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Trade Name Masimo SET® Rad 5 Pulse Oximeter
Masimo SET® Rad 5v Pulse Oximeter
Masimo SET® Rad-8 Pulse Oximeter
Masimo rainbow SET® Rad 57 Pulse CO-Oximeter
Masimo rainbow SET® Radical 7 Pulse CO-Oximeter
Masimo rainbow SET® Rad 87 Pulse CO-Oximeter
Masimo LNOP Oximetry Sensors
Masimo LNCS/M-LNCS Oximetry Sensors
Masimo LNOP/M-LNCS/LNCS Multisite-L Oximetry Sensors
Masimo LNOP/M-LNCS/LNCS Y-1 Oximetry Sensors
Masimo ReSposable SPO2 Series Oximetry Sensors

Common Name Pulse Oximeter and Oximeter Sensor

Regulation Number/Class 21 CFR 870.2700 / Class 11

Product Code DQA

Substantially
Equivalent Devices: Masimo SET Rad 5 Pulse Oximeter (K033296)

Masimo SET Rad 5v Pulse Oximeter (K0402 14)
Masimo SET Rad 8 Pulse Oximeter (K092838)
Masimo rainbow SET® Rad 57 Pulse CO-Oximeter (K080238)
Masimo rainbow SET® Radical 7 Pulse CO-Oximeter (K 110280
Masimo rainbow SET® Rad 87 Pulse CO-Oximeter (K09124 1)
Masimo LNOP Oximetry Sensors (KI 11888)
Masimo LNCS/M-LNCS Oximetry Sensors (K05 1212 and
K101896)
Masimo LNOP/M-LNCS/LNCS Multisite-L Oximetry Sensors
(KI 111888)
Masimo LNOP/M-LNCS/LNCS Y-I Oximetry Sensors (KO 12992)
Masimo ReSposable SP02 Series Oximetry Sensors (KI 111621)
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Description of the Device

Masimo SET® and Masimo rainbow SETO Pulse Oximeter instruments and sensors provide
noninvasive monitoring of arterial oxygen saturation (5p0 2) and pulse rate (PR). The Masimo
rainbow SET technology also provides noninvasive monitoring of carboxyhemoglobin saturation
(SpCO), methemoglobin saturation (SpMet), total hemoglobin concentration (g/dl Spl-b), and/or
respiration rate (RRa).

This 5 10(k) is being submitted to support modifications to the device labeling to incorporate the
results of clinical trials described in peer-reviewed publications regarding the use of Masimo
pulse oximeters and sensors intended to screen newborn patients for critical congenital heart
disease (CCHD). These modifications include the published newborn screening protocol for
CCHD recommended by a work group selected by SACHDNC, AAP, ACCE and AHA (the
"CCHD Workgroup"), 2 and instructions regarding proper use of the subject Masimo devices to
implement this protocol.

These labeling changes are being made in direct response to action taken by HHS in September
2011 adding pulse oximeter screening of newborns for CCHD to the Federal Recommended
Uniform Screening Panel (RUSP) Guidelines.' These.gu idel ines recommend use of devices that
a) are motion-tolerant, b) report functional oxygen saturation, c) have been validated in low
perfusion conditions; and d) have been cleared by the FDA for use in newborns, criteria that are
fully met by the subject Masimo devices.

Clinical Summary

In reaching their recommendations, the CCHD Workgroup relied upon two independent
prospective clinical studies finding ". ..sufficient evidence to begin screening for low blood
oxygen saturation through the use of pulse-oximetry monitoring to detect CCHD in well-infant
and intermediate carenusre.I

In both of these studies, the investigators selected the Masimo SET technology 3 and the Masimo

rainbow SET technology4 for newborn screening as follows:

" A prospective clinical study of 39,821 newborn subjects at 5 maternity centers in Sweden
using the Masimo Radical pulse oximeter.3 The Masimo Rad 5, Rad 5v and Rad 8
systems incorporate the same Masimo SET technology used in this study.

* A prospective clinical study of 20,055 newborn subjects at 6 maternity centers in the UK
using the Masimo Radical 7 pulse CO-Oximeter. The Masimo Rad 57 and Rad 87
systems incorporate the same Masimo rainbow SET technology used in this study.

Non-Clinical Summary

No non-clinical studies were required to support the proposed changes to the labeling regarding
the use of the Masimo SET and Masimo rainbow SET technologies to perform screening of
'newborn subjects for CCHD. The Masimo pulse oximeter devices comply with the requirements
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Dear Ms. Milbank:

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 mfisbranding and
adulteration. Please note: CDRI- does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthflul and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA), it
may be subject to 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 fuirther 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); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); 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 53 1-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://x-vw.fda.gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucm 15809.htm for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (2L1CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://ww w.fda.go-v/MedicalDevices/Safetv/ReportaProblem/default.htm for the CDRH's Office
of Surveillance and Biometrics/Divisioni of Postmarket Surveillance.

