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Oximeter Sensor, (21 CFR 870.2700)

K101896, LNCS/M-LNCS Oximetry Sensors

The Masimo LNOP/M-LNCS/LNCS Multisite-L Oximetry
Sensors are pulse oximetry sensors. They measure tissue
oxygenation non-invasively through infrared emitters and
detectors. They are fully compatible for use with Masimo
SET and Masimo Rainbow SET instruments.

The Masimo LNOP/M-LNCS/LNCS Multisite-L Oximetry
Sensors are indicated for the continuous noninvasive
monitoring of functional oxygen saturation of arterial
hemoglohin {SpO,) and pulse rate (measured by an SpO;
sensor) for use with adult, pediatric, infant, and neonatal
patients during both no motion and motion conditions, and
for patients who are well or poorly perfused in hospitals,
hospital-type facilities, mobile, and home environments.
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Comparative The Masimo LNOP/M-LNCS/LNCS Multisite-L Oximetry

Analysis: Sensors are substantially equivalent to the predicate device
in the design, principles of operation, and performance. The
subject and predicate device operate on identical principles
of non-invasive optical assessment of tissue oxygenation
using emitters and detectors.

MASIMD CORFORATION
Forly Parker
lrving, CA 926818

Functional/Safety The following non-clinical testing was conducted to verify

Testing: that the Masimo LNOP/M-LNCS/LNCS Multisite-L Oximetry
Sensors met all design specifications: Ambient light
rejection, noise rejection, electrostatic discharge, voltage
breakdown, bend testing, off-patient detection, tape strip life
cycle, current transfer ratio, light piping, electrocautery noise
rejection, sensor skin temperature, moisture resistance and
cleaning, drop, storage and operating conditions, bend and
pull.

Conclusion: The Masimo LNOP/M-LNCS/LNCS Multisite-L Oximetry
Sensors are substantially equivalent to the predicate device.
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Dear Mr. Bhalant:

We have reviewed yvour Section 510(k) premarket notification ol intent lo market the device
referenced above and have determined the device is substantially equivalent (for the
indications for use stated i 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 reclassitied in accordance with the provisions of
the Federal Food, Drug, and Cosimetic 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,
labehing, and prohibitions against misbranding and adulteration. Please note: CDRH does
not evaluate information related to contract liability warranties. We remind vou, however,
that device-labeling must be truthful and not mislcading.

[f your device 1s classified (see above) into either class 1l (Special Controls) or class 11 -
(PMA), it may be subject to additional controls. Existing major regulations alffecting your

device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 8§98, In

addition, FDA may publish further announcements concerning your device in the Federal

Register.



Jage 2 — Mr. Bhalaaoi

Please be advised that FDAs issuance of a substantial equivalence determination does not
mean that FDA has made a detcrmination that vour device complies with other requirements
of the Act or any Federal statules and reguiations administered by other Federal agencies.
You must comply with all the Act's requirements, inctudimg, bul not limited to: registration
and listing (21 CER Part 807); labeling (21 CFR Part 801); medical device reporling
(reporting of medical device-related adverse events) (21 CIFR 803); good manulacturing
practice requirements as sct forth in the quality svstems {QS) regulation (21 CFR Part 820);
and i applicable, the electronic product radiation conwrol provisions (Scctions 331-542 of
the Act); 21 CFFR 1000-1030.

[f you desire specific advice [or your device on our labeling regulation (21 CFR Part 301),
please go to hip:/www fda.gov/AboutF DA/CentersOlMices/CDR/CDRHOfices

fuem 115809 hum for the Center tor Devices and Radiological Health's (CDRH's) Office of
Compliance. Also, please note the regulation entitled, "Misbranding by reference to
premarket notification” (21CFR Part 807.97). For questions regarding the reporting of
adverse events under the MDR regulation (21 CFR Part 803), please go Lo
hitp:/fwwaw fda. cov/Medical Devices/Safety /ReportaProblem /Adefault.hun for the CDRH's
Office of Surveiltance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on vour responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-{ree
number (800) 638-2041 or (301) 796-7100 or at its Internet address
hitp:/Awww. fda. govi/Medical Devices /ResourcesforYouw/Industry/default. htm.

Sincerely vours,

1/\\-/(/1\\—« /Efi -

Anthony D. Watson, B.S., M.S,, M.B AL
Director
Division of Anesthesiotogy, General Hospital,

Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



Appendix 2 - Indications for Use Statement

510(k) Number (if known):

Device Name: Masimo LNOP/M-LNCS/LNCS Multisite-L Oximetry Sensors

Indications for Use:

The Masimo LNOP/M-LNCS/LNCS Multisite-L Oximetry Sensors are
indicated for the continuous noninvasive monitoring of functional oxygen
saturation of arterial hemoglobin {SpO;) and pulse rate (measured by an
SpO, sensor) for use with adult, pediatric, infant, and neonatal patients
during both no motion and motion conditions, and for patients who are well
or poorly perfused in hospitals, hospital-type facilities, mobile, and home
environments.

PrescriptionUse __ X__ AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) - (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)
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(Division Sign-0ff)
Division of Anesthesiology, General Hospital

Infection Control, Dental Devices
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