Satur ation Recor ded Dur ing Rub bing Motion
Masimo SET accurately tracks the desaturation and resaturation,
while the Oxismart product misses the hypoxemic event.
This study was performed on adult volunteers.

Data courtesy of Steven Barker Ph.D., M.D., Professorand Chairman ,
Department of Anesthesiology, Univer sity of Arizona
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the PrOOT is in the
performance

Prove it to yourself — take Masimo SET pulse oximetry to your
toughest patients and perform a confirming CO-Oximeter ABG.
If the Masimo SET pulse oximeter measurement is further from
the CO-Oximeter measurement than any other non-Masimo SET

pulse oximeter, we will reimburse the cost of your test.*™
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Signal Extraction Pulse Oximetry
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Masimo Cor por ation ReceiVves FDA Clear ancé
for perf ormance claims pur ing Motion and Low perfusion
Al patients , from Neonates to Adults

Masimo SET Becomes the only pulse oximetr Y Technolod y Cleal ed by the FDA
i i ow perfusion conditions

\rvine, CA, June 9, 1999 - Masimo Corporat'\on announoed fhat it has today recei\led clearance from the
i 1o include

oximetry
. addition Masimo SET was
also cleared for accuracy spec'\ﬁcaﬂons under these conditions- No other pulse oximetry technology can

d pulse rate. WS widely

and P

stan (o) isk of respiratory distress:
pespite it prom'\se, ulse oximetry nas been p\agued py itS inability 1© rermnain accurate and reliable during
paﬂent motion of when the pat'\er\ts pulse is weak (low perfus'\or\). The result has peen & igh rate of

alarms and failures: which reduces the usefulness of pulse oximetry when monitoring critically ill patients:

Masimo Corporation nas created signal Extraction pulse oximetry for the express purpose of sotving these
prob\ems. Masimo's propr’\etary signal process'\ng and sensor technolody: Masimo oET, isthe only pulse
yimetry technolody i n clinicalty pro e un ditio! i fusion.
To dal ere ha' 16 depend \t, pee clinical st di publi ned N P! estigious )ouma\
which M 2l xhipits far er d failures &9
or zero oU ), ile reliabd 1t true This imMmpPr vement 15 due mo SET'S
ability 10 ccurately M nder difficult conditions
This is ON€ asSuU are ready © adopt M fhe new Pe ormance
dard ¥ pulse O metry.” st& jani, Pre ident Cchi ecu Mas

Corporatio wve had any P ol udi m \eading clinical arc! like D treven parker,

r. Ml Hay, P christy P Kevin Tr mp wing M ul
\W\e have erous nts D \inict o SET ility U 0 never N d ,V\i\’\\ch
has result d in their ity pet e jr patien OW, FDA for & uracy
during Mo sion on all pa Jations. OYf licensee e offer’ is
worldwide: e real D cficiaries ill i\ tients. ud of wh ¢ our 1€ il shed.”

Masimo Cor oration iS & pr'\\/ate\y—he\d medical technolody company that designsS: develops and licenses
~rtanced med'\ca\ signal prooess'\ng and sensor techr\o\ogy for the non'\n\/as'\ve mon\tor'\ng of vital
L mters. Masimo has created afundammta\\y unigue method t© measure arterial
L eienn Signal Extraction pulse oximetry is the only technolody
. .. arfusion and is designed for accuracy duringd

~emn has licensed its signal Extraction

Sectlom 3 — Indi
]n i-‘}l.l.ﬂi I'}l' [rﬂl.‘l

k490166

S10(k) Nummbar (I knanm):

Devles Nama

Masi
Lndicatians For Use: SET*® 2000 Fulse Qi
e Scries of Semsors
and Cabiag

eI Ly ]
Emgter
and acoesyarics s fndi o s
m-?l-ﬁl\':“mi 5

DEYESD saluration
Cheienater of mteial
“_d - mm-
e o o vl pafii and
sensee}. The Masis