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) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforYoti[lndtistr/default.htm.

Division of Cardiovascular Devices
Office of Device Evaluation
Center for Devices and

Radiological Health
Enclosure



Indications for Use

5 10(k) Number: K 120657

Device Name: Masimo SET® Rad 5 Pulse Oximeter

Indications for Use:

The Masimo Rad 5 Pulse Oximeter is indicated for the continuous noninvasive monitoring of
functional oxygen saturation of arterial hemoglobin (Sp02) and pulse rate (measured by an SPO2
sensor). The Masimo Rad 5 Pulse Oximeter is indicated for use with adult, pediatric, 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.

Prescription Use X AN/ROver-The-Counter Use ___

(Part 21 CER 801 Subpart D) AN/R(21 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division SI A-Off)
Division of Cardiovscular Devices
510(k) Number kl



Indications for Use

510(k) Numiber: K 120657

Device Name: Masimo SET® Rad 5v Pulse Oximeter

Indications for Use:

The Masimo Rad 5v Pulse Oximeter is indicated for the non-continuous noninvasive monitoring

of functional oxygen saturation of arterial hemoglobin (SpO2) and pulse rate (measured by an

SPO2 sensor). The Masinio Rad 5v Pulse Oximeter is indicated for use with adult, pediatric, and

neonatal pati ents 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.

Prescription Use X AND/OR Over-The-Counter Use _ _

(Part 21 CFR 801 Subpart D) (21 CER 801 Subpart C)

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

Concurrence of CDR-, Office of Device Evaluation (ODE)

Division df Cardiovascular Devices
510OM)Number przo65



Indications for Use

5 10(k) Nunmher: K120657

Device Name: Masimo SET' gRad 8 Pulsc Oximeter

Indications for Use:

The Masimo Rad 8 Pulse Oximeter and accessories arc indicated for the continuous noninvasive

monitoring of functional oxygen saturation of arterial hemoglobin (SpO2) and pulse rate
(measured by an SPO2 sensor). The Masimo Rainbow Rad 8 Pulse Oximeter and accessories are-
indicated for use with adult, pediatric, 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.

Prescription Use X AN/ROver-The-Counter Use ___

(Part 21I CFR 801 Subpart D) AN/R(21 CER 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTH4ER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
Indications for Use

(Division On-Off
Division 6f Cardlovascuir Devices
51lopl)Number 7-0i 6,5:-



Indications for Use

5 1 0(k) Number: K 12065 7

Device Name: Masimo Rainbow SET® Rad 57 Pulse CO-Oximeter

Indications for Use:

The Masimo Rad 57 Pulse CO-Oximeter and accessories are indicated for the continuous
noninvasive monitoring of functional oxygen saturation of arterial hemoglobin (SpO2) and pulse

rate (measured by an SPO2 sensor) and total hemoglobin concentration (measured by an

SpCO/SpMet/SpHb sensor). The Masimo Rad 57 Pulse CO-Oximeter and accessories are

indicated for use with adult, pediatric, 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.

Prescription Use X AN/ROver-The-Counter Use ___

(Part 21 CFR 801 Subpart D) AN/R(21 CFR 80 1 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

;;Sii~fl o0f ardiovaGscuja, Devices
bI Uk) Number Mzi o 9h



Indications for Use

510(k) Number: K 120657

Device Name: Masimo rainbow SETO Radical 7 Pulse CO-Oximeter

Indications for Use:

The Masimo Radical 7 Pulse CO-Oxirneter and accessories are indicated for the continuous non-
invasive monitoring of functional oxygen saturation of arterial hemoglobin (SPO2), pulse rate,
carboxyhemoglobin saturation (SpCO), methemoglobin saturation (SpMeO), total hemoglobin
concentration (SpHb), and/or respiratory rate (RRa). The Masimo Radical 7 Pulse CO-Oximeter
and accessories are indicated for use with adult, pediatric, 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. In addition, the Masimo Radical 7 Pulse
CO-Oximeter and accessories are indicated to provide the continuous non-invasive monitoring
data obtained from the Masimo Radical 7 Pulse CO-Oximeter end accessories of functional
oxygen saturation of arterial hemoglobin (SpO2) and pulse rate to multi-parameter devices for
the display of those devices.

