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Save the Date!!  -  2010 Annual Meeting of the Hematology/Oncology CAC Network

The American Society of Hematology (ASH) and the American Society of Clinical Oncology (ASCO) will host another Annual Meeting of the Hematology and Oncology Carrier Advisory Committee (CAC) Network on July 22 - 23, in Washington, DC.  As in past years, the meeting will provide the opportunity to strengthen communication and collaboration among CAC Network members.

Each invited attendee will be reimbursed for round-trip coach airfare (purchased at least 30 days in advance), and ground travel expenses incurred in relation to the meeting.  Sleeping accommodations for a maximum of two nights will also be covered.  Incidental expenses will be the responsibility of the individual.  

A formal meeting invitation and additional information regarding the meeting will be mailed out to you shortly.  Please mark your calendars accordingly, and expect to receive additional information in the next few months. We look forward to a productive meeting in July.


Local Coverage News
First Coast Draft Local Coverage Determinations (LCDs) Now Available for Comment

First Coast Service Options (FCSO), the A/B MAC for Jurisdiction 9, has posted the following draft Local Coverage Determinations (LCDs) for comment, available February 4 through March 20, 2010.

· DL30868, Vitamin D; 25 hydroxy, includes fraction(s), if performed – 82306


· DL30878, Romiplostim (Nplate™) – J2796
First Coast Revises Three Local Coverage Determinations (LCDs)
First Coast Service Options (FCSO), the A/B MAC contractor for Jurisdiction 9 (FL, PR, VI), has revised the following local coverage determinations (LCDs):

· L29089, Carboplatin (Paraplatin®, Paraplatin-AQ®) 

· L29188, Hepatic (Liver) Function Panel

· L29255, Pemetrexed

· L29312, Zoledronic Acid 

Highmark Revises Local Coverage Determinations (LCDs) and Coding Articles
Effective January 14, 2010, Highmark Medicare Services, the A/B MAC contractor for Jurisdiction 12 (DC, DE, MD, NJ, PA), revised the following Local Coverage Determinations (LCDs): 
· L27473 - Approved Drugs and Biologicals 


· L27477 - Cancer Chemotherapeutic Agents 


· L27481 - Co-Management of Surgical Procedures 


· L27515 - Radiation Therapy Services 


· L30273 - Vitamin D Assay Testing 

The following Highmark Billing and Coding Articles have also been revised, effective January 14, 2010:
· A47797 - Approved Drugs and Biologicals; Includes Cancer Chemotherapeutic Agents


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

Noridian Updates Positron Emission Tomography Scans Coverage Article
Effective March 1, 2010, Noridian Administrative Services (NAS), the A/B MAC for Jurisdiction 3 (AZ, MT, ND, SD, UT, WY) and Medicare Carrier for Alaska, Oregon, and Washington, updated their Positron Emission Tomography Scans coverage article to incorporate additional ICD-9-CM codes effective March 1, 2010.  The article also describes all indications for PET scanning, including the most recent National Coverage Determination (NCD) coverage expansion of the oncology indications and code updates.  More information can be found on the Noridian website. 

Palmetto GBA Revises Local Coverage Determination (LCD) for Oncotype DX Test Breast Cancer Prognosis
Effective February 18, 2010, Palmetto GBA, the A/B MAC for Jurisdiction 1 (CA, NV, HI), revised their Local Coverage Determination (LCD), L28287, for Oncotype DX Breast Cancer Prognosis.  
Trailblazer Revises Several Local Coverage Determinations (LCDs)

Trailblazer Health Enterprises, the A/B MAC contractor for Jurisdiction 4 (CO, OK, NM, TX), has revised the following Local Coverage Determinations (LCDs) in January 2010:

· Assays for Vitamins and Metabolic Function – 4L-112AB-R2

 

· Drugs and Biologicals – Chemotherapeutic – 4I-92AB-R13

· Injections, Therapeutic Local – 4M-31AB-R2

 

· Intensity-Modulated Radiation Therapy (IMRT) – 4R-22AB-R3

 

The J4 MAC Local Coverage Determinations (LCDs) can be viewed in their entirety on Trailblazer’s LCD webpage. 

