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Update on Immune Globulin
Intravenous (IG1V)

The Committee finds that:

—  Since our prior recommendations of January 2005, there is a
worsening crisis in the availability of and access to IGIV products that

is affecting and placing patients’ lives at risk (e.g., patients with
Immunodeficiency).

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

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

We therefore urge the Secretary:

— to declare a public health emergency so as to enable CMS to apply
alternative mechanisms for determination of the reimbursement
schedule for IGIV products, and

—  otherwise to assist CMS to identify effective short and long term
solutions to the problem of unavailability of and access to IGIV
products in all settings.
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Status on Immune Globulin
Intravenous (IG1V)

® Providers indicate difficulty in obtaining
specific brands of IGIV for some patients
— Privately insured
— Medicare

#® Shift in treatment location

% Hospitals have reported difficulty in
obtaining physicians’ IGIV product of
choice for patient

% Upward trend in price, most notably in the
secondary market




Findings on Immune Globulin
Intravenous(IGI1V) Avallabllity

n Increase in off-label use of IGIV

™ Industry
—  Consolidation
— Changes in business practice
—  Market correction
— Reduction in inventory
—  Smaller number of distributors

m Medicare Modernization Act effective January

2005 changed the Medicare Part B to 106 percent
of the manufacturers’ average sales price.

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




Findings on Immune Globulin
Intravenous (IGIV) Availability

Sufficient supply of IGIV for patients who need
treatment

Suggest that under the manufacturers’ allocation
process, physicians might best serve patients by
communicating their supply needs directly to
manufacturers.

Ensure that IGIV treatment is prioritized toward
FDA labeled use and those diseases or clinical
conditions that have been shown to benefit from
IGIV based on evidence of safety and efficacy.




Action Plan

8 Web Posting — www.hhs.gov/bloodsafety

— Report denial of treatment, delay of treatment, forced
reduction in dosage

— I DYAY
@  CBER Product Shortage Number 800-835-4709
m CBERProductshortages@cber.fda.gov

- CMS
@ 1-800-MEDICARE

™ Supply Channel and Emergency Reserve
—  Discussions with PPTA and manufacturers
—  Hotline established

™ Evidence Based Study -TBD

# CMS Reimbursement
— Monitor cost —rerr—
_— |G assistance & —fe/ﬂJ’ Sz 21y
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http://www.hhs.gov/bloodsafety
mailto:CBERProductshortages@cber.fda.gov
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Washington [.C. 20201 wharge, the Cenlers for Medicare and Medieatd Services (CMS) will continue to monitor the
AllG = B 2005 avirdge sales price on a timely basizs, a: mandated by Congress, to cnsure that the reimbursement
refleets 106 percent of manufactrers’ average salss prics.

Thank you for your dedication, and please cxpress my appreciation to the Committes,

Sincenaly yours,
Mark Broeher, .1,

Clair, Advisary Committee on Blood Sufsty and Availability [y SO ¥ 4 P P -)"""’. ol
1141 Wootton Parkway, Suite 250 .
Roclville, MY 70832 Crigtina V. Bouto, M.D,

Acting Assislanl Seerctary for Health
Dear [y Breeher

"Itk you £o1 your letier sunymarizing the lopies discussed at the May meeting of the
Advisary Corunittee on Blood Safery and Availability. Tam enevuraged by the progress reports
an standardization of protocols for the deteetion of baclerial conlamimelion and the exietsion of
platelet preduct dating, This is an excellent cxample of the privale seclor and the Depatiment
warking triather to inerease product safety and sfficacy,

The Commillee’s continued evaluaton of strategies tor vigilant dotzetion and
mranagemen! o ermerging ot te-emerging infectious discascs is a noccssary first stop loward the
goal ol medocing he sk of ranstusion-Transmitted discascs. ¥ our work has potersial impae s
om Blaad and lood products as well as other vital products sueh a8 bene mamew, progemitor
cells, tissuey, and organs.  Please contitme your discusstons and deliberations on this important
iSfLE.

We have investipated the cwrrent statz of 1VLG highliphted In yatr comments, Afler
extenaive discussions e have conciuded that at this tinwe there arc sufficicnt supplics available
to patients. However, there do appeat to be ongoing markstplace adjustments related b how
manulactarers angd distributors arc managimg thoiv rospoetive imvotonces, and we will contmmoe 1o
manitar the aitaation.

O sxamination of the altecation procsss indicatcs that physiciana and providers might
best serve thear patienls by communicating supply needs dirsclly w manulactures and
distrihutors.  Review ulthe current arilization of TOTY alsn indicanes that there is ineteased nse
of this product for off-lahc] uses that may also s inmressing prossure on supphies. Therefore, we
believe Lt physicians stould ensem: thal prigrly be given W TGTV ueatment Tor FDA labeled
uses amul thoge diseases or climicul conditions lhal huve been shawno ta benedrt o 1GLY based
on evidence ol salsry and allicnsy.
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. e « Providers vary in the scope of indications for which thay prescribe IGIV. Soma
Availabilit Prevt
« Roster y

providers have reported that the majority of thair IGIV usa is for off-label
Status of Immune Globulin Intravenous (IGIV) Products

+ Charter indications. Off-label use may hava increasad, contributing to rising demand.

In the last few manths, the

Past Mestings spartment of Health and Human Services (HHS) and its (Current labs! indications include: Primary Humaral Immuncdeficiency, acute and
st Meetings (HHS)

agencies, the Food and Drug Administration (FDA) and the Canters for Magicare & chronic Idiapathic Thrombocytopenia Burpura, B cell Chronic Lymphocytic Leukemia,

Fecommendations

Medicaid Services (CMS), have received several reports that some health care Kavrasaki Syncrome, Pediatric HIV, and Bone Marrow Transplantation.)

Minutes providers have had difficulty obtaining Immune Globulin Intravenous {IGIV), a.k.a.

.

Industry consolidations and other business practice changes that apparently have

) IVIG, products. HHS is actively working with manufacturers, health care providers,
Miscellanecus

been intanded ta improve efficiendies may have reduced histaric inventary lavels,
patient groups, and other government entities to better understand the present

Contact Us

* situation and to assess potential actions. Although there are reperts from some Far example, some manufacturers have been allocating products to a smaller vy
health care providers of difficulties with IGIV product distribution and pricing, we do number of distributors combined with a reduction in the size of their inventories, conditions that have been shown to benefit from IGIV based on evidence of safety
o N r R c and efficacy, and for which safe and eff ve alternative therapies are not available.
not find evidence of an overall shortage of IGIV at present, or indicators of an Although fewer products were distributed in the last twelve months than in the Y ?

impending shortage. previous twelve manths, the smaller inventories may not reflact a shortage if It is & HHS gosl o wark with partners in the markstplsce to help prevant cr sllsvists

o ) shortages of medical products, including IGIV. We are seeking additional information
manufacturers can supply additional inventories as needed. Manufacturers and

Reports from providers indicate that they have encountared problems cbtaining on the current availability of IGIV product

. We are asking health care providers and

distributors have reported that any supply chain issues should be resclved soon.

spacific brands of IGIV for some patients, including privately insured patients and patients who experience cifficulty cbtaining 161V to report their experiences (e.g.

The Medicare Modernization Act, effective January 2005, changed the Medicars denial of trestment, delay of treatment, forced reduction in dosage, stc.] by sending

an email to FDA at CBERProduct:

.

those covared by Medicars. In some cases treatment locations have reportadly

rtages Oicher fds.gov. Those without email access

shifted from physician offices to hespital settings. Seme hospitals have reportedly payment for IGIV administered in physician offices and the home to be 106 percent may call {800) 835-4705. Reports related to Madicare-ralstad coverage and access

experienced difficulty in obtaining the physicians” IGIV preduct of choice for the of the manufacturer's average sales price, The Medicare payment rate is updated to care should call 1-800-MEDICARE.

patient. At the same time, prices for IGIV have been on an upward trend, most quarterly and has been increased nine percent for lyophilized 1GIV as of July 2005.

notably in the secondary (or resale) market. From discussions with stakeholders, it is

clear that a number of changes have besn cccurring in the marketplace; however,

are working with stakehclders to further assess the evolving marketplace. At this

HHS Home Contsct HHS | Site Mz

time, we believe there is sufficient supaly of IGIV for patients whe need it, Under

manufacturers’ allocation pracesses, physicians might best serve their patients by

communicating their supply needs dirsctly to manufacturers and by ensuring that

IGIV treatment is prioritized toward FDA |abeled use and those dizeases or clinical
U.S. Department of Health & Human Services + 200 Independence Avenue, S.W. - Washington, D.C. 20201
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CMS Regulations

Name of regulation Type of rule Date of
Publication
2006 acute hospital Final rule FR  August 12, 2005 IP

inpatient payment system

2006 hospital outpatient Proposed rule FR  July 25, 2005 Comments due
prospective payment system Sept 16, 2005
(HOPPS)

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  Sept1, 2005 Comments
due Sept 30,

2005




CMS Regulations

These documents are on the CMS website for Providers:
www.cms.hhs.gov/providers/

m Note: Click on “Provider Type” icon for either “Hospitals” or
“Physicians” and follow the links to the specific payment system.

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

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

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

www.cms.hhs.gov/providers/drugs/default.asp
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	Update on IVIG �
	Update on Immune Globulin Intravenous (IGIV)
	Update on Immune Globulin Intravenous (IGIV)
	Status on Immune Globulin Intravenous (IGIV)
	Findings on Immune Globulin Intravenous(IGIV) Availability
	Findings on Immune Globulin Intravenous (IGIV) Availability
	Action Plan
	www.hhs.gov/bloodsafety
	CMS Regulations�
	CMS Regulations

