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WVOS

Mission Statement
To engender and promote

improvements in patient care,
education, clinical trial accrual

and pertinent economic and
legislative issues as they affect

all elements of oncology in
the State of West Virginia.

THE DATE HAS BEEN SET, SO MARK YOUR CALENDAR FOR THE

WVOS ANNUAL FALL MEMBERSHIP MEETING
in conjunction with the

WVU FALL CANCER CONFERENCE
will be held on

OCTOBER 28 & 29, 2010
Erickson Alumni Center

Morgantown, WV

Watch for more information in future WVOS Newsletters as well as on
the WVOS website at www.wvos.info

The West Virginia Oncology Society is excited to announce the launch of
our

Patient Advocacy Initiative!
Our goal is to ensure that all patients in West Virginia are able to receive

care and are never turned way for inability to pay. In support of this
initiative, we have created an easy to use listing of patient assistance

opportunities for our members now available on our website. When
searching for patient support you are able to search by drug, diagnosis, or

even look for assistance specific to patients in West Virginia!

Please visit our website, click on the patient assistance tab and begin
utilizing this tool TODAY!!

www.wvos.info
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Contaminated IV Bags of Metronidazole, Ondansetron, and Ciprofloxacin

The U.S. Food and Drug Administration (FDA) has alerted healthcare professionals not to use certain
intravenous bags of metronidazole, ondansetron, and ciprofloxacin because of potential contamination. The
FDA has received reports of floating matter in IV bags manufactured by Claris Lifesciences Limited, in
Ahmedabad, India. Foreign matter should not be present in a sterile injectable product. Potentially affected
products are sold under the Claris, Sagent Pharmaceuticals, Pfizer, and West-Ward Pharmaceuticals labels.
Healthcare professionals should NOT use and should immediately remove from their pharmacy inventories any
metronidazole, ondansetron, and ciprofloxacin intravenous bags sold under the Claris, Sagent Pharmaceuticals,
Pfizer and West-Ward Pharmaceutical labels.

For additional information as it becomes available, please visit the FDA website.

Health professionals may report adverse events by using FDA's MedWatch Voluntary Reporting
System. Information on how to report is available here. (1)

West Virginia Part B Carrier
Jurisdiction 11 Award: Notice of Protest

On May 25, 2010, Palmetto GBA was awarded the A/B Medicare Administrative
Contractor (MAC) contract for Jurisdiction 11 and Home Health and Hospice MAC
Jurisdiction C.

The Medicare Part A and Part B MAC for Jurisdiction 11 is comprised of North Carolina,
South Carolina, Virginia and West Virginia. It also includes Home Health and Hospice
MAC Jurisdiction C, which covers Alabama, Arkansas, Florida, Georgia, Illinois, Indiana,
Kentucky, Louisiana, Mississippi, New Mexico, North Carolina, Ohio, Oklahoma, South
Carolina, Tennessee and Texas.

On June 1, 2010, the Centers for Medicare & Medicaid Services (CMS) notified us that
the U.S. Government Accountability Office (GAO) had received a protest of CMS’ award
to Palmetto GBA.

This has resulted in a Stop-Work Order in accordance with Federal Acquisition
Regulations. We have been directed to immediately stop all work in support of the
contract. This Stop-Work Order is effective until the final resolution of the protest. We
anticipate a decision from the GAO on or about September 8, 2010.

We will continue to share information with you through the Palmetto GBA Web site and
listserv as more details become available regarding how these decisions will affect you.
You may also reference the CMS article “Preparing for a Transition from an FI/Carrier to
a Medicare Administrative Contractor (MAC),” which is available on the CMS Web site.

(1)

Recent Drug News and FDA Approvals
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WEST VIRGINIA
HEALTH PLANS

The most frequently visited
plans are listed below.

Click on the links to access
the websites.

AETNA
Home Provider

CARELINK HEALTH PLANS
Home Provider

CIGNA
Home Provider

HEALTH PLAN OF OHIO
Home Provider

HUMANA
Home Provider

MOUNTAIN STATE
BLUE CROSS BLUE SHIELD

Home Provider

OPTIMUM CHOICE
Home Provider

PALMETTO GBA
Home Provider

UMWA HEALTH &
RETIREMENT

Home Provider

Cysview Approved for Cystoscopic Detection of Papillary Bladder
Cancer
Source: Monthly Prescribing Reference

The FDA has approved Cysview (hexaminolevulinate HCl, from GE
Healthcare), an optical imaging agent, for use in the cystoscopic
detection of non-muscle-invasive papillary cancer of the bladder
among patients suspected or known to have lesion(s) on the basis of
a prior cystoscopy. Cysview is used with the Karl Storz D-Light C
Photodynamic Diagnostic (PDD) system to perform cystoscopy with
the blue light setting (Mode 2) as an adjunct to the white light
setting (Mode 1). (1)

Phase 2 Trial of Bafetinib in B-Cell Chronic Lymphocytic Leukemia

Source: Monthly Prescribing Reference

CytRx announced initiation of a Phase 2 proof-of-concept clinical trial
to evaluate the preliminary efficacy and safety of bafetinib in patients
with high-risk B-cell chronic lymphocytic leukemia (B-CLL). In this
Phase 2 study, high-risk B-CLL patients who have failed treatment with
first-line agents will self-administer oral doses of bafetinib twice daily.
Patients will be monitored for clinical response, