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30 Day Stopgap for Physician Payment Cut

March 2, 2010, the Senate passed a 30-day emergency funding $10 billion
measure, HR 4691, called the Temporary Extension Act of 2010, to provide a
stopgap to the 21% cut to Medicare payments, maintain unemployment
benefits for the long-term jobless and provide stopgap funding for highway
programs. Each of these had lapsed with Monday's expiration of an earlier
stopgap bill that passed earlier. The President promptly signed the Bill late
Tuesday night. This new extension expires on March 31. 2010.

Kentucky Republican, Jim Bunning, had been holding up action for days but
conceded after pressure intensified. Bunning wanted to force Democrats to
find ways to finance the bill so that it wouldn't add to the deficit.

The bill passed by a 78-19 vote and Obama signed it into law late Tuesday.

"During these difficult economic times, supporting American workers, their
families and our small businesses must be everyone's focus," the president
said in a statement. "I'm grateful to the members of the Senate on both sides
of the aisle who worked to end this roadblock to relief for America's working
families."

The bill passed the House last week.

The Senate will now take up a 150-billion-dollar, long-term measure extending
unemployment benefits and tax breaks for individuals and businesses to the
end of the year.
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Does your practice have any drug being reimbursed at less than the purchase price?

WVOS is launching an Underwater Drug Reimbursement Initiative to support our members by working
with payers to cover the costs of our patients’ drugs.

WE NEED YOUR HELP……To make this initiative a success, we are soliciting the help of each of our
members in providing us with the data needed to address this ongoing problem.

Please report any Underwater Drug Reimbursement to
reimbursement@wvos.info.

Recent Drug News and FDA Approvals

FDA Granted Accelerated Approval to Lapatinib Tablets
Source: ASCO

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 announces a Risk Evaluation and Mitigation Strategy (REMS) for ESA’s

Announced on February 16, 2010, the FDA is requiring all drugs called Erythropoiesis-Stimulating Agents
(ESAs) to be prescribed and used under a risk management program, known as a risk evaluation and
mitigation strategy (REMS), to ensure the safe use of these drugs. The ESAs that are part of the REMS are
marketed under the names Epogen, Procrit, and Aranesp.

To read the complete article CLICK HERE

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.

EGF30008 was multinational, randomized, placebo-controlled trial of lapatinib plus letrozole versus
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placebo plus letrozole in patients with hormone receptor-positive metastatic
breast cancer who had not received prior therapy for metastatic disease.
Patients were randomly assigned to receive lapatinib (1,500 mg once daily)
plus letrozole (2.5 mg once daily) or to placebo plus letrozole (2.5 mg once
daily). There were 219 patients (17%) who were HER2-positive, 952 (74%)
patients who were HER2-negative, and 115 (9%) patients did not have their
HER2-receptor status confirmed.

Accelerated approval was based on the results from the group of
postmenopausal women with metastatic breast cancer that overexpressed the
HER2 receptor. The primary efficacy endpoint was PFS, defined as the time
interval between randomization date and the date of either first documented
disease progression or death due to any cause. The lapatinib plus letrozole
combination had a median PFS of 35.4 weeks compared to 13.0 weeks for the
placebo plus letrozole arm (HR = 0.71, p = 0.019). The overall survival data
are not mature at this time.

Safety data was evaluated in 1278 postmenopausal women with hormone
receptor-positive metastatic breast cancer. The safety profile of lapatinib in
this trial population was consistent with previous safety data. The most
common adverse reactions (greater than or equal to 10%) in the lapatinib plus
letrozole arm were diarrhea, rash, nausea, and fatigue. Elevated liver
enzymes and bilirubin were reported in 53% and 22% of the patients receiving
lapatinib, respectively. Among 654 patients who received the lapatinib plus
letrozole treatment, 26 patients experienced Grade 1 or 2, and 6 patients
experienced Grade 3 or 4 decreases in left ventricular ejection fraction.

