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Local Coverage News

Highmark Revises Local Coverage Policy for Cancer Chemotherapeutic Agents

Effective October 27, 2009, Highmark Medicare Services (HMS), the A/B MAC Contractor for Jurisdiction 12 (DC, MD, NJ, PA), updated their Local Coverage Determination (LCD), L27477, for Cancer Chemotherapeutic Agents to include reference to Billing and Coding article A47797, Approved Drugs and Biologicals (includes list of cancer chemotherapeutic agents).  

 * Highmark’s Off-Label Coverage Policy is as follows:

If the provider decides to use a chemotherapeutic agent that does not have FDA-approved labeling, the evidence used to make that decision (information in the compendia, established guidelines [for example guidelines developed by the National Comprehensive Cancer Network, Association of Community Cancer Center Compendia, American Society of Clinical Oncology], research studies in approved peer-reviewed medical journals, etc.) must be retained. This information must be retained in the patient’s record either as a hard copy of the reference material itself or citations of the reference material. This information must be submitted whenever requested.

Highmark Revises Additional Local Coverage Policies and Coverage Articles
Highmark Medicare Services (HMS), the A/B MAC contractor for Jurisdiction 12 (DC, MD, NJ, PA), has revised the following cancer treatment-related Local Coverage Determinations (LCDs):


L27502 - Magnetic Resonance Imaging (MRI) of the Breast 

L27518 - Radiologic Examination of the Chest (CXR) 

L27473 - Approved Drugs and Biologicals

L27515 - Radiation Therapy Services

L30273 - Vitamin D Assay Testing 


The following J12 MAC Billing and Coding Articles have also been revised: 

A49034 - Billing and Coding Information Regarding Uses, Including Off-Label Uses, of Bevacizumab and Ranibizumab, for Treatment of Ophthalmological Diseases 

A49325 - NCD Coding Article for Positron Emission Tomography (PET) Scans Used for Oncologic Conditions


For more information, the local coverage policies and related articles can be accessed on Highmark’s website.
Noridian Clarifies Bevacizumab (Avastin®) for Intravitreal Use
Since Noridian Administrative Services (NAS), the A/B MAC contractor for Jurisdiction 3 (AZ, MT, ND, SD, UT, WY), initially decided to allow payment for Bevacizumab use in Exudative (wet) senile macular degeneration, and its use and indications for those uses have increased significantly, Noridian has provided additional clarification on the drug’s use and coverage, which can be found on Noridian’s website.

Palmetto Updates Local Coverage Policy for Erythropoietin Stimulating Agents (ESAs)
Effective October 8, 2009, Palmetto GBA, the A/B MAC contractor for Jurisdiction 1 (CA, NV, HI) and the Medicare Carrier for OH, SC, and WV, revised their Local Coverage Determination (LCD), L29888, for Erythropoietin Stimulating Agents (ESAs). Language changes were made in certain sections of the LCD, and ICD-9-CM codes were added based on the new ICD-9-CM codes for 2010.
Palmetto Defines “Self-Administered Drugs” 

The Medicare program provides limited benefits for outpatient prescription drugs. The program covers drugs that are furnished "incident-to" a physician's service provided that the drugs are not “usually self-administered” by the patient. Section 112 of the Benefits, Improvements & Protection Act of 2000 (BIPA), amended §1861(s)(2)(A) and 1861(s)(2)(B) of the Social Security Act (SSA) to redefine this exclusion. The prior statutory language referred to those drugs "which cannot be self-administered by the patient”. Implementation of the BIPA provision requires interpretation of the phrase "not usually self-administered” by the patient.

CMS has defined "not usually self-administered" by the patient, according to how the Medicare population as a whole uses the drug, not how an individual patient or physician may choose to use a particular drug. This is defined in the CMS Manual System, Pub 100-02, Medicare Benefit Policy Manual, Chapter 15, §50.2, Determining Self-Administration of Drug or Biological. 

For purpose of this exclusion, as defined by Palmetto GBA, the A/B MAC contractor for Jurisdiction 1 (CA, NV, HI) and the Medicare Carrier for OH, SC, and WV, "the term "usually" means more than 50 % of the time for all Medicare beneficiaries who use the drug. Therefore, if a drug is self-administered by more than 50 % of Medicare beneficiaries, the drug is excluded from coverage" and Palmetto will make no payment for the drug.  
For further clarification concerning Palmetto’s definition of “self-administered drugs”, visit the Palmetto website.
Trailblazer Denies Coverage for Vitamin B-12 Injection (J3420)
Effective October 12, 2009, Trailblazer Health Enterprise, the A/B MAC contractor for Jurisdiction 4 (CO, NM, OK, TX) and the Medicare Carrier for Virginia, will not cover HCPCS code J3420 as a self-administered drug, as indicated on the Self-Administered Drug Exclusions list (update posted August 2009). 
For the complete list of self-administered drugs, please visit Trailblazer’s website.  
National Coverage News

