (tcpCO2 and tcpo2) have to be interpreted
primarily as the blood gas partial pressures prevailing at the
level of the arterialized skin tissue. In general, this value
correlates well with the corresponding arterial blood gas partial
pressure.

5. Indications for Use

IntelliVue MP4O, MP5O, MP6Q, MP7O, MESO, MP90 and MXBOO and
Intellisridge ECIO and £05 IC Module:
Indicated for use by health care professionals whenever there is

a need for monitoring the physiological parameters of patients.

IntelliVue TcGlO Measurement Module:
Indicated for use by health care professionals whenever there is
a need to support the continuous and noninvasive monitoring of
transcutaneous partial pressures of blood gas carbon dioxide and
oxygen of patients not under gas anesthesia.

6. Technological characteristics
The modified and new devices have the same substantial

technological characteristics, such as fundamental design, user
interface, materials, energy source, and measurement technology,
as the legally marketed predicate devices.

The modification of the Philips MP4O, MP5O, MP6O, MP7O, M28O,
MP9O, and MX8OO IntelliVue Patient Monitors is solely limited to
software changes which are necessary to interface the patient
monitors to the new IntelliVue TcC1O Measurement Module via the
Intellieridge EC10 and £05 ID Module.

The modifications of the IntelliBridge £010 and £05 ID Module are
solely limited to software changes.
The software change for the E010 is necessary due to the

communication between the new IntelliVue Tc~lO Measurement Module
and the patient monitors:
The modification for the £05 ID is necessary to add specific
device identifiers for the new IntelliVue ToGlO Measurement
Module.
The fundamental communication and identification procedures are
not changed.
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The new IntelliVue TcG1O Measure ment Module Uses the identical
functional measurement and calibration module as the predicate
device. The interface software to external devices has been
modified to the general RS232 protocol and an internal power
supply has been added. With this software modification and this
internal power supply the IntelliVue TcG10 Measurement Module is
able to operate independent of the predicate host system but now
interfaced to the IntelliVue monitor family. The new IntelliVue
TcG1O Measurement Module uses the identical Radiometer tc Sensor
84 and the identical medical accessories, which come into contact

with the patient skin, as the predicate device.

7. Brief discussion of non-clinical performance tests
The determination of substantial equivalence of the performance of

the cutaneous carbon dioxide (pcCO2) and oxygen (pcO2) measurement
of the new IntelliVue TcGlO Measurement Module interfaced to the
modified IntelliVue patient monitors via the* modified
IntelliBridge EC10 and EC5 ID Modules was based on bench

performance testing in accordance to the special controls guidance

document "Class II Special Controls Guidance Document: Cutaneous
Carbon Dioxide (pcCO2) and Oxygen (pcO2) Monitors; Guidance. for
Industry and FDA", document issued on December 13, 2002.

The bench performance testing has demonstrated that the system
consisting of modified MP40, MPSO, MPEG, MP7O, MPSO, MP9O, and
MXBOO IntelliVue Patient Monitors, modified IntelliBridge EC10 and

EC5 ID Module and new IntelliVue TcGlO Measurement Module has
performed within specifications, which have been substantial
equivalent to those of the predicate device.

8. Brief discussion of clinical performance tests
Clinical data are not required in accordance to the special
controls guidance document "Class II Special Controls Guidance
Document: Cutaneous Carbon Dioxide (PcCO2) and Oxygen (PcO2)
Monitors; Guidance for Industry and FDA", document issued on

December 13, 2002, to lEd 60601-2-23:1999, and to IEC 60601-3-
1:1996.
A clinical evaluation was conducted including literature review
and clinical acceptance studies with experienced nursing and
physican staff.

9. Conclusion nonclinical performance - clinical evaluation tests
The demonstration that the system consisting of the modified
Philips MP4O, MPSO, M260, MP7O, MP8O, MP9O, and MXSOO IntelliVue
Patient Monitors, the modified Intellisridge EC10 and EC5 ID
Module, and the new IntelliVue TcGiO Measurement module is as
safe, as effective, and performs as the predicate devices has been

demonstrated by non-clinical performance and clinical evaluation
tests
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10. Summary and Conclusion
verification and validation testing activities were conducted
to establish the safety, performance, functionality, and
reliability characteristics of the modified and news devices
with respect to the predicate devices.
V&V testing were executed including electromagnetic
compatibility testing, safety and performance testing,

environmental testing, regression testing and testing from the
hazard analysis. Pass/Pail criteria were based on the

specifications cleared for the predicate devices.

The results demonstrate that the modified Philips MP4O, MP5C,

MP6O, MP70, MPSO, MP9O, and MX80Q IntelliVue Patient Monitors,
the modified IntelliBridge EC10 and EC5 ID Module, and the new
IntelliVue TcGTO Measurement Module are as safe and as

effective and perform as the predicate devices.

