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Medication Fact Sheet

Generic Name: Infliximab

Trade Name: Remicade®

What is Remicade and how does it work?

Remicade® is a protein that blocks the action of a substance in your

child’s body called tumor necrosis factor (TNF).

TNF is made by certain blood cells and too much TNF increases

inflammation.

Remicade® does not cure pediatric Crohn’s disease or ulcerative colitis,

but may reduce inflammation and symptoms and bring on remission in

children who have had an inadequate response to conventional therapy.

Your child’s immune system and Remicade®

Remicade® can lower your child’s ability to fight infections.

Taking Remicade® can make your child more prone to getting infections

or it can make infections he or she already has worse.

Let your child’s healthcare provider know right away if you think they may

have an infection.

What are the side effects of Remicade®?

Serious Side effects include:

Serious infections – Some patients have died from these infections.

They include tuberculosis, and infections caused by viruses, fungi or

bacteria that have spread throughout the body.

Let your child’s healthcare provider know if your child shows signs of

infection such as fever, fatigue, cough or flu like symptoms.
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Allergic Reactions – Some children have had severe allergic reactions to

Remicade®.  These reactions can happen while your child is getting a

Remicade® infusion or shortly afterwards.

Symptoms may include hives, difficulty breathing, chest pain and high or

low blood pressure.  Your child’s doctor may decide to stop Remicade®

treatment and give a medicine to treat the reaction.

Some children have had reactions 3 to 12 days after a treatment.

The symptoms may include

• fever

• rash

• headache

• muscle or joint pain

Call your child’s healthcare provider right away if he or she develops

these or any other unusual symptoms.

Nervous system disorders – There have been rare cases where children

taking Remicade® or other TNF blockers have developed disorders that

affected their nervous system.

Symptoms may include visual changes, weakness in arms and or legs, and

numbness or tingling in any part of the body.

Call your child’s healthcare provider right away if he or she develops

these or any other unusual symptoms.

Cancer – In clinical studies, more cancers were seen in patients who took

Remicade and other medicines that block TNF than in patients who did

not receive these treatments.

There have been reports of hepatosplenic T-cell lymphoma in six Crohn’s

disease patients ranging in age from age 12 to 31 years treated.

Five of these reports were in children between 12 and 19 years of age and

all had received either azathioprine or 6-Mercaptopurine along with

Remicade®.  Five of the six patients died as a result of their lymphoma.

In those patients for whom the duration of Remicade® use was reported,

exposure ranged from one to two infusions of Remicade to approximately

four years of maintenance therapy.

Liver Injury – There have been rare cases of liver problems.

Symptoms may include, jaundice (skin and eyes turning yellow), dark

brown colored urine, right sided abdominal pain, fever and severe
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fatigue.  Contact your child’s healthcare provider immediately if he or she

develops any of these symptoms.

Blood problems – In some patients the body may fail to produce enough

of the blood cells that help your child’s to fight infections or help their

body to stop bleeding.  Some of the patients have died from this failure to

produce blood cells.  If your child develops a fever that doesn’t go away,

bruise or bleed very easily or look very pale, call the doctor right away.

Lupus-like symptoms – Some patients have developed symptoms that

can resemble a disease called lupus.  Lupus-like symptoms may include

chest discomfort or pain that doesn’t go away, shortness of breath, joint

pain, or a rash on the cheeks or arms that gets worse in the sun.

Contact your child’s healthcare provider if he or she develops any of

these symptoms.

Common side effects of Remicade

• upper respiratory infections

• sinus infections

• sore throat

• coughing

• stomach pain

Who should not take Remicade?

Your child should not take Remicade if he or she has:

• had an allergic reaction previously to Remicade or any other

product made with murine (mouse) proteins

• any kind of infection, open cut or sore.  Minor infections should be

discussed with your child’s healthcare provider

• had tuberculosis, or if your child has recently been with anyone who

might have TB

• lived or visited an area of the country where an infection called

histoplasmosis or coccidioidomycocis (an infection caused by a

fungus that affects the lung) is common

• had a condition that affects the nervous system, like multiple

sclerosis, or Guillain-Barre syndrome, or if your child experiences any

numbness, or tingling, or has had a seizure

• recently received a live vaccine
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How will Remicade® be given to my child?

Remicade® is given intravenously by a healthcare professional.

Your child will need to have a tuberculosis test prior to receiving the first

dose of Remicade and once a year after.



<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /All
  /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 /Warning
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJDFFile false
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.0000
  /ColorConversionStrategy /LeaveColorUnchanged
  /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 false
  /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 <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000500044004600206587686353ef901a8fc7684c976262535370673a548c002000700072006f006f00660065007200208fdb884c9ad88d2891cf62535370300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef653ef5728684c9762537088686a5f548c002000700072006f006f00660065007200204e0a73725f979ad854c18cea7684521753706548679c300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /DAN <>
    /DEU <>
    /ESP <>
    /FRA <>
    /ITA <>
    /JPN <>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020b370c2a4d06cd0d10020d504b9b0d1300020bc0f0020ad50c815ae30c5d0c11c0020ace0d488c9c8b85c0020c778c1c4d560002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken voor kwaliteitsafdrukken op desktopprinters en proofers. 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 for quality printing on desktop printers and proofers.  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 /NoConversion
      /DestinationProfileName ()
      /DestinationProfileSelector /NA
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /MediumResolution
      >>
      /FormElements false
      /GenerateStructure true
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles true
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /NA
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /LeaveUntagged
      /UseDocumentBleed false
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice




