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Instructions for the Professional

Overview
The Sleep Strip is a novel low-cost device designed to help
physicians screen patients for sleep apnea syndrome (SAS)
reliably and conveniently. To fully exploit the advantages this
innovative device offers, it is helpful to know and understand
it’s inner workings and technology.

A “one-channel sleep lab”
The SleepStrip is, in fact, a “one-channel sleep lab” comprising
signal detection, acquisition, analysis and display in one easy-
to-use disposable package. The flow signals are derived from
three thermistors (respiration airflow temperature sensors) similar
to those used in standard sleep-lab sensors. These sensors are
located under the three blue dots on the nose and mouth prongs.
The signal is processed ten times each second by SleepStrip’s
internal microprocessor (CPU). The CPU tracks the signal
continuously, calculating average amplitude of normal respiration
cycles, peak-to-peak amplitude for each consecutive breath
cycle, and other parameters of the respiration pattern.
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An apnea event is counted when respiration amplitude drops to
under 12% of the average for more than 10 seconds. A hypopnea
event is counted if respiration amplitude drops to less than 50%,
but more than 12%, of the average for more than 10 seconds.
Respiratory events (apneas and hypopneas) are counted for the
duration of the study. These values were selected for maximum
correlation with polysomnographic results.

After a study is complete, the apnea and hypopnea counts are
used to calculate the final test score, which is readable on the
display half an hour after the study has ended.

The SleepStrip’s intended use is for screening purposes only. It
should be used on patients who are considered high risk for SAS
and require additional information for diagnosis.  If the indication
of the SleepStrip is positive, together with additional indications
and risk factors such as obesity, hypertension, heavy snoring,
and/or a family history of SAS, patients can then be referred for
further evaluation.

Please visit our web site at
www.slp-med.com

for more information and updates

Manufactured by:

S.L.P. Ltd.
P.O.Box 14014,
Tel-Aviv, 61140, Israel
Tel:  +972 3 5371281
Fax: +972 3 5371282
E-mail: info@slp-med.com
www.slp-med.com
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Distributed by:

US and international patents apply

EU regulatory agent:

Medes Limited
9 Beaumont Hill, Radlett
Herts WD7 7AR
London, England
Tel/Fax: +44 19238 59810



Patient setup
Instruct the patient to read through the instructions and follow
them closely before using SleepStrip. The SleepStrip should be
applied at bedtime. The device is activated by first rubbing the
display area with the alcohol prep pad provided, and then firmly
attaching the green sticker on the display area as described in
the instructions to the patient.

A small red light will turn on (located on the left side underneath
the oval-shaped white cover) thus indicating proper placement of
the sticker. The SleepStrip is then affixed on the face under the
nose. Within a few seconds, the red light turns off and then will
blink each time the patient exhales. During this time the SleepStrip
“learns” the normal respiration pattern of the patient, assuming
he or she is still awake. Instruct the patient to apply the SleepStrip
on his face immediately after activation.

Approximately 20 minutes after activation, the blinking stops, and
the device switches to study mode and begins counting respiratory
events. This delay is designed to allow to patient to fall asleep
before the study begins.

In the morning, approximately three minutes after the patient
wakes up and removes the SleepStrip from his or her face, or
automatically eight and a half hours after activation time (while
the SleepStrip is still on the face), the red light will turn on again
to mark the end of the study. The display will be readable half an
hour later, and the green sticker must not be removed until then.
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Reading the SleepStrip display
The display consists of a single digit, which appears in black
against the bright silver color of the background.

The final score represents five possible test outcomes based on
sleep apnea severity level:

Peel the green sticker off the SleepStrip to read the display as
soon as possible after the study, but not less than half an
hour after the study has terminated. Once the green sticker
is removed the display is readable indefinitely.

Read number (0, 1, 2, or 3) to establish test outcome (as shown
below). An E on the display indicates the SleepStrip was removed
less than four hours after commencing the sleep study (not
including the first 20 minutes set-up time), which is not sufficient
for accurate outcome. The study must be repeated.

If necessary, place the orange Strip Reader card over the display
area to make reading easier.

The display is permanent and the SleepStrip can be kept as the
hard copy record of the test.

If no number or letter can be seen on the display, a technical
malfunction is suspected. The study must be repeated, but the
SleepStrip will be replaced under warranty.

No apnea
comparable to a sleep lab AHI of less than 15

Mild
comparable to a sleep lab AHI between 15 and 24

Moderate
comparable to a sleep lab AHI between 25 and 39

Severe
comparable to a sleep lab AHI of more than 40

Error
Error in measurement

          Precautions and miscellaneous

 Touching the display with your fingers may cause the red light
   to turn on momentarily. This is not a problem, and the device
   can still be used.

 The patient must leave the green sticker in place in the morning.

 The SleepStrip should be stored in a cool dry place until it is
   ready to be used. The laminated bag should not be opened
   unnecessarily.

 Review with the patient the correct way to fold the nose
   sensors forward, so they do not enter the nostrils.

 Make sure the patient knows to remove the sensor in the
  morning, but to leave the green sticker in place.

 If the SleepStrip’s red light does not flash with respiration when
   it is activated, advise the patient to try and reposition it on the
   face, so that the sensors are in the airflows from the nostrils
   and mouth.

 Patients who are suffering from a cold, congested nose or any
   other respiratory tract illness should not use the SleepStrip.

 Should the patient develop anything more than a mild skin rash
   or reaction at the site of attachment, instruct him or her to
   consult a dermatologist.
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Electronics
Indicator light

Sensors for nasal flow

Permanent electrochemical display Sensor for oral flow Miniature 3V lithium battery



<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /None
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Error
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJDFFile false
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /ColorConversionStrategy /LeaveColorUnchanged
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /SyntheticBoldness 1.00
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveEPSInfo true
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth -1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth -1
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile ()
  /PDFXOutputCondition ()
  /PDFXRegistryName (http://www.color.org)
  /PDFXTrapped /Unknown

  /Description <<
    /ENU (Use these settings to create PDF documents with higher image resolution for high quality pre-press printing. The PDF documents can be opened with Acrobat and Reader 5.0 and later. These settings require font embedding.)
    /JPN <FEFF3053306e8a2d5b9a306f30019ad889e350cf5ea6753b50cf3092542b308030d730ea30d730ec30b9537052377528306e00200050004400460020658766f830924f5c62103059308b3068304d306b4f7f75283057307e305930023053306e8a2d5b9a30674f5c62103057305f00200050004400460020658766f8306f0020004100630072006f0062006100740020304a30883073002000520065006100640065007200200035002e003000204ee5964d30678868793a3067304d307e305930023053306e8a2d5b9a306b306f30d530a930f330c8306e57cb30818fbc307f304c5fc59808306730593002>
    /FRA <>
    /DEU <>
    /PTB <>
    /DAN <>
    /NLD <>
    /ESP <>
    /SUO <>
    /ITA <>
    /NOR <>
    /SVE <>






    /TUR <>
    /HEB <>
  >>
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