WPS Reviewing High-Dollar Claims
WPS Medicare, the A/B MAC for Jurisdiction 5 (IA, KS, MO, and NE) and Medicare Part B carrier for Illinois, Michigan, Minnesota, and Wisconsin, continues reviewing high-dollar claims and developing strategies to identify potential risks and educational needs. Their high-dollar review concentrates on three primary areas of claim processing and payments: 
1. High-dollar injection payments;

2. Other high-dollar service payments (other than injections); and 

3. Sufficient documentation of services billed. 
Going forward, their focus remains on review of specific line item services approved for high-dollar payment, such as $5,000.00 or more. For additional information on documentation errors and data analysis please visit the WPS Medicare website.
WPS Medicare Revises Local Coverage Determinations (LCDs)
Effective February 1, 2010, Wisconsin Physician Services, the A/B MAC for Jurisdiction 5 (IA, KS, MO, and NE) and Medicare Part B carrier for Illinois, Michigan, Minnesota, and Wisconsin, has revised the following Local Coverage Determinations (LCDs):


· L28555, Botulinum Toxin Type A & Type B 

· L28576, Chemotherapy Drugs and their Adjuncts
More information can be found on the WPS Medicare website.

National Coverage News

SGR Crisis Temporarily Averted until April 1
On the evening of March 2nd, the Senate passed H.R. 4691, the "Temporary Extension Act of 2010," which included another temporary fix to the "sustainable growth rate" (SGR) that expires on March 31, 2010. ASCO thanks all of its members that called the House and Senate during the last week. Your efforts have paid off, and the fix will be retroactive for claims on March 1 and 2. 

Although this short term fix has temporarily averted the problem, the physician community will once again be facing these cuts in less than a month. Temporary patches like this one, though helpful in the short-term, will continue to make future cuts deeper and a solution more expensive. We understand that this has been a long and frustrating process, and ASCO will continue to advocate for a permanent repeal of the SGR. The House of Representatives has already passed legislation that would do this.  Please visit ASCO's Grassroots Action Center if you would like to urge your members of Congress to support a permanent repeal.  

As we move closer to the March 31st deadline, we will be sure to keep you up to date on the Congress's actions on this issue.  

If you have any questions, please contact ASCO's Grassroots Action Network at grassroots@asco.org.  
CMS Issues Revision to Consultation Services Payment Policy and Questions and Answers on Reporting Physician Consultation Services
In Change Request CR 6740, the Centers for Medicare & Medicaid Services (CMS) instructed physicians and other providers to use other applicable CPT Evaluation & Management (E/M) codes to report the services that could be described by CPT consultation codes. The CMS also provided that, in the inpatient hospital setting, physicians (and qualified non-physicians) who perform an initial E/M service may bill the initial hospital care CPT Codes (99221 – 99223). Since that instruction, CMS has received inquiries specifically as relates to reporting initial hospital care services for which the minimum key component work and/or medical necessity requirements for CPT Codes 99221–99233 are not documented. 
In response to providers questions and concerns, CMS has issued a Special Edition MedLearn Matters article, SE1010, also pertaining to change request Change Request 6740, which provides additional clarification and instruction on E/M reporting.
CMS News

CMS Expands FY 2010 RAC ADR limits to all Institutional Providers 
The Centers for Medicare and Medicaid Services (CMS) has expanded their Recovery Audit Contractors (RAC) Additional Development Request (ADR) limits to all institutional providers. The limits announced in December 2009 applied only to requests for DRG validation purposes.  The same methodology will now be used for reviews of all institutional claim types. More information about the 2010 RAC ADR limits can be found on the CMS website.  
Note: CMS will post the limits for physicians, non-physicians practitioners, and DMEPOS suppliers at a later date.
CMS Rescinds Change Request 6375: Place of Service/Date of Service Instructions for Professional/Technical Component of Diagnostic Tests
The Centers for Medicare & Medicaid Services (CMS) has rescinded Change Request CR 6375, "Place of Service (POS) and Date of Service (DOS) Instructions for Interpretation of Diagnostic Tests", Transmittal 1873, dated December 11, 2009, and will replace it with another CR in the future, pending further policy clarification on date of service and place of service reporting for the interpretation of diagnostic tests. The accompanying MLN Matters article, MM6375, is also rescinded.

ASCO News

ASCO Releases Updated Policy Statement on Genetic Testing

ASCO issued its latest recommendations for genetic testing for cancer susceptibility. The updated statement addresses new developments during the past seven years, including the availability of genetic tests of unproven clinical benefit and direct-to-consumer (DTC) genetic testing. Read the press release, visit Cancer.Net for information for your patients, and read the statement in JCO.
ASCO's Coding & Reimbursement Services Are Now Available Online
ASCO staff will continue to answer oncology-related billing, coding, and coverage questions - online. As of March 1, 2010, all coding and reimbursement inquiries must be submitted electronically through ASCO.org.  Click here to submit your question or bookmark this page. 
The Coding and Reimbursement Service is available to ASCO members and their office staff as a free member benefit; a valid ASCO member number must be provided using the online e-form. The service is also available to nonmembers for a nominal fee per inquiry. 

If you have questions related to these changes, contact Laura Cathro or Julia Tomkins at 571-483-1670. 

Off-Label Coverage News
Revision of Definition of Compendia as Authoritative Source for Use in the Determination of a Medically-Accepted Indication of Drugs/Biologicals Used Off-label in Anti-Cancer Chemotherapeutic Regimens 
The Centers for Medicare and Medicaid (CMS) have updated the Internet Only Manual (IOM) Publications 100-02, Chapter 15, section 50.4.5. This section outlines the process for amending the list of Compendia for determining medically-accepted indications for off-label uses of drugs and biologicals in an anti-cancer chemotherapeutic regimen. The CMS transmittal, CR 6806, can be found on the CMS website.

The NCCN Clinical Practice Guidelines in Oncology™ for Non-Hodgkin's Lymphomas and Prostate Cancer Have Been Updated and Published as Version 1.2010
Updates to the NCCN Guidelines for NHL include a new guideline for Adult T-Cell Leukemia/Lymphoma. For follicular lymphoma, bendamustine with rituximab was added as a first-line treatment option and for mantle cell lymphoma, bendamustine with or without rituximab was added as a less aggressive induction treatment option. Treatment recommendations for rare lymphoma types, primary mediastinal B-cell lymphoma and NK/T-cell lymphoma, were also added.

Updates to the NCCN Guidelines for Prostate Cancer include recommendations that men with low risk prostate cancer who have a life expectancy of less than 10 years should be offered and recommended active surveillance. In addition, a new "very low risk" category has been added to the updated NCCN Guidelines for clinically insignificant prostate cancer and only active surveillance is offered and recommended for men in this category when life expectancy is less than 20 years. For patients with locally advanced, very high risk disease, a recommendation for short term neoadjuvant/concomitant/adjuvant ADT (4 – 6 months) was changed to long term ADT (2 – 3 years). A new page for Systemic Salvage Therapy for Castration-Recurrent Prostate Cancer was added to the guideline. A new section on palliative radiotherapy was added to Principles of Radiation Therapy.