The modified and the new devices are substantially equivalent

in intended use and fundamental technological characteristics

compared to the appropriate predicate devices. The modified and

new devices introduce no new questions concerning the safety or

efficacy and are, therefore, substantially equivalent to the

predicate devices.
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Dr. ln-ee ee
Sr'. Re -LIIato rv A FfMirs En tginc
Philips NIcdli An Sysieme Bob Ilingen Gm bH,
H-ewvlett-P'ackardi - Str.*
3o blin ccl
GerianV 1) 71034 cFP 3

Re: K 1104 74
Trade/Dc vice Namc: Phi lips N,11'40, !\1150, NI l1160. Nd1['70, NlP80. N\'l1)90, and N',IXSOO

lIntelihVue PatMint Mn'1itors. Philips ntelli13rid''C FC 10 and FGS 11) N'lodle.C Philips
Intelli\'uc TaG 10 NdcIasurIcIIent N'lodUle

R'C'.ukltion Number 2t CFR 868.2480
Re-u lat ion Name: CutaneCous Garbo n Diox id I(cCO2) Ndon itor
RC."LIlatorY Class: 11
ProdctLC! Code: LKI). Kit, Ll1p
Dated: September 23, 20 11
Received: September 28, 2011

Dear Dr. Pleter Scher:

We have rev'iewed y'our Section S510(1k) premarket notifIication o fintent to market the device
reterenced above and have determined the device is substantially equivalent (for the inrd ications
For1 Lis stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce pr ior to tMay 28, 1 976, the enactment date oF the Nccdical Dev'ice Amend ments, or to
devices that have been reel assi fied in accordance wit i e provisions oF the Federal lood, Drug,
and Cosmetic Act (Act) that do riot requrire approval oF a preriarket approval application (PiMA).
You may, there Fore, market the device, subject to the general controlIs provisions of the Act. The
general controls pro\visions of the Act include reqluirements For anItral registration, listingc oF
(e\'iCes 11ood iMian~ftr FaciiWri practice, labeling, arid prohiibitions against m isbrandinri arid
adItCratron01. P lease note: CD RI-I does riot evaluate i f'o rmatiori related to contract liability
warran U s. \We rem1i rid y'ou. however, that device labelingc IiuSt be trthtlFuLl andI not miisleadirng.

If our device is classified (see above) into either class It (Special Controls) or class Ill (PN',IA), it
1max be Subject to additional controls. Existing riajor regulations affectirig your device can be
found in) the Code of Federal RegtrUlatioris. Title 21, Parts 800 to 898. In1 addition, FDA may
pu~bli.sh FtrrtierI a,111rirlemerits concerningo your device in the Federal Register.
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'lease be advised that FDA's issuac oW stibstantial ecjui\'alene determination does not mean
that FDA\ has nudec a deterination Ouri 'our device complies with other reqirements of the Act
or il an Federal stattutes and regulations MAdmneCcl byv other Federal ancies. Yoti must
comply with all the Act's reqirementals. Including, bull not limited to: registration and listing (2 1
CFR Parn 807); labeling (2 1 CFR Parn 801): medical device reporting (reporing of medical
devi ce-related ad verse even is) (21I C FR 803); good mantifuhmring practice req lui rrents ais set1
for-th Inl the qluality s'steiMs (QS) rea tiion (21 CFR Part 820); and I applicable, the electronic
product radiation control prvisions (Sections 531-042 of te /\ct); 21 CFR 1000-1050.

If you desire specific advice for y'our deice On otir labelingl regulation (21 CFI( Part 801), please
go to hup o A// mw f. ov/A bo Lit F DA/Cen tersO Vftices/C ) R i-/C [I) RI1-l0 ffiCes/urn Il1I15809. him for
the Center- for Devices and Radiolo gicalI I-I alis (CDRI-is) Off 1ice of Comipliance. Also, please
note the regthi n entlitled, ''NisbrAdng by relrce to pmarvker notilication" (21 CFR Part
807.97). For questions regarding the repo rti ng£ of adverse evenits under the IDR (regulationl (2 I
C F Part 803), ple ase go to hit:/ww. fda.go v/i cui cal Devi ces/S a et/eq tal P rob I wi
/delhult.htrn for the CDRF-i's Office of urveilance and lBiomectrics/Di vision of lPostmarkei
Sutirveilla nce.

YU may obtain other general infoirmation on youtr responsvibilites ulnder the Act fromi the
Divison of Small Niwnantleters. International anld Con1stiner Assistance at its roll-fiee number
(800) 638-2041 or (301) 796-7100 or ait its Internet address

Sincerely Yourrs,

Anthony D. Watson. B.S., Ni. S., M.B3.A.
Director
Division of Anesthesiology, General H-ospital,

hi ection Control and Dental Devices
Offic Of Devi cc EvAaluationl
Center- for Devices and

Rad i 01ogi cal I-leait h

En closuLire



Indications for Use

510 Mk Number (if known):1(tq7

Device Names:
- Philips MP4O, MP5O, MPGO, MP7O, MPSO, MP9O, and MX800

IntelliVue Patient Monitors
- Philips IntelliBridge EC10 and EC5 ID Module
- Philips IntelliVue TcG1O Measurement Module

Indications for Use:

IntelliVue MP40, MP50, MP6O, MP7O, MP'8O, MP90 and DCCBOO and
IntelliBridge EC10 and ECS IC Module:
Indicated for use by health care professionals whenever there is a
need for monitoring the physiological parameters of patients.

IntelliVue TcG31O Measurement Module:
Indicated for use by health care professionals whenever there is a
need to support the continuous and noninvasive monitoring of
transcutaneous partial pressures of blood gas carbon dioxide and
oxygen of patients not under gas anesthesia.

Prescription Use _X N/ROver-The-Counter Use
(Part 21 CER 801 Subpart D)(2 F80SuprQ

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

OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Oft)
Division of Anesthesiology, General Hospital
infection Control, Dental Devices
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