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Update on Immune Globulin Update on Immune Globulin 
Intravenous (IGIV)Intravenous (IGIV)

The Committee finds that: The Committee finds that: 
–– Since our prior recommendations of January 2005, there is a Since our prior recommendations of January 2005, there is a 

worsening crisis in the availability of and access to IGIV produworsening crisis in the availability of and access to IGIV products that cts that 
is affecting and placing patientsis affecting and placing patients’’ lives at risk (e.g., patients with lives at risk (e.g., patients with 
immunodeficiency).immunodeficiency).

–– Changes in reimbursement of IGIV products under MMA since Changes in reimbursement of IGIV products under MMA since 
January 2005 have resulted in shortfalls in the reimbursement ofJanuary 2005 have resulted in shortfalls in the reimbursement of
IGIV products and their administration. IGIV products and their administration. 

–– Immediate interventions are needed to protect patientsImmediate interventions are needed to protect patients’’ lives and lives and 
health. health. 

We therefore urge the Secretary: We therefore urge the Secretary: 
–– to declare a public health emergency so as to enable CMS to applto declare a public health emergency so as to enable CMS to apply y 

alternative mechanisms for determination of the reimbursement alternative mechanisms for determination of the reimbursement 
schedule for IGIV products, and schedule for IGIV products, and 

–– otherwise to assist CMS to identify effective short and long terotherwise to assist CMS to identify effective short and long term m 
solutions to the problem of unavailability of and access to IGIVsolutions to the problem of unavailability of and access to IGIV
products in all settings.products in all settings.
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DistributorsDistributors
Plasma Protein Therapeutic AssociationPlasma Protein Therapeutic Association
CMSCMS
Immune Deficiency FoundationImmune Deficiency Foundation
ProvidersProviders
PharmacistPharmacist
PatientsPatients



Status on Immune Globulin Status on Immune Globulin 
Intravenous (IGIV)Intravenous (IGIV)

Providers indicate difficulty in obtaining Providers indicate difficulty in obtaining 
specific brands of IGIV for some patientsspecific brands of IGIV for some patients

–– Privately insuredPrivately insured
–– MedicareMedicare

Shift in treatment locationShift in treatment location
Hospitals have reported difficulty in Hospitals have reported difficulty in 
obtaining physiciansobtaining physicians’’ IGIV product of IGIV product of 
choice for patientchoice for patient
Upward trend in price, most notably in the Upward trend in price, most notably in the 
secondary market secondary market 



Findings on Immune Globulin Findings on Immune Globulin 
Intravenous(IGIVIntravenous(IGIV) Availability) Availability

Increase in offIncrease in off--label use of IGIVlabel use of IGIV
Industry Industry 

–– Consolidation Consolidation 
–– Changes in business practiceChanges in business practice
–– Market correctionMarket correction
–– Reduction in inventoryReduction in inventory
–– Smaller number of distributorsSmaller number of distributors

Medicare Modernization Act effective January Medicare Modernization Act effective January 
2005 changed the Medicare Part B to 106 percent 2005 changed the Medicare Part B to 106 percent 
of the manufacturersof the manufacturers’’ average sales priceaverage sales price..

–– Medicare payment rate is updated quarterlyMedicare payment rate is updated quarterly
–– Increased 9% for lyophilized IGIV as of July 2005Increased 9% for lyophilized IGIV as of July 2005



Findings on Immune Globulin Findings on Immune Globulin 
Intravenous (IGIV) AvailabilityIntravenous (IGIV) Availability
Sufficient supply of IGIV for patients who need Sufficient supply of IGIV for patients who need 
treatmenttreatment
Suggest that under the manufacturersSuggest that under the manufacturers’’ allocation allocation 
process, physicians might best serve patients by process, physicians might best serve patients by 
communicating their supply needs directly to communicating their supply needs directly to 
manufacturers.manufacturers.
Ensure that IGIV treatment is prioritized toward Ensure that IGIV treatment is prioritized toward 
FDA labeled use and those diseases or clinical FDA labeled use and those diseases or clinical 
conditions that have been shown to benefit from conditions that have been shown to benefit from 
IGIV based on evidence of safety and efficacy.IGIV based on evidence of safety and efficacy.



Action PlanAction Plan
Web Posting Web Posting –– www.hhs.gov/bloodsafetywww.hhs.gov/bloodsafety

–– Report denial of treatment, delay of treatment, forced Report denial of treatment, delay of treatment, forced 
reduction in dosagereduction in dosage

–– FDA FDA 
CBER Product Shortage Number 800CBER Product Shortage Number 800--835835--47094709
CBERProductshortages@cber.fda.govCBERProductshortages@cber.fda.gov

–– CMSCMS
11--800800--MEDICAREMEDICARE

Supply Channel and Emergency ReserveSupply Channel and Emergency Reserve
–– Discussions with PPTA and manufacturersDiscussions with PPTA and manufacturers
–– Hotline establishedHotline established

Evidence Based Study Evidence Based Study --TBDTBD
CMS ReimbursementCMS Reimbursement

–– Monitor costMonitor cost
–– IG assistance IG assistance 

http://www.hhs.gov/bloodsafety
mailto:CBERProductshortages@cber.fda.gov




www.hhs.gov/bloodsafetywww.hhs.gov/bloodsafety



CMS RegulationsCMS Regulations
Name of regulation Type of rule Date of 

Publication

2006 acute hospital 
inpatient payment system

Final rule FR August 12, 2005 IP

2006 hospital outpatient
prospective payment system 

(HOPPS)

Proposed rule FR July 25, 2005 Comments due
Sept 16, 2005

2006 hospital OPPS Corrections FR August 26, 2005 Comments
due by 
Sept 16, 2005

2006 Physician Fee Schedule Proposed FR August 8, 2005 Comments 
due by 
Sept 30, 2005 

2006  Physician Fee Schedule Corrections FR Sept 1, 2005 Comments
due Sept 30,
2005



CMS RegulationsCMS Regulations
These documents are on the These documents are on the CMS websiteCMS website for Providers:for Providers:

www.cms.hhs.govwww.cms.hhs.gov/providers//providers/
Note:  Click on Note:  Click on ““Provider TypeProvider Type”” icon for either icon for either ““HospitalsHospitals”” or  or  
““PhysiciansPhysicians”” and follow the links to the specific payment system.and follow the links to the specific payment system.

The The Federal RegisterFederal Register website is:website is:
www.gpoaccess.gov/fr/index.htmlwww.gpoaccess.gov/fr/index.html

Note: These documents may be lengthy and would require a high Note: These documents may be lengthy and would require a high 
speed printer.speed printer.

Payment for Part B drugs (including updates for Average Sales PrPayment for Part B drugs (including updates for Average Sales Price ice 
(ASP) data and the Competitive Acquisition Program (CAP) is on t(ASP) data and the Competitive Acquisition Program (CAP) is on the he 
Medicare FeeMedicare Fee--ForFor--Service Part B Drugs website:Service Part B Drugs website:

www.cms.hhs.gov/providers/drugs/default.aspwww.cms.hhs.gov/providers/drugs/default.asp

http://www.cms.hhs.gov/providers/
http://www.gpoaccess.gov/fr/index.html
http://www.cms.hhs.gov/providers/drugs/default.asp
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