For the complete updated versions of the NCCN Clinical Practice Guidelines in Oncology™ and the NCCN Drugs & Biologics Compendium™ please visit NCCN.org.
The NCCN Clinical Practice Guidelines in Oncology® for Ovarian Cancer and Palliative Care Have Been Updated and Published as Version 1.2010
The NCCN Clinical Practice Guidelines in Oncology® for Ovarian Cancer have been updated and published. These NCCN Guidelines™ are now available as Version 1.2010. The NCCN Compendium™ chapters for Ovarian Cancer have also been updated and published as Version 1.2010.
Key updates include the addition of the two following preferred combinations regimens — carboplatin/weekly paclitaxel and carboplatin/liposomal doxorubicin — as cytotoxic therapy for patients with platinum-sensitive epithelial ovarian cancer, fallopian tube cancer, or primary peritoneal cancer that has recurred.
For complete remission and relapse for both 6 to 12 months and more than 12 months after stopping chemotherapy and clinically low-volume or focal recurrence after a disease-free interval of greater than six months, "consider secondary cytoreductive surgery" was added as a treatment option and a category 1 designation was added to "combination platinum-based chemotherapy preferred for first recurrence."
The NCCN Clinical Practice Guidelines in Oncology® for Palliative Care have also been updated and published. These NCCN Guidelines™ are now available as Version 1.2010.
For the complete updated versions of the NCCN Clinical Practice Guidelines in Oncology® and the NCCN Drugs & Biologics Compendium™ please visit NCCN.org.
The NCCN Clinical Practice Guidelines in Oncology (NCCN Guidelines™) for Antiemesis Have Been Updated and Published as Version 1.2010
Language in "Principles of Emesis Control in the Cancer Patient" has been updated to state, "The risk of nausea/vomiting for persons receiving chemotherapy of high and moderate emetic risk lasts for at least 3 days for high and 2 days for moderate after the last dose of chemotherapy. Patients need to be protected throughout the full period of risk."
In "High Emetic Risk Intravenous Chemotherapy – Emesis Prevention," palonosetron has been changed from a Category 2B, preferred designation to a Category 2A designation. Romidespin was added to the list of agents with low emetic risk. Estramustine was added to the list of oral agents with antiemetic prophylaxis recommended. Pazopanib was added to the list of oral agents with antiemetic agents given only as needed (i.e., PRN). A statement was added in "Principles for Managing Breakthrough Emesis" that "Some patients may require several agents utilizing differing mechanisms of action."
For the complete updated versions of the NCCN Clinical Practice Guidelines in Oncology (NCCN Guidelines™) and the NCCN Drugs & Biologics Compendium (NCCN Compendium™) please visit NCCN.org.
FDA Label Changes, New Approvals, and Warnings
FDA Approves TykerbR for Use with Letrozole to Treat Certain Postmenopausal Women with Hormone Receptor Positive Metastatic Breast Cancer
On January 29, 2010, the U.S. Food and Drug Administration granted accelerated approval to lapatinib tablets (Tykerb®, GlaxoSmithKline) for use in combination with letrozole (Femara®, Novartis Pharmaceuticals Corp.) for the treatment of postmenopausal women with hormone receptor positive metastatic breast cancer that overexpresses the HER2 receptor and for whom hormonal therapy is indicated.  Lapatinib, in combination with an aromatase inhibitor, has not been compared to a trastuzumab-containing chemotherapy regimen for the treatment of metastatic breast cancer.  The approval was based on a clinically meaningful increase in progression-free survival (PFS) observed in a single trial (EGF30008).  As a condition of accelerated approval, subsequent randomized trials are required to verify and describe the clinical benefit of lapatinib in patients with metastatic breast cancer who have received prior treatment with trastuzumab.

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

FDA Approves a Risk Evaluation and Mitigation Strategy (REMS) to Ensure the Safe Use of Erythropoiesis-Stimulating Agents (ESAs)

On February 16, 2010, the U.S. Food and Drug Administration approved a risk evaluation and mitigation strategy (REMS) to ensure the safe use of Erythropoiesis-Stimulating Agents (ESAs).  The medications included in the program are marketed by Amgen under the names Aranesp® (darbepoetin alfa) and Epogen® (epoetin alfa) and by Centocor Ortho Biotech Products under the name Procrit® (epoetin alfa).  FDA required Amgen, the manufacturer of these products, to develop the REMS based on studies demonstrating that use of ESAs can increase the risk of tumor growth and shorten survival in patients with cancer.  Studies conducted in patients with cancer and in patients with renal failure also show that use of ESAs can increase the risk of myocardial infarction, congestive heart failure, stroke and thrombotic events. 

As part of the REMS, a Medication Guide explaining the risks and benefits of ESAs must be provided to all patients receiving ESAs.  Additionally, Amgen, in collaboration with Centocor Ortho Biotech Products, was required to develop the ESA APPRISE (Assisting Providers and Cancer Patients with Risk Information for the Safe use of ESAs) Oncology program for healthcare professionals who prescribe ESAs to patients with cancer.    

Under the ESA APPRISE Oncology program, Amgen will ensure that only those hospitals and healthcare professionals who have enrolled and completed training in the program will prescribe and dispense ESAs to patients with cancer.  Amgen is also required to oversee and monitor the program to ensure that hospitals and healthcare professionals are fully compliant with all aspects of the program. This program will be implemented within 45 days after FDA approval.  

The ESA APPRISE Oncology program requires that all healthcare professionals who prescribe ESAs in patients with cancer do the following:

1. Complete a training module that covers the use of ESAs for patients with cancer. Completion of the training module is required for enrollment in the ESA APPRISE Oncology program.  

2. Obtain a signed patient/healthcare professional acknowledgement form prior to initiating a new course of ESA therapy.  The acknowledgement form attests that the healthcare professional and patient have discussed the risks with using an ESA.

3. Re-enroll in the ESA APPRISE Oncology program every three years.  Healthcare professionals not enrolled in the ESA APPRISE Oncology program will not be able to prescribe ESAs for use in patients with cancer.

As part of the enrollment in the ESA APPRISE Oncology program, healthcare professionals must attest to understanding the following: 

· ESAs shortened overall survival and/or increased the risk of tumor progression or recurrence in clinical studies in patients with breast, non-small cell lung, head and neck, lymphoid and cervical cancer. 

· Healthcare professionals not enrolled in the ESA APPRISE Oncology program will not be able to prescribe ESAs for use in patients with cancer.
· To decrease the risks of ESAs, the lowest dose of ESAs should be used to avoid red blood cell transfusion.

· Aranesp is indicated for the treatment of anemia due to the effect of concomitantly administered chemotherapy based on studies that have shown a reduction in the need for red blood cell transfusions in patients with metastatic, non-myeloid malignancies receiving chemotherapy. 

· Epogen/Procrit is indicated for the treatment of anemia due to the effect of concomitantly administered chemotherapy based on studies that have shown a reduction in the need for red blood cell transfusions in patients with metastatic, non-myeloid malignancies receiving chemotherapy for a minimum of 2 months. 
· ESAs are not indicated for use in patients receiving hormonal agents, therapeutic biologic products, or radiotherapy unless receiving concomitant myelosuppressive chemotherapy. 

· ESAs are not indicated for patients receiving myelosuppressive therapy when the anticipated outcome is cure.

· ESA use has not been demonstrated in controlled clinical trials to improve symptoms of anemia, quality of life, fatigue, or patient well-being.

· ESAs should be discontinued following completion of a chemotherapy course of treatment.


Additional information on the ESAs, this REMS and the ESA APPRISE Oncology Program is available at the FDA website. 

Full prescribing information, including clinical trial information, safety, dosing, drug-drug interactions and contraindications is available at the following websites: Aranesp® label, 

 HYPERLINK "http://cl.exct.net/?ju=fe291676746c017c771178&ls=fdee11787d65057c7317777c&m=fefc1574706d04&l=fe8f16717262037f72&s=fdff15727066017d7c167073&jb=ffcf14&t=" \o "EPOGEN® label" PROCRIT® label and EPOGEN® label. 

*NCCN Organizing National Summit for Appropriate Use of REMS in Cancer Care
NCCN has announced the NCCN REMS Oncology Summit scheduled for May 2010 to discuss recommendations for the appropriate application of Risk Evaluation and Mitigation Strategies (REMS) in cancer care. More information can be found on the NCCN website

HYPERLINK "https://mail.asco.org/exchweb/bin/redir.asp?URL=http://links.ecimail.net/c.html?rtr=on%26s=30vyw,jr66,7o7,9yt3,he3y,5km1,6h5k" \t "_blank".

