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Xgeva® (denosumab) injection J0897       
When requesting Xgeva® (denosumab), the individual requiring treatment must be 
diagnosed with one of the following FDA-approved or approved off-label compendial 
requirements and meet the specific coverage guidelines and applicable safety criteria 
for the covered indications. 
 
FDA-approved indications1,2 

 
• Prevention of skeletal-related events in individuals with bone metastases from solid 

tumors 
• Treatment of adults and skeletally mature adolescents with giant cell tumor of bone 

that is unresectable or where surgical resection is likely to result in severe morbidity 
• Treatment of hypercalcemia of malignancy refractory to bisphosphonate therapy 

 
Approved Off-label Compendial uses3 

 
• Breast cancer: for prevention of skeletal-related events in an individual with bone 

metastases and an expected survival  of ≥ 3 months 
• Prostate cancer: for prevention of skeletal-related events in men with castration-

recurrent disease who have bone metastases 
• Giant cell tumor of bone:  

 As a single agent or combined with interferon alfa or radiation therapy for 
localized disease 

 As a single agent for metastatic disease 
• To reduce the risk of fractures and improve bone mineral density in postmenopausal 

women with breast cancer receiving adjuvant endocrine therapy 
 
Coverage Guidelines 
For all indications, the individual meets the following safety criteria for approval: 
• The individual has a serum calcium or corrected calcium greater than the lower limit 

of normal per laboratory reference.1 
• If the individual is a female of childbearing potential, pregnancy has been ruled out.1 
 
The individual meets all of the following criteria for approval: 

• The individual has one of the following diagnoses: 
 Bone metastases from a solid tumor1 

o If the primary cancer diagnosis is breast cancer, then the individual 
must have an expected survival of 3 months or greater.3 

o If the primary cancer diagnosis is prostate cancer, then the individual 
must have castration recurrent disease (ie, disease no longer 
responsive to androgen deprivation therapy).3 

o The primary cancer diagnosis is not multiple myeloma or other non-
solid (hematologic) tumor1 
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 Giant cell tumor of bone 
o Xgeva® (denosumab) is being used in an adult or skeletally mature 

adolescent in one of the following clinical scenarios: 
• As a single agent or combined with interferon alfa or radiation 

therapy for localized disease3 
• As a single agent for metastatic disease3 

 Hypercalcemia of malignancy1 
o The individual has tried and had an inadequate response to 

intravenous bisphosphonate therapy.1 
 To reduce the risk of fractures and improve bone mineral density in 

postmenopausal (natural or induced) individuals with breast cancer3 
o The individual is at high risk for fracture, defined as: 

• Baseline bone mineral density (BMD) T-score by DXA less than 
or equal to -2.54 

• History of an osteoporotic (fragility) fracture4 
• Baseline BMD T-score by DXA between -1 and -2.5 if the 

FRAX® 10-year fracture probability for major osteoporotic 
fracture is ≥ 20% or the 10-year probability of hip fracture is ≥ 
3%4 

o The patient is receiving adjuvant endocrine therapy3 
 
Approval duration: 12 months 
 

Additional Information for Prescribers1 
 

Our prescribers are alerted to the following safety concerns as educational 
points/reminders: 
• Osteonecrosis of the jaw can occur in individuals receiving Xgeva®(denosumab).  An 

oral examination should be performed prior to starting Xgeva®(denosumab).  
Symptoms should be monitored and invasive dental procedures avoided during 
Xgeva®(denosumab) treatment. 

• Atypical femoral fracture has been reported with Xgeva®(denosumab).  Individuals 
with thigh or groin pain should be evaluated to rule out a femoral fracture. 

• Individuals with increasing renal dysfunction, most commonly with severe 
dysfunction (CrCl < 30 mL/min or receiving dialysis), and with inadequate/no calcium 
supplementation, are at increased risk of hypocalcemia. 

• Xgeva® (denosumab)can cause severe symptomatic hypocalcemia, andfatal cases 
have been reported. Correct hypocalcemia prior to initiating therapy. Monitor calcium 
levels during therapy, especially in the firstweeks of initiating therapy, and 
adequately supplement all individuals withcalcium and vitamin D. 

 
 
 
 
 
 



V1.0.2017- Effective 6/1/2017                           © 2017 eviCore healthcare. All rights reserved. Page 3 
 

Xg
ev

a®
 (d

en
os

um
ab

) i
nj

ec
tio

n 
J0

89
7 

 

 
 

References 
 

1. Xgeva® prescribing information. Thousand Oaks, CA: Amgen Inc.: March 
2016.http://pi.amgen.com/~/media/amgen/repositorysites/pi-amgen-com/xgeva/xgeva_pi.ashx. Accessed March 
23, 2017. 

