
INNOVATIVE RESEARCH STRATEGIES

NECESSARY TO ACCELERATE DEVELOPMENT

OF NEW BLOOD CANCER THERAPIES

Background on Cancer Research

The nation’s significant investment in biomedical research has enhanced our understanding of the blood cancers and contributed to the recent development of life-saving treatments for lymphoma and multiple myeloma.  These therapies, which include a monoclonal antibody therapy, a proteasome inhibitor, and radioimmunotherapies, have extended the lives of many cancer survivors.

While the benefits of these advances will be enjoyed first by blood cancer survivors, they will likely also yield treatment dividends for cancer patients who have solid tumors.  Combination chemotherapy and combination chemotherapy and radiation therapy, pioneered in the blood cancers, were rapidly accepted in treatment of other forms of cancer.  Based on decades of experience in cancer research, the investment in blood cancer research will advance cancer treatments across the board.  

The Outlook for Blood Cancer Survivors

The blood cancer therapies introduced in the last decade include rituximab, the first monoclonal antibody therapy approved in the United States for cancer treatment; bortezomib, a proteasome inhibitor approved for treatment of multiple myeloma; ibritumomab tiuxetan and tositumomab and iodine I 131 tositumomab, two radioimmunotherapies for treatment of non-Hodgkin’s lymphoma (NHL); and thalidomide for multiple myeloma.  While these products represent important progress against lymphoma and myeloma, individuals who are diagnosed with these diseases still face a frightening prognosis.  The five-year survival rate for multiple myeloma is only 31% and for NHL is 57%, numbers that are unacceptably low.

Recent strides in the fight against blood cancers are the result of substantial public and private investments in research and cooperation among private foundations, the National Institutes of Health (NIH), academic researchers, and the biotechnology and pharmaceutical industries.  In order to accelerate the development of new therapies, we must adopt innovative and aggressive strategies that not only build on, but surpass past collaborations.  All parties to the research enterprise must be engaged in cooperative ventures.

Research Initiative

The blood cancer therapeutic development initiative must include:

1. A program for identification and validation of targets and compounds for treatment of lymphoma and myeloma;

2. Strategies for ensuring the collaboration of leading lymphoma and myeloma researchers in institutions across the country;

3. Use of genomics for development of targeted therapeutics;

4. A structure that facilitates correlative studies; and

5. A clinical trials management system, to ensure rapid accrual to trials, centralized data management, and efficient completion of trials.

Blood Cancer Coalition Proposal

The Blood Cancer Coalition recommends that the National Cancer Institute (NCI) fund a comprehensive and cooperative blood cancer research program, featuring use of genomics, a structure for correlative studies, and a clinical trials management system.  This program will be aimed at hastening the development of lymphoma and myeloma therapies.  This collaborative research approach will remove the barriers to translational and clinical research related to blood cancers and will require a partnership between public and private funders.

To make this program a reality, Congress should encourage NCI to request applications for such research initiatives and fund the first round of awards in FY 2005.

EXPAND DOD CANCER RESEARCH PROGRAMS

TO CAPITALIZE ON BLOOD CANCER RESEARCH OPPORTUNITIES

AND MEET THE NEEDS OF VETERANS

Background

The Congressionally Directed Medical Research Program at the Department of Defense (DoD) has supported important research initiatives targeted at breast, prostate, and ovarian cancer.  The DoD also funds a modest research initiative that is focused on one form of blood cancer, chronic myelogenous leukemia.

The need for additional funding of blood cancer research is great, and the opportunities for advances in this research area are significant.  Although several new blood cancer therapies have been developed in the last decade, the treatment options for these cancers are still much too limited.  The survival rates for a number of the blood cancers – most notably non-Hodgkin’s lymphoma (NHL) and multiple myeloma – are still quite low.  

The blood cancers – leukemia, lymphoma, and multiple myeloma – are an appropriate target for DoD investment because of the substantial research opportunities that exist and also because military personnel may be at special risk for developing these diseases.  There is evidence or a suggestion of evidence of an association between exposure to Agent Orange and chronic lymphocytic leukemia, NHL, and myeloma.  It is wise for Congress to invest DoD funds in a program that may yield particular benefits for the military.

Blood Cancer Coalition Proposal

The Blood Cancer Coalition recommends that Congress appropriate $16 million for blood cancer research through the Congressionally Directed Medical Research Program.  

A blood cancer research program represents a logical extension of the existing CML research initiative that Congress has funded through DoD for the last three fiscal years.

Blood cancer researchers believe they are poised to make bold strides in treatment of the hematological cancers, but this research will require an enhanced investment.  An increased commitment of DoD funds has the potential to yield important benefits for military personnel and others who are diagnosed with one of the blood cancers.  

ENSURE PROMPT IMPLEMENTATION 

OF THE SECTION 641 DEMONSTRATION PROJECT

TO BENEFIT CANCER PATIENTS

Background

The Medicare Modernization Act of 2003 (MMA) includes a provision (Section 641) for transitional coverage of oral cancer drugs until the full prescription drug benefit is implemented in 2006.  Section 641 of MMA establishes a demonstration project for coverage of certain self-administered drugs that are replacements for drugs that are already reimbursed by Medicare.  This demonstration project is the result of years of Congressional effort to establish Medicare payment for oral cancer drugs.  

There are significant limits imposed on the demonstration project, including a cap of $500 million on total project spending and a cap of 50,000 on program participants.  Report language accompanying the MMA states that at least 40% of the program funds shall be dedicated to purchase of cancer drugs, but even with this earmark the funds may be inadequate to meet the needs of cancer patients.

Among the drugs that Congress anticipated would be covered by the demonstration project are drugs for treatment of multiple myeloma and chronic myelogenous leukemia.  The prompt implementation of the demonstration project is critical to ensure that blood cancer patients have access to these important therapies.  

Blood Cancer Coalition Proposal

The Centers for Medicare & Medicaid Services (CMS) recently published proposed standards for coverage of drugs under the demonstration project.  These include a criterion that only uses of drugs that have been approved by the Food and Drug Administration (FDA) will be covered by the demonstration project.  This standard would exclude thalidomide from the project, even though Congress clearly intended that it would be covered and Medicare Part B requires coverage of off-label uses of drugs if listed in the medical compendia.  

In addition to excluding important cancer therapies from the demonstration project, CMS has delayed initiation of the project significantly beyond the deadline.  If the program does not start until July or August, as has been suggested by CMS officials, cancer patients will be deprived the benefits of a program that Congress intended to implemented 90 days after enactment of the Medicare bill, or March 8.   

The Blood Cancer Coalition urges Congress to act to:

· Ensure that CMS modifies the standards for inclusion of drugs in the demonstration project so those standards for off-label coverage are consistent with Medicare Part B, thereby covering thalidomide;

· Guarantee that CMS implements the Section 641 demonstration project promptly; and 

· Eliminate the participant cap and provide additional funding for the demonstration project.
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