CMS Releases Final 2010 Medicare Physician Fee Schedule
The Centers for Medicare & Medicaid Services (CMS) released the final 2010 physician fee schedule on Friday, October 30.  ASCO is currently analyzing the final schedule to determine its full impact on oncology practices, and will report back shortly, but it appears as of now the 2010 impact will be a 1 percent reduction for oncology services. CMS has indicated that this will be part of an overall 6 percent reduction to be phased in over four years. While any cut is difficult in these challenging times, and we are deeply disappointed that CMS has taken this action, the 2010 impact announced today is not as drastic as first proposed. 

We are keenly aware that oncology practices cannot sustain further payment reductions at a time when the number of people with cancer is increasing, practice expenses continue to rise, and the oncology workforce is dwindling. We will continue to work tirelessly with Congress and with CMS to make our case that these cuts will hurt oncology care and ultimately hurt patients. 

ASCO will continue to push Congress and the Administration to ensure that Medicare beneficiaries will have access to the high-quality cancer care that they need. We will be in touch soon regarding our plans to prevent further cuts from being implemented. 

To view the final rule CMS has on display visit the CMS website. To view ASCO’s comments about the final rule, refer to ASCO’s Cancer Policy Today Alerts issued on October 30, 2009 and November 4, 2009.


CMS News

CMS Issues Transmittal 574, CR 6655, to Instruct A/B MACS Concerning OIG Reports
On October 9, 2009, CMS issued Transmittal 574 (Change Request 6655) to notify the various Medicare Administrative Contractors (or A/B MACs) concerning the following Office of Inspector General (OIG) reports:  

1.    Medicare Part B Chemotherapy Administration: Payment and Policy (OEI-09-08-00190) 

2.    Prevalence and Qualifications of Non-physicians Who Performed Medicare Physician     

       Services (OEI-09-06-00430) 

3.    Inappropriate Medicare Payments for Chiropractic Services (OEI-07-07-00390) 

4.    Medicare Part B Billing for Ultrasound (OEI-01-08-00100) 

The OIG presented their findings in these reports, and made recommendations for CMS to take appropriate action to correct Medicare's vulnerability to questionable claims.

CMS Issues Change Request 6672 on Magnetic Resonance Imaging (MRI)
Historically, the use of Magnetic Resonance Imaging (MRI) for blood flow determination has been a Medicare "non-covered" procedure. CR 6672 announces that the Centers for Medicare & Medicaid Services (CMS) found that the non-coverage of MRI for blood flow determination is no longer supported by the available evidence. Therefore, effective September 28, 2009, CMS is removing blood flow measurement as a nationally non-covered indication for MRI, and is giving local Medicare contractors the discretion to cover (or not to cover) this use of MRI in blood flow measurement.
CR 6672 was issued in two transmittals. One transmittal updated the Medicare National Coverage Determinations (NCD) Manual, Chapter 1, Part 4 (Sections 200 – 310.1) Coverage Determination, Section 220.2 (Magnetic Resonance Imaging), and that transmittal can be found on the CMS website.  The second transmittal updates the Medicare Claims Processing Manual, Chapter 13 (Radiology Services and Other Diagnostic Procedures), Section 40 (Magnetic Resonance Imaging (MRI) Procedures).  The related MLN Matters article for MM6672 is also available on the CMS website.

CMS Issues Change Request 6632 on FDG PET for Solid Tumors and Myeloma
CR 6632 announces that the Centers for Medicare & Medicaid Services (CMS) is revising the Medicare National Coverage Determinations Manual, Section 220.6 (Positron Emission Tomography (PET) Scans). Specifically, in CR 6632, CMS announces (effective April 3, 2009) a National Coverage Determination (NCD) that adopts a two-part framework which differentiates the use of F-18 flouro-D-glucose (FDG) PET imaging in the initial anti-tumor treatment strategy, from its other uses related to guiding subsequent anti-tumor treatment strategies after the completion of initial treatment. This framework replaces the previous, four-part framework that contained the oncologic diagnosis, staging, restaging, and monitoring response to treatment.

CR6632 was issued in two transmittals. 
CR 6632 was issued in two transmittals.  One transmittal conveys the revisions to the Medicare National Coverage Determinations Manual, and can be found on the CMS website, and the other transmittal conveys the changes to the Medicare Claims Processing Manual. The related MLN Matters article for MM6632 is also available on the CMS website.
CMS Issues Special-Edition Medlearn Matters on the Alternative Process for Accessing PQRI and E-Prescribing Feedback Reports
The Centers for Medicare and Medicaid Services (CMS) has created an alternative process that individual eligible professionals may use to request 2007 Re-Run and 2008 PQRI feedback reports based on their individual NPI.  The specific CMS instructions can be found in SE0922 - Alternative Process for Individual Eligible Professionals to Access Physician Quality Reporting Initiative (PQRI) and Electronic Prescribing (E-Prescribing) Feedback Reports.