2. Klasco RK (Ed): DRUGDEX® System. Thomson Micromedex, Greenwood Village, CO.Accessed March 23, 
2017. http://www.micromedexsolutions.com 

3. National Comprehensive Cancer Network Drugs & Biologics Compendium (NCCN Compendium®) Accessed 
March 23, 2017. 
http://www.nccn  Referenced 
with permission from the NCCN Clinical Practice Guidelines in Oncology (NCCN Guidelines™).©2017 National 
Comprehensive Cancer Network, Inc. All rights reserved. The NCCN Guidelines™ and illustrations herein may 
not be reproduced in any form for any purpose without the express written permission of the NCCN. To view the 
most recent and complete version of the NCCN Guidelines, go online to 

.org/professionals/drug_compendium/MatrixGenerator/Matrix.aspx?AID=158

NCCN . .org
4. National Osteoporosis Foundation. Clinician’s guide to prevention and treatment of osteoporosis. Washington, 

DC: National Osteoporosis Foundation; 2014. 
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4176573/pdf/198_2014_Article_2794.pdf. Accessed March 24, 
2017. 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
CPT® (Current Procedural Terminology) is a registered trademark of the American Medical Association (AMA). CPT® five digit codes, 
nomenclature and other data are copyright 2016 American Medical Association. All Rights Reserved. No fee schedules, basic units, relative 
values or related listings are included in the CPT® book. AMA does not directly or indirectly practice medicine or dispense medical services. 
AMA assumes no liability for the data contained herein or not contained herein. 
 
All information provided by the NCCN is “Referenced with permission from the NCCN Clinical Practice Guidelines in Oncology (NCCN 
Guidelines™) © 2017 National Comprehensive Cancer Network. The NCCN Guidelines™ and illustrations herein may not be reproduced in 
any form for any purpose without the express written permission of the NCCN. To view the most recent and complete version of the NCCN 
Guidelines, go online to NCCN.org.” 

http://pi.amgen.com/~/media/amgen/repositorysites/pi-amgen-com/xgeva/xgeva_pi.ashx�
http://www.micromedexsolutions.com./�
http://www.nccn.org/professionals/drug_compendium/MatrixGenerator/Matrix.aspx?AID=158�
http://www.nccn.org/�
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4176573/pdf/198_2014_Article_2794.pdf�

	Xgeva® (denosumab) injection J0897      
	When requesting Xgeva® (denosumab), the individual requiring treatment must be diagnosed with one of the following FDA-approved or approved off-label compendial requirements and meet the specific coverage guidelines and applicable safety criteria for the covered indications.
	FDA-approved indications1,2
	 Prevention of skeletal-related events in individuals with bone metastases from solid tumors
	 Treatment of adults and skeletally mature adolescents with giant cell tumor of bone that is unresectable or where surgical resection is likely to result in severe morbidity
	 Treatment of hypercalcemia of malignancy refractory to bisphosphonate therapy
	Approved Off-label Compendial uses3
	 Breast cancer: for prevention of skeletal-related events in an individual with bone metastases and an expected survival  of ≥ 3 months
	 Prostate cancer: for prevention of skeletal-related events in men with castration-recurrent disease who have bone metastases
	 Giant cell tumor of bone: 
	 As a single agent or combined with interferon alfa or radiation therapy for localized disease
	 As a single agent for metastatic disease
	 To reduce the risk of fractures and improve bone mineral density in postmenopausal women with breast cancer receiving adjuvant endocrine therapy
	Coverage Guidelines
	For all indications, the individual meets the following safety criteria for approval:
	 The individual has a serum calcium or corrected calcium greater than the lower limit of normal per laboratory reference.1
	 If the individual is a female of childbearing potential, pregnancy has been ruled out.1
	The individual meets all of the following criteria for approval:
	The individual has one of the following diagnoses:
	 Bone metastases from a solid tumor1
	o If the primary cancer diagnosis is breast cancer, then the individual must have an expected survival of 3 months or greater.3
	o If the primary cancer diagnosis is prostate cancer, then the individual must have castration recurrent disease (ie, disease no longer responsive to androgen deprivation therapy).3
	o The primary cancer diagnosis is not multiple myeloma or other non-solid (hematologic) tumor1
	 Giant cell tumor of bone
	o Xgeva® (denosumab) is being used in an adult or skeletally mature adolescent in one of the following clinical scenarios:
	 As a single agent or combined with interferon alfa or radiation therapy for localized disease3
	 As a single agent for metastatic disease3
	 Hypercalcemia of malignancy1
	o The individual has tried and had an inadequate response to intravenous bisphosphonate therapy.1
	 To reduce the risk of fractures and improve bone mineral density in postmenopausal (natural or induced) individuals with breast cancer3
	o The individual is at high risk for fracture, defined as:
	 Baseline bone mineral density (BMD) T-score by DXA less than or equal to -2.54
	 History of an osteoporotic (fragility) fracture4
	 Baseline BMD T-score by DXA between -1 and -2.5 if the FRAX® 10-year fracture probability for major osteoporotic fracture is ≥ 20% or the 10-year probability of hip fracture is ≥ 3%4
	o The patient is receiving adjuvant endocrine therapy3
	Approval duration: 12 months
	Additional Information for Prescribers1
	Our prescribers are alerted to the following safety concerns as educational points/reminders:
	Osteonecrosis of the jaw can occur in individuals receiving Xgeva®(denosumab).  An oral examination should be performed prior to starting Xgeva®(denosumab).  Symptoms should be monitored and invasive dental procedures avoided during Xgeva®(denosumab) treatment.
	Atypical femoral fracture has been reported with Xgeva®(denosumab).  Individuals with thigh or groin pain should be evaluated to rule out a femoral fracture.
	 Individuals with increasing renal dysfunction, most commonly with severe dysfunction (CrCl < 30 mL/min or receiving dialysis), and with inadequate/no calcium supplementation, are at increased risk of hypocalcemia.
	 Xgeva® (denosumab)can cause severe symptomatic hypocalcemia, andfatal cases have been reported. Correct hypocalcemia prior to initiating therapy. Monitor calcium levels during therapy, especially in the firstweeks of initiating therapy, and adequately supplement all individuals withcalcium and vitamin D.
	References
	1. Xgeva® prescribing information. Thousand Oaks, CA: Amgen Inc.: March 2016.http://pi.amgen.com/~/media/amgen/repositorysites/pi-amgen-com/xgeva/xgeva_pi.ashx. Accessed March 23, 2017.
	2. Klasco RK (Ed): DRUGDEX® System. Thomson Micromedex, Greenwood Village, CO.Accessed March 23, 2017. http://www.micromedexsolutions.com
	3. National Comprehensive Cancer Network Drugs & Biologics Compendium (NCCN Compendium®) Accessed March 23, 2017. http://www.nccn.org/professionals/drug_compendium/MatrixGenerator/Matrix.aspx?AID=158 Referenced with permission from the NCCN Clinical Practice Guidelines in Oncology (NCCN Guidelines™).©2017 National Comprehensive Cancer Network, Inc. All rights reserved. The NCCN Guidelines™ and illustrations herein may not be reproduced in any form for any purpose without the express written permission of the NCCN. To view the most recent and complete version of the NCCN Guidelines, go online to NCCN.org.
	4. National Osteoporosis Foundation. Clinician’s guide to prevention and treatment of osteoporosis. Washington, DC: National Osteoporosis Foundation; 2014. https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4176573/pdf/198_2014_Article_2794.pdf. Accessed March 24, 2017.
	CPT® (Current Procedural Terminology) is a registered trademark of the American Medical Association (AMA). CPT® five digit codes, nomenclature and other data are copyright 2016 American Medical Association. All Rights Reserved. No fee schedules, basic units, relative values or related listings are included in the CPT® book. AMA does not directly or indirectly practice medicine or dispense medical services. AMA assumes no liability for the data contained herein or not contained herein.
	All information provided by the NCCN is “Referenced with permission from the NCCN Clinical Practice Guidelines in Oncology (NCCN Guidelines™) © 2017 National Comprehensive Cancer Network. The NCCN Guidelines™ and illustrations herein may not be reproduced in any form for any purpose without the express written permission of the NCCN. To view the most recent and complete version of the NCCN Guidelines, go online to NCCN.org.”


<<

  /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

  /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



  /CreateJDFFile false

  /Description <<



    /BGR <>

    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e9ad88d2891cf76845370524d53705237300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>

    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc9ad854c18cea76845370524d5370523786557406300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>

    /CZE <>

    /DAN <>

    /DEU <>

    /ESP <>

    /ETI <>

    /FRA <>

    /GRE <>



    /HRV (Za stvaranje Adobe PDF dokumenata najpogodnijih za visokokvalitetni ispis prije tiskanja koristite ove postavke.  Stvoreni PDF dokumenti mogu se otvoriti Acrobat i Adobe Reader 5.0 i kasnijim verzijama.)

    /HUN <>

    /ITA <>

    /JPN <FEFF9ad854c18cea306a30d730ea30d730ec30b951fa529b7528002000410064006f0062006500200050004400460020658766f8306e4f5c6210306b4f7f75283057307e305930023053306e8a2d5b9a30674f5c62103055308c305f0020005000440046002030d530a130a430eb306f3001004100630072006f0062006100740020304a30883073002000410064006f00620065002000520065006100640065007200200035002e003000204ee5964d3067958b304f30533068304c3067304d307e305930023053306e8a2d5b9a306b306f30d530a930f330c8306e57cb30818fbc307f304c5fc59808306730593002>

    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020ace0d488c9c80020c2dcd5d80020c778c1c4c5d00020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>

    /LTH <>

    /LVI <>

    /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 <>

    /POL <>

    /PTB <>

    /RUM <>

    /RUS <>

    /SKY <>

    /SLV <>

    /SUO <>

    /SVE <>

    /TUR <>

    /UKR <>

    /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