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

FDA Announces Class I Recall of Certain Infusion Set Needles

The U.S. Food and Drug Administration today announced a Class I recall of
Exel/Exelint Huber needles, Exel/Exelint Huber Infusion Sets and Exel/Exelint
“Securetouch+” Safety Huber Infusion Sets, manufactured by Nipro Medical
Corporation for Exelint International Corporation.

Huber needles are used to access ports implanted under the skin of chronically ill
patients for repeated access to veins for the withdrawal of blood and infusion of
medication, nutritional solutions, blood products, and imaging solutions. These
needles should be designed to penetrate the port without cutting and dislodging any
silicone cores (or slivers) from the ports into which they are inserted.

Inspections conducted in October 2009 of Nipro facilities in Japan found that their
needles “cored” in 60 to 72 percent of tests. The reason for this coring is related to
design and manufacturing processes, which the FDA continues to investigate.

There are more than 2 million units impacted by this recall in distribution nationwide.

For complete details CLICK HERE
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Cyclophosphamide for Treatment

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).

To read the complete article CLICK HERE

Source: ASH

UPDATE

Update on Status of Prompt-Pay Discount

ASCO continues to support removing prompt pay discounts from the ASP calculation. We are currently
working to seek co-sponsors for H.R. 1392 and S. 1221 in order to ensure community oncology practices are
able to provide patients with quality cancer care. Prompt-pay discounts threaten oncology practices by
artificially lowering the reimbursement rate for chemotherapy treatments, resulting in some cases to reduced
patient access to treatment.

It is crucial that you let your member of Congress and Senator know the effect the prompt-pay discount has
on your practice and patients. Contact your Senators and your Representative and urge them to cosponsor
this legislation. Helpful hints and talking points on the bill are also available at ASCO's Grassroots Action
Center.

Large Analysis Finds Breast Cancer Patients Who Take Aspirin Reduced Risk of
Metastasis and Death by Half

An analysis of data from the Nurse’s Health Study, a large, ongoing prospective observational study, shows
that women who have completed treatment for early-stage breast cancer and who take aspirin have a nearly
50 percent reduced risk of breast cancer death and a similar reduction in the risk of metastasis.

“This is the first study to find that aspirin can significantly reduce the risk of cancer spread and death for
women who have been treated for early-stage breast cancer, " said Michelle Holmes, MD, DrPH, associate
professor of medicine and epidemiology at Harvard Medical School & Harvard School of Public Health and
the study's lead author. “If these findings are confirmed in other clinical trials, taking aspirin may become
another simple, low-cost and relatively safe tool to help women with breast cancer live longer, healthier lives."

To read the complete article CLICK HERE
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QOPI CERTIFICATION NOW OPEN
The QOPI Certification application process launched on January 5, 2010. Practices that met QOPI Certification
scoring requirements in the fall of 2009 have become the first eligible to apply for certification. QOPI
Certification is based on select QOPI performance measures, and the new QOPI Certification Site Assessment
which includes measures for practice safety and quality.

Practices interested in applying must have completed all of the applicable modules and met sample size
requirements. Practices are encouraged to review the structural standards that will be assessed for the QOPI
Certification Site Assessment and implement the quality improvements necessary to meet certification
requirements before applying. In order to achieve certification, practices must demonstrate compliance with all
standards.

The application process will be open until March 24, 2010. Practices will have the opportunity to apply for QOPI
Certification following each round of QOPI. The next scheduled rounds are March/April 2010 and
October/November 2010. For more information visit http://qopi.asco.org

ASCO Meetings
Last Chance to Register for the 2010 GU Cancers Symposium
The 2010 Genitourinary Cancers Symposium, to be held this week (March 5-7) in San Francisco, California,
offers the latest strategies in prevention, screening, diagnosis, treatment, management, and controversies in
GU cancers.