&' fugctione]

comlitiaad, ard fan L @ iadien
wel] or pearty porfizal and neanatzl
in ben patients daring
b, rospial e fuctliion o, ad haons sevire
] mﬁ"ﬁﬂ;ﬂ-
o}

JML“HW
: : 2000 Pulse
--'E_
- 1
e - s



O Magino St

accuracy specification

Parameter No Motion and Low PerfusionD
Normal Perfusion
Saturation (70% to 100% SpOo)
Adults and Pediatrics 2 digits 2 digits 3 digits
Neonates 3 digits 3 digits 3 digits
Pulse Rate (25-240 bpm) The facts about
Adults, Pediatrics and Neonates 3 digits 3 digits 5 digits

Masimo SET:

Low Perfusion Performance: >0.02% Pulse Amplitude and % Transmission > 5 %

The only pulse

low perfusion study oximetry technology

L ATV clinically proven
SpO, System UMoS] oxismart N-200 _ _
accurate during motion
Drop Out Rate 0.8% 9.9% 17.8% and low perfusion

True Hypoxemias Missed 0% 33.3% 33.3% _ o

Virtually eliminates
Source: Barker SJ, Novak S, Morgan S. The Performance of Three Pulse Oximeters During
Low Perfusion in Vol unteers. Anesthesiology 1997;87(3A):A409. false alarms

motion study
More reliable in

LA .
SpO, System UMhoSEl. oxismarr n-200 detecting true alarms
relse Alarme 0% 36% 30% Continuous monitoring
True Hypoxemias Missed 0% 16% 1% (no freezing or

alarm management)

Source: Barker SJ, Shah NK. The Effects of Motion on the Performance of Pulse Oximeters
in Volunteers. Anesthesiology 1997;86(1):101-108.

NICU true alarm reliability study

' ]
SpO, System \IMASIMOSH. OXISMART N-200
True Hypoxemias Missed 1% 8% 8%
True Bradycardias Missed 7% 69% 31%

Source: Bohnhorst B, Peter CS, Poets CF. Pulse Oximeters' Reliability in detecting Hypoxemia and Bradycardia:
Comparison between Nellcor N-200, N-3000 and Masimo SET . Pediatric Pulmonology. 1998;26:444.
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Data reflects results of clinical studies performed on NICU infants .

Reassurance that the Patient is Safe

OXISMART XL
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Often imitated, never replicated

In 1989, Masimo invented Signal Extraction Pulse Oximetry, which enabled
the use of adaptive filter technology to extract the arterial signal from noise.
In 1998, Masimo unveiled this breakthrough technology to the world. And in
June 1999, Masimo SET became the first and only technology to receive FDA
dearance for accuracy during motion and low perfusion conditions on all patients.

Prior to the introduction of Masimo SET, pulse oximeters could only be relied
upon for accurate measurement during ideal conditions. Today, after 5 years
of clinical research, over 20 published clinical studies have shown that
Masimo SET reliably and continuously tracks changes in oxygen saturation
and pulse rate, giving you accurate monitoring when you need it most.

Over the past two years, approximately 40% of the world’s pulse oximetry
suppliers have adopted Masimo SET as their pulse oximetry solution.

Already, more than twenty patient monitors are available from leading
patient monitoring companies with Masimo SET pulse oximetry. Prove
it to yourself, take Masimo SET pulse oximetry to your toughest patients.

'
v ITESING
1-877-4A-MASIMO « www.masimo.com

* CO-Oximeter test must be performed on a calibrated CO-Oximeter with four or more wavelengths (e.g.,
IL 482 or Radiometer OSM3). Certain other rules and restrictions apply. Contact Masimo for more details.
OFor test protocols contact Masimo Corporation.

© 1999 Masimo Corporation. Masimo, SET and ¥ are federally registered trademarks of Masimo Corporation.
OXISMART XL and N-200 are trademarks of Nellcor Puritan Bennett.




