Ovarian Cancer National Alliance Statement
 On Centers for Medicare and Medicaid Services proposed changes 
To Erythropoiesis-Stimulating Agent Reimbursement Policies
Introduction

The Ovarian Cancer National Alliance is an umbrella organization with 50 state and local groups representing grassroots activists, women's health advocates and health care professionals.  According to the American Cancer Society, in 2007, 22,430 American women will be diagnosed with ovarian cancer, and 15,280 will lose their lives to this terrible disease.  Ovarian cancer is the deadliest gynecologic cancer and the fifth leading cause of cancer death among women in America.  Currently, more than half of the women diagnosed with ovarian cancer will die within five years. The Ovarian Cancer National Alliance submits this testimony as a patient advocacy group with the aim of conquering ovarian cancer.

Proposed Regulation

On May 13, 2007 the Centers for Medicare and Medicaid Services (CMS) released a proposed decision memo regarding reimbursement for Erythropoiesis-Stimulating Agents (ESAs).  In it, CMS proposed to restrict reimbursement for ESAs based on the new studies regarding the potential safety and health risks to patients taking ESAs.  CMS proposes that treatment with ESAs is not reasonable or necessary, and therefore not covered, in the following situations:

1. any anemia in cancer or cancer treatment patients due to folate deficiency, B-12 deficiency, iron deficiency, hemolysis, bleeding, or bone marrow fibrosis 

2. the anemia of myelodysplasia 

3. the anemia of myeloid cancers 

4. the anemia associated with the treatment of myeloid cancers or erythroid cancers 

5. the anemia of cancer not related to cancer treatment 

6. any anemia associated with radiotherapy 

7. prophylactic use to prevent chemotherapy-induced anemia 

8. prophylactic use to reduce tumor hypoxia 

9. patients with erythropoietin-type resistance due to neutralizing antibodies 

10. patients with treatment regimens including anti-angiogenic drugs such as bevacizumab 

11. patients with treatment regimens including monoclonal/polyclonal antibodies directed against the epidermal growth factor (EGF) receptor 

12. anemia due to cancer treatment if patients have uncontrolled hypertension 

13. patients with thrombotic episodes related to malignancy 

Under the proposed decision memo, ovarian cancer continues to be a reasonable and necessary condition for which chemotherapy-induced anemia can be treated with ESAs.  
The CMS proposes that ESAs be administered to patients when hemoglobin levels fall below 9g/dL, rather than the FDA-recommended 12g/dL, and that ESAs may only be given to patients up to 12 weeks per year.

Impact on Ovarian Cancer Patients

Anemia occurs most frequently in gynecological cancers; however, under this regulation, treatment of cancer-induced anemia will not be reimbursed, only the treatment of chemotherapy-induced anemia.

Because 70 percent to 90 percent of ovarian cancer patients have a recurrence, the specific impact of these CMS policies on ovarian cancer patients may be somewhat unique.  Should an ovarian cancer patient recur within one year, choose to undergo a second round of chemotherapy, and experience anemia, her anemia treatment with an ESA will no longer be covered.  

Access to care is a continual issue for ovarian cancer patients – their need for prompt treatment by gynecological specialists is already an issue that affects health outcomes for many women. Necessitating transfusions for women with ovarian cancer may present significant obstacles. Women who live in rural areas without access to specialists may also face issues regarding access to certain blood types.  Additionally, transfusions pose their own health problems and may not be an option for women for religious or personal reasons.

More importantly, CMS is making a decision that is not based on FDA guidelines, which is counter to controlling statutes.  The FDA label and compendia recommendation are to be reimbursed under federal law.  

Recommendations of the Ovarian Cancer National Alliance

The Alliance recommends that CMS wait until the FDA has concluded its scientific and medical review before it makes a decision regarding cancer patients’ access to this class of drugs.  Off-label use may be warranted in certain cases, and under federal law must be reimbursed.  Our concern is with the potential impact on ovarian cancer patients, and we await the FDA’s determination of the safest course of treatment with ESAs.  

Patient safety is of the utmost importance, and any FDA or CMS regulations must reflect scientifically-based evidence in furtherance of patient safety.  Quality of life is also a very real concern for patients, and should be protected to the extent it is safe and feasible.  

Additionally, the Alliance has signed the Cancer Leadership Council letter to CMS.  This letter reminds CMS that its statutory requirements include adhering to the prescription guidelines on the FDA label.
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