For details CLICK HERE

Visit ASCO's New Annual Meeting Website
ASCO's new Annual Meeting website, www.asco.org/chicago2010 , is a comprehensive resource for all
content related to the 2010 Annual Meeting in Chicago. Make this your destination for everything related to
the Annual Meeting, including key dates and deadlines, registration and housing, attendee and exhibitor
information. Stay tuned for the release of mobile applications and an interactive version of the Annual
Meeting Planner—essential resources to help attendees build their itineraries and maximize their Meeting
experience.

For details CLICK HERE

Apply Now for the 2010 AACR/ASCO Workshop on Methods in Clinical Cancer Research
The 2010 AACR/ASCO Workshop on Methods in Clinical Cancer Research, to be held Aug. 7-13 in Vail,
Colorado, is an intensive workshop in the essentials of effective clinical trial designs of therapeutic
interventions in the treatment of cancer for clinical fellow and junior faculty clinical researchers in all oncology
subspecialties, including radiation and surgical oncology and radiology. The deadline for online applications is
March 15.

For details CLICK HERE

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.
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While radiologists know the benefits of CT colonography (CTC), or virtual colonoscopy, they should be
cognizant of how patients’ expectations about the procedure affect their willingness to undergo screening,
according to scientific presentations at RSNA 2009.

To read the complete article CLICK HERE

Medicare Physician Supervision Requirements – Frequently Asked Questions

Q: I practice in a free standing radiation center and I am not clear on whether the physician supervision
requirements allow for any MD or whether the radiation oncologist is the only one that can provide the
supervision of radiation therapy services, as well as the “incident to” services.

A: ASTRO believes the CMS requirements for physician supervision are the same irrespective of place of
service, meaning that the supervising physician needs to be able to immediately step in and perform the
procedure not just in the event of an emergency but to also be able to furnish assistance and direction
throughout the performance of the procedure. Therefore it is ASTRO’s view that the clinically appropriate
physician is the radiation oncologist.

For more frequently asked Q&A’s CLICK HERE

Patients Sometimes Equate "Virtual" with "No Discomfort" in CTC

CMS Approves Three National Organizations to Accredit Suppliers of Advanced
Imaging Services

The Centers for Medicare & Medicaid Services (CMS) is designating three national accreditation
organizations - the American College of Radiology (ACR), the Intersocietal Accreditation Commission (IAC),
and The Joint Commission (TJC) - to accredit suppliers furnishing the technical component (TC) of advanced
diagnostic imaging procedures. The accreditation requirement will apply only to the suppliers furnishing the
imaging services, and not to the physician's interpretation of the images.

As required by the Medicare Improvements for Patients and Providers Act of 2008 (MIPPA), all suppliers of
the TC of advanced imaging will have to become accredited by an accreditation organization designated by
the Secretary of Health and Human Services by Jan. 1, 2012. The accreditation requirement applies to
physicians, non-physician practitioners, and physician and non-physician organizations that are paid for
providing the technical component of advanced imaging services under the Medicare Physician Fee
Schedule.
MIPPA specifically defines advanced diagnostic imaging procedures as including diagnostic magnetic
resonance imaging (MRI), computed tomography (CT), and nuclear medicine imaging such as positron
emission tomography (PET). The details of the accreditation organization selection process went through
notice and comment rulemaking in the calendar year 2010 Physician Fee Schedule rule.
"While advanced diagnostic imaging procedures can be useful in identifying health problems that might
otherwise require surgery, the rapid growth in their use raises important questions of quality and safety," said
Barry Straube, M.D., CMS chief medical officer and director of the CMS Office of Standards and Quality. "The
three organizations that will be accrediting suppliers have the expertise and authority to set a standard of
excellence industry-wide."