 FDA Granted Accelerated Approval to Lapatinib Tablets
On January 29, 2010, the U.S. Food and Drug Administration granted accelerated approval to lapatinib tablets (Tykerb®, GlaxoSmithKline) for use in combination with letrozole (Femara®, Novartis Pharmaceuticals Corp.) for the treatment of postmenopausal women with hormone receptor positive metastatic breast cancer that overexpresses the HER2 receptor and for whom hormonal therapy is indicated.  Lapatinib, in combination with an aromatase inhibitor, has not been compared to a trastuzumab-containing chemotherapy regimen for the treatment of metastatic breast cancer.  The approval was based on a clinically meaningful increase in progression-free survival (PFS) observed in a single trial (EGF30008).  As a condition of accelerated approval, subsequent randomized trials are required to verify and describe the clinical benefit of lapatinib in patients with metastatic breast cancer who have received prior treatment with trastuzumab.

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

FDA Approves Rituximab Combination with Fludarabine and Cyclophosphamide for Treatment of CLL

On February 18, 2010, the U.S. Food and Drug Administration granted approval to rituximab (Rituxan®, Genentech), in combination with fludarabine and cyclophosphamide (FC), for the treatment of previously untreated and previously treated patients with chronic lymphocytic leukemia (CLL).  The approval was based on a clinically meaningful and statistically significant increase in progression-free survival (PFS) observed in two randomized multicenter open-label trials in patients randomized to receive either FC or the combination of FC with rituximab (R-FC). 

Full prescribing information, including clinical trial information, safety, dosing, drug-drug interactions and contraindications is available on the FDA website.
FDA Safety Information on Velcade 
On January 26, 2010, the FDA Safety Information and Adverse Event Reporting Program issued an alert to hematology and oncology healthcare professionals regarding revisions to the prescribing information for Velcade. The changes relate to starting doses for patients with hepatic impairment. 

The updated prescribing information and the "dear healthcare professional letter" are available on the FDA Web site
FDA and Novartis Issue Boxed Warning for Exjade (deferasirox) 

Novartis Oncology and FDA notified healthcare professionals about recent changes in the Prescribing Information (PI) for Exjade, indicated for the treatment of chronic iron overload, due to blood transfusions in patients 2 years of age and older. New language was added to the Contraindications, Warnings and Precautions, and Drug Interactions sections of the Package Insert, including a Boxed Warning, that the product may cause: 
1. Renal impairment, including failure; 


2. Hepatic impairment, including failure; 


3. Gastrointestinal hemorrhage. 

In some reported cases, these reactions were fatal. These reactions were more frequently observed in patients with advanced age, high risk myelodysplastic syndromes, underlying renal or hepatic impairment or low platelet counts. Exjade therapy requires close patient monitoring, including measurement of serum creatinine and/or creatinine clearance as specified in the PI and serum transaminases and bilirubin as specified in the PI. 
The complete MedWatch 2010 Safety summary, including a link to the Dear Healthcare Professional letter and revised Prescribing Information, are available on the FDA website. 

-----------------------------------------------------
ASCO sends periodic e-mails to its Contractor Advisory Committee (CAC) Network as a means of disseminating information and increasing awareness about Carrier/LCD issues around the country. You have received this e-mail as an identified interested party in the LCD process (e.g. State Society President, Oncology/Hematology/Gynecology CAC Representative/Alternate, CPC Member, CPC State Affiliate).More information is available at ASCO’s website. To submit corrections to ASCO's CAC website, or to obtain further information about any items included in this e-mail or CAC issues in general, please contact:


Laura J. Cathro
Medicare Program Coordinator
The American Society of Clinical Oncology
2318 Mill Road, Suite 800
Alexandria, VA 22314
Phone (703) 519-2907
Fax (703) 684-8364
laura.cathro@asco.org
