PET Comments
Steve Phurrough, MD, MPA

Director

Coverage and Analysis Group

Centers for Medicare & Medicaid

7500 Security Blvd, Mail Stop 

Baltimore, MD  21244 C1-09-06

Re: 
Proposed Decision Memo for Positron Emission Tomography (FDG) for Solid Tumors (CAG 00181R)

Dear Dr. Phurrough:

The Ovarian Cancer National Alliances writes to you regarding the proposed decision memo for FDG-PET imaging (PET scans).  The memo proposes allowing most cancer patients one PET scan for initial diagnosis.  This coverage decision must go further to aid women with ovarian cancer; such a decision would be supported by evidence.  The Ovarian Cancer National Alliance supports the proposed omnibus cancer framework as a whole, but respectfully requests that ovarian cancer, due to the needs of patients and the strength of evidence, be carved out and have additional coverage.  

Overall, the National Oncologic PET Registry (NOPR) showed that one-third of scans led to a change in treatment.  This intermediate measure for patients is the appropriate measure for evaluating the effect of PET scans.  It would be impossible to measure the effect of PET on overall survival of a patient, due to the numerous intervening factors including skill of the surgeon, treatment regimens, and other aspects of patient care.
For ovarian cancer patients, of more than 4,500 who had PET scans through the NOPR, more than 40% had a change in treatment decision based on the results of a PET scan.  More than one-third of women who were enrolled in NOPR had a change in management from non treatment to treatment, and 7 percent went from treatment to non treatment.  Specifically, data from the NOPR supports what women already know – that PET scans are incredibly useful for restaging and monitoring recurrence.  Data from the NOPR shows that 43 percent of women getting PET for staging, 37 percent getting PET for restaging and 44 percent getting PET for recurrence had a change in management.  In fact, looking at the usage, it appears that PET for these purposes was incredibly useful.  

According to the American Cancer Society, 21,650 American women were diagnosed with ovarian cancer in 2008 and 15,520 died from it.  Ovarian cancer is the deadliest gynecologic cancer and the fifth leading cause of cancer death among women in America.  There is no reliable early detection test for ovarian cancer, a tumor which seeds and spreads easily throughout the peritoneal cavity.  It is often difficult to measure response to treatment, the spread of the disease and possible recurrences. While ovarian cancer is a low incidence cancer, the NOPR has almost as many cases in the registry as prostate cancer.  From this data is it clear that doctors consider PET a very useful tool in monitoring ovarian cancer patients. For these reasons, PET should be covered by CMS.  
We respectfully request that

· CMS cover PET for subsequent treatment for all cancers in the NOPR under an omnibus approach

· CMS cover PET for restaging and treatment monitoring for ovarian cancer as a carve out to the omnibus approach

· Continue coverage of PET for ovarian cancer patients under NOPR to ensure against a coverage gap
We appreciate the time and effort that CMS has spent on this very important matter, as well as the opportunity to comment.  We look forward to working with CMS to craft a coverage decision that provides the best and most appropriate care to ovarian cancer patients.