ASCO News

ASCO Preparing to Develop Two New Provisional Clinical Opinions
ASCO is in the process of developing two new Provisional Clinical Opinions (PCO) one, to address the use of EGFR mutation testing in patients with advanced NSCLC, and another addressing recommendations for Hepatitis B screening for patients slated to receive cytotoxic therapy.

ASCO develops its PCOs to offer timely clinical direction to the ASCO membership in response to new information, such as the publication of a new guideline, or in response to the publication or presentation of potentially practice-changing data from major studies or other controversial topics. A PCO may serve in some cases as interim direction to the membership pending the development or updating of an ASCO clinical practice guideline.

ASCO is drafting a PCO to address use of EGFR mutation testing in patients with advanced NSCLC in response to a study published in September in the New England Journal of Medicine, which found prolonged progression-free survival for patients with EGFR mutations who took gefitinib, and shorter progression-free survival for patients with wild-type EGFR treated with gefitinib, spurring debate over EGFR mutation testing.

ASCO is addressing Hepatitis B screening in a PCO in response to the Centers for Disease Control and Prevention (CDC) issuance of "Recommendations for Identification and Public Health Management of Persons with Chronic Hepatitis B Virus Infection," which represents a potentially major change in practice.

For more information, contact ASCO's Cancer Policy & Clinical Affairs Department at 571-483-1670 or guidelines@asco.org.

Other News
Medicare Payment Fix Does Not Pass in Senate
On October 21, 2009, the Senate blocked legislation S. 1776, the “Medicare Physicians Fairness Act”, to repeal the sustainable growth rate (SGR) formula, so other legislative options are currently being considered.

FDA News and Alerts

FDA Issues News Alert on Heparin 
On October 1, 2009, the Food and Drug Administration (FDA) released a news alert regarding heparin. The alert highlights a manufacturing change that may decrease the potency of the drug. The change is based on new manufacturing controls, including a modification to the standard unit dose, adopted by the United States Pharmacopeia (USP). Since manufactures in the United States label the amount of heparin included in their products based on USP standards, the standard unit dose will change. (The FDA alert states that the revised USP standard and unit definition for heparin is about 10% less potent than the former USP unit.)  To read more about the FDA alert and the heparin changes, visit the FDA website.

FDA Approves Elitek for Initial Management of Plasma Uric Acid Levels in Adult Patients with Leukemia, Lymphoma, and Solid Tumor Malignancies
On October 16, 2009, the U.S. Food and Drug Administration granted approval for the use of rasburicase (Elitek®, Sanofi-aventis, U.S.) for the initial management of plasma uric acid levels in adult patients with leukemia, lymphoma, and solid tumor malignancies who are receiving anticancer therapy expected to result in tumor lysis and subsequent elevation of plasma uric acid. The approval was based on results from the EFC 4978 trial which demonstrated a significant improvement in uric acid response rates (the proportion of patients with plasma uric acid levels 7.5 mg/dL from day 3 through day 7 following initiation of antihyperuricemic treatment) among rasburicase treated patients compared to allopurinol treated patients.
Full prescribing information, including clinical trial information, safety, dosing, drug-drug interactions and contraindications is available at the FDA website.
FDA Approves Ofatumumab (ArzerraT) for the Treatment of Patients with CLL Refractory to Fludarabine and Alemtuzumab
On October 26, 2009 the U.S. Food and Drug Administration granted accelerated approval to ofatumumab (Arzerra™, GlaxoSmithKline) for the treatment of patients with chronic lymphocytic leukemia (CLL) refractory to fludarabine and alemtuzumab.  The approval was based on a clinically meaningful and durable overall response rate (ORR) observed in a single-arm trial (Hx-CD20-406).  As a condition of accelerated approval, subsequent randomized trials are required to verify and describe the clinical benefit of ofatumumab in CLL.

Full prescribing information, including clinical trial information, safety, dosing, drug-drug interactions and contraindications is available at the FDA website.

FDA Approves Pazopanib Tablets (VOTRIENT) for the Treatment of Patients with Advanced Renal Cell Carcinoma
On October 19, 2009, the U. S. Food and Drug Administration granted approval to pazopanib tablets (VOTRIENTTM, GlaxoSmithKline) for the treatment of patients with advanced renal cell carcinoma.  

Full prescribing information, including clinical trial information, safety, dosing, drug-drug interactions and contraindications is available at the FDA website. 
-----------------------------------------------------
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