RADIATION ONCOLOGY UPDATE

Source: ASCO

Continued on next page…
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To be designated, the accrediting organizations had to demonstrate that they were experienced in the
advanced diagnostic imaging area, and that their accreditation requirements met or exceeded the
standards set out in MIPPA, including requirements for:
• Qualifications of non-physician personnel performing the imaging;
• Qualifications and responsibilities or medical directors and supervising physicians;
• Procedures to ensure the safety of the individuals furnishing the imaging procedure and of the persons to
whom the services are furnished;
• Procedures to ensure the reliability, clarity, and accuracy of the technical quality of the diagnostic images
produced by the supplier;
• Procedures to assist the beneficiary in obtaining his/her imaging records on request; and
• Procedures to notify CMS of any changes to the imaging modalities subsequent to the accrediting
organization's decision.
In addition, the accrediting organizations were required to develop a plan for reducing the burden and cost
of accreditation to small and rural suppliers. The accrediting organizations are also required to provide CMS
with detailed information about their survey processes.
MIPPA specifically excluded from the accreditation requirement certain imaging services such as x-rays,
ultrasound, and fluoroscopy procedures. The law also excludes from the CMS accreditation requirement
diagnostic and screening mammography, which are subject to quality oversight by the Food and Drug
Administration under the Mammography Quality Standards Act.
CMS will issue further guidance to suppliers about meeting the accreditation requirements. CMS plans to
undertake a provider education outreach program to ensure that all affected suppliers understand the
requirements and are able to comply with them prior to the Jan. 1, 2012, accreditation deadline.
For more information, please see the CMS Web site.

Continued…CMS Approves Three National Organizations to Accredit Suppliers of
Advanced Imaging Services

Medical Group Urges New Rules on Radiation
Source: New York Times

The leading professional organization dedicated to radiation oncology has called for enhanced safety
measures in administering medical radiation, including the establishment of the nation’s first central
database for the reporting of errors involving linear accelerators — machines that generate radiation — and
CT scanners.

To read the complete article CLICK HERE

Of all the
things you
wear, your
expression
is the most
important.
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Palmetto GBA
News Updates

Medicare – Signatures & Documentation – What You Need to Know

In recent months, Palmetto GBA has seen an escalating number of errors assessed by the Comprehensive
Error Rate Testing (CERT) Review Contractor due to signature problems with practitioners’ medical records, x-
ray reports and laboratory/radiology orders. As compliance officers, Advisory and CAC members/physicians,
you may be asking yourself, why is this important to me?

To find out why CLICK HERE

Medicare Part B Small Provider Forum: March 26, 2010

Palmetto GBA is sponsoring a Small Provider Forum in Fairmont, West Virginia, on March 26, 2010, from 8
a.m. to 10 a.m. This forum is specifically designed for providers with fewer than 10 full time employees. The
session will include Medicare updates and will provide an opportunity for you to get your questions answered.
(2)

For more information CLICK HERE

Update to Consult Coding Rules

Palmetto Medicare has sent another update to the consult coding rules. Previous instructions were to use
99499 (Unlisted E/M code) for hospital consults that do not meet the documentation requirements for 99221-
99223. Now you are to use subsequent hospital visit codes 99231-99233 and not 99499. This means if the
physician documents less than a detailed history and exam which is required for 99221, you have to use the
lower subsequent visit codes.

Here is the link to the Medicare communication and the updated consult communication:
http://www.palmettogba.com/palmetto/providers.nsf/vMasterDID/82DR648580?opendocument

GENERAL

CERT Denials Related to Orders for Laboratory & Pathology Testing

This article applies to independent clinical/pathology labs and in-house office laboratory services performed by
medical practices. To better address problems identified during reviews conducted by the CERT contractor.
Palmetto GBA examined records for several claims related to laboratory errors for which denials for testing
procedures were generated.

For every claim selected for review, we determined the test results were documented for the correct patient,
date of service, diagnoses, and test codes billed to this Medicare Part B contractor. The ordering practitioners
were appropriately identified in all situations.

We found recurring, widespread problems with various aspects of the 'ordering' process. Issues with orders
were ultimately the reason why the laboratory procedures were deemed medically unnecessary by CERT and
denied.

To read the complete article CLICK HERE


