Specializing in the treatment of diseases
of the ear, nose, throat and sinus

PILLAR PROCEDURE
PATIENT INFORMATION SHEET
AND INFORMED CONSENT

Introduction

The PILLAR® PROCEDURE is designed to reduce airway obstruction, a leading cause of sleep apnea, which occurs when
breathing temporarily stops during sleep, and to reduce the instability in the soft palate tissue that can cause snoring.

The PILLAR PROCEDURE combines the use of three tiny inserts that are placed in your soft palate, the back portion of the
roof of your mouth. The inserts support and stiffen the palate. This supporting and stiffening of the soft palate should last as
long as the inserts are in place.

The Food and Drug Administration (FDA) regulates the manufacture and use of The PILLAR PROCEDURE in the US. The
PILLAR PROCEDURE has been reviewed and cleared by the FDA for both obstructive sleep apnea and disruptive snoring.

This Patient Consent Form generally describes the PILLAR PROCEDURE and outlines certain risks and possible benefits.
Before electing to undergo the PILLAR PROCEDURE, you must discuss the potential risks, complications, and post-
procedure recovery with your physician. You are encouraged to ask questions at any time about the PILLAR PROCEDURE
or about any statements made in this form.

What Causes Sleep Apnea and Snoring?

The noisy sounds of snoring occur when the airflow through the passages at

the back of the mouth and throat causes instability in the soft palate tissue.

The instability then causes these tissues to vibrate, which results in snoring

sounds. Studies estimate that the soft palate contributes, entirely or in part, to

90% of all snoring. ~-

As throat muscles relax during sleep, unsupported tissues in the back of the

Soft palate Nesal cavi
mouth (soft palate) and throat (pharynx) may collapse reducing the size of or ° Pa%’ e =3

blocking the airway. Airflow through the passages at the back of the mouth Uvula &
and throat create instability in soft palate tissue, causing these tissues to { -
vibrate. This vibration results in the snoring sound. Pharynx N

(airway)

In the case of sleep apnea, the airway is blocked when the palate collapses and
blocks the airway during sleep. This can occur hundreds of times during the i
night. S

Treatment Overview

After first numbing the area with a local anesthetic, your physician will place
three tiny inserts in your soft palate using a specially designed Delivery Tool.
The inserts are made of a braided polyester material that has been used for
many years in implantable medical products.



After the inserts are placed, they should be invisible in the soft palate.
Some Individuals Require Treatments in Addition to the PILLAR PROCEDURE

The PILLAR PROCEDURE is effective in reducing airway obstruction caused by instability in the soft palate tissues. In
addition to the palate, tongue size, enlarged tonsils, a large uvula (the soft tissue structure that hangs from the back of your
mouth), and/or nasal obstruction can all contribute to obstructive sleep apnea (OSA) and snoring. Your physician will
examine your airway to determine if other obstructions, in addition to the palate, contribute to your condition. If necessary,
your physician will develop a plan to perform additional procedures to address these obstructions.

Post-Procedure Expectations

The procedure usually causes minimal discomfort and recovery time is short for most patients. Most patients resume a
normal diet and activities the same day.

Pain and swelling are usually minimal. Most patients use only an over-the-counter pain reliever to treat discomfort. Over
time, the inserts create a stiffening response in the tissue, which further supports the soft palate.

Possible Benefits

In most cases, patients soon report a noticeable reduction in snoring. In clinical studies, apnea and hypopnea events/hours of
sleep, daytime sleepiness, and snoring were significantly reduced in patients with mild to moderate sleep apnea.

Potential Complications

Use of the PILLAR PROCEDURE involves potential risks including, but not limited to, those listed below. For more
information about the following potential complications, please ask your physician:

¢ Difficulty swallowing

*  Erosion of Implant

*  Gastro-intestinal obstruction

¢ Implant aspiration

* Implant rejection

¢ Implant migration

* Infection

*  Mucosal edema

¢ Partial/full extrusion of Implant
e Sore or scratchy throat

*  Voice/taste change

¢ Allergic reaction to Implant material

Other Considerations
Even after treatment, you may have the same symptoms you are having now.
Because the PILLAR PROCEDURE is a relatively new procedure, the long-term effects and consequences of the procedure
have not been fully determined.
CONSENT FOR THE PILLAR PROCEDURE
1. Thave read this Patient Consent Form in its entirety.
I have discussed it with my physician and have been given the opportunity to ask questions. All of the questions that
I have asked have been answered to my satisfaction. I understand how the PILLAR PROCEDURE is performed and

acknowledge its potential complications and risks.
3. Tunderstand that:



a. The U.S. Food and Drug Administration (FDA) regulates the manufacture and use of the PILLAR
PROCEDURE for mild to moderate sleep apnea and snoring.

Alternative therapy and/or treatments to the PILLAR PROCEDURE include:

CPAP: (Continuous Positive Airway Pressure) A tight-fitting mask is placed over the nose and air — under
pressure — is pushed into your airway while you sleep;

LAUP: (Laser-Assisted Uvulopharyngoplasty) A surgical procedure surgery to remove tissue from the back
of the throat using a laser knife;

UPPP: (Uvulopalatopharyngoplasty): A surgical procedure that involves the removal of soft palate tissue,
the uvula and/or tonsils to open the airway; and

RF Ablation (Radiofrequency): Thermal heat is applied to the palate to create scarring, which should stiffen
the palate.

b. The results of the PILLAR PROCEDURE cannot always be predicted. The safety and efficacy of the PILLAR
PROCEDURE cannot be guaranteed. I may still need to pursue additional sleep apnea treatment options.

c¢. The PILLAR PROCEDURE is not risk-free. Potential complications, as described in this consent form, are
possible.

d. My decision to undergo the PILLAR PROCEDURE is voluntary. I understand that, I may withdraw my consent
at any time prior to the procedure.

I consent to undergo the PILLAR PROCEDURE:

Patient Signature / Date / Time

Patient Printed Name

Witness Signature / Date / Time

Witness Printed Name

Physician Signature / Date / Time

Physician Printed Name

© 2005 Restore Medical Incorporated. Pillar and Restore Medical are registered trademarks of Restore Medical, Inc. All rights reserved. Printed in the USA. LRF-150 1/05




<<
  /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
  /DetectCurves 0.0000
  /ColorConversionStrategy /CMYK
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness true
  /PreserveHalftoneInfo false
  /PreserveOPIComments true
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /ColorImageMinResolution 300
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth -1
  /ColorImageMinDownsampleDepth 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
  /CropGrayImages true
  /GrayImageMinResolution 300
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth -1
  /GrayImageMinDownsampleDepth 2
  /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
  /CropMonoImages true
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /None
  ]
  /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 ()
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /Description <<
    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e9ad88d2891cf76845370524d53705237300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc9ad854c18cea76845370524d5370523786557406300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /DAN <>
    /DEU <>
    /ESP <>
    /FRA <>
    /ITA <>
    /JPN <FEFF9ad854c18cea306a30d730ea30d730ec30b951fa529b7528002000410064006f0062006500200050004400460020658766f8306e4f5c6210306b4f7f75283057307e305930023053306e8a2d5b9a30674f5c62103055308c305f0020005000440046002030d530a130a430eb306f3001004100630072006f0062006100740020304a30883073002000410064006f00620065002000520065006100640065007200200035002e003000204ee5964d3067958b304f30533068304c3067304d307e305930023053306e8a2d5b9a306b306f30d530a930f330c8306e57cb30818fbc307f304c5fc59808306730593002>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020ace0d488c9c80020c2dcd5d80020c778c1c4c5d00020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken die zijn geoptimaliseerd voor prepress-afdrukken van hoge kwaliteit. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)
    /NOR <>
    /PTB <>
    /SUO <>
    /SVE <>
    /ENU (Use these settings to create Adobe PDF documents best suited for high-quality prepress printing.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)
  >>
  /Namespace [
    (Adobe)
    (Common)
    (1.0)
  ]
  /OtherNamespaces [
    <<
      /AsReaderSpreads false
      /CropImagesToFrames true
      /ErrorControl /WarnAndContinue
      /FlattenerIgnoreSpreadOverrides false
      /IncludeGuidesGrids false
      /IncludeNonPrinting false
      /IncludeSlug false
      /Namespace [
        (Adobe)
        (InDesign)
        (4.0)
      ]
      /OmitPlacedBitmaps false
      /OmitPlacedEPS false
      /OmitPlacedPDF false
      /SimulateOverprint /Legacy
    >>
    <<
      /AddBleedMarks false
      /AddColorBars false
      /AddCropMarks false
      /AddPageInfo false
      /AddRegMarks false
      /ConvertColors /ConvertToCMYK
      /DestinationProfileName ()
      /DestinationProfileSelector /DocumentCMYK
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /MediumResolution
      >>
      /FormElements false
      /GenerateStructure false
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles false
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /DocumentCMYK
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /UseDocumentProfile
      /UseDocumentBleed false
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