Prescription Use X AN/ROver-The-Counter Use ___

(Part 21 CER 801 Subpart D) AN/R(21 CFR 801 Subpart C)

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

Concurrence of CDRI-, Office of Device Evaluation (ODE)

p nCardiovascular Devkct ;
5 10(k) Number LrzO6E2



Indications for Use

510(k) Number: K120657

Device Name: Masimo Rainbow SET® Rad 87 Pulse CO-Oximeter

Indications for Use:

The Masimo Rad 87 Pulse CO-Oximeter an d accessories are indicated for the continuous

noninvasive monitoring of functional oxygen saturation of arterial hemoglobin (SpO 2), pulse

rate, carboxybemoglobin saturation (SpCO), metbemoglobin saturation (SpMet), total

hemoglobin concentration (SpHb), and/or respiratory rate (RR). The Masimo Rad 87 Pulse GO-.

Oximeter and accessories are indicated for use with adult, pediatric, 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.

Prescription Use X AN/ROver-The-Counter Use ___

(Part 21 CFR 801 Subpart D) AN/R(21 CFR 801 Subpart C)

(PLEASE Do NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IM NEEDED)

Concurrence of CDRII, Office of Device Evaluation (ODE)

Division of' ardiovasoular Devices
510(k) Number 7U h



Indications for Use

5 10(k) Number: K 120657

Device Name: Masimo LNOP Oximetry Sensors

Indications for Use:

The Masimo LNOP Oxitnetry Sensors are indicated for the continuous noninvasive monitoring
of functional oxygen saturation of arterial hemoglobin (SpO2) and pulse rate (measured by an
SPO2 sensor) for use with adult, pediatric, infant, and neonatal patients during both no motion
and motion conditions, and for patients who are wellI or poorly perfused in hospitals, hospital-
type facilities, mobile, and home environments.

Prescription Use X AN/ROver-The-Counter Use ___

(Part 21 CER 801 Subpart D) AN/R(21 CER 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

t ;cni -Off)inordOVOKp ior D



Indications for Use

5 1 0(k) Number: K 12065 7

Device Name: Masimo LNCS/M-LNCS Oximetry Sensors

Indications for Use:

The Masimo LNCS/M-LNCS Oximetry Sensors are indicated for the continuous noninvasive
monitoring of functional oxygen saturation of arterial hemoglobin (SpO2) and pulse rate
(measured by an SPO2 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 perfrsed in
hospitals, hospital-type facilities, mobile, and home environments.

Prescription Use X AN/ROver-The-Counter Use ___

(Part 21 CFR 801 Subpart D) AN/R(21 CER 80 1 Subpart C)

(PLEASE DO NOT WRITE BELOW TI-S LINE-CONTINUE ON ANOTHER PAGE IF NEEDED).

Concurrence of CDRH, Office of Device Evaluation (ODE)

o ardiovascular Devices
tIO0(k) Number 42-e(5



Indications for Use

510(k) Number: K 120657

Device Name: Masimo LNOP/M-LNCSILNCS 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

(SPO2) and pulse rate (measured by an SP02 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.

Prescription Use X AN/ROver-The-Counter Use ____

(Pant 21 CFR 801 Subpart D) AN/R(21 CER 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTIUE ON ANOTHER PAGE if NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

dJlvI. on.SI -Off)
Division of ardiovascuijr Devices

510(k) Number /(t6 7



Indications for Use

5 10(k) Number: K120657.

Device Name: Masimo LNOP/M-LNCS/LNCS V-I Oximetry Sensors

Indications for Use:

The Masimto LNOP/M-LNCS/LNCS V-I Oximetry Sensors are indicated for the continuous
noninvasive monitoring of functional oxygen saturation of arterial hemoglobin (SpO2) and pulse
rate (measured by an SPO2 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.

Prescription Use X AN/ROver-The-Counter Use ____

(Pail 21 CER 801 Subpart D) AN/R(21 CER 801 Subpart C)

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

Concurrence of CD RH, Office of Device Evaluation (ODE)

nCardiovaSCUla, Devices
b U0K) Number 14-t2- C )



Indications for Use

S5I0(k) Number: K 120657

Device Name: Masimo ReSposable SPO2 Series Oximetry Sensors

Indications for Use:

The Masimo ReSposable SPO2 Series Oxiimetry Sensors are indicated for the continuous

noninvasive monitoring of functional oxygen saturation of arterial hemoglobin (SpO2) and pulse

rate (measured by an SP02 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.

Prescription Use X AN/ROver-The-Counter Use ___

(Part 21 CFR 801 Subpart D) AN/R(21 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Division of CardovaspuirCvie
510(OM Number (Cf 12"[2 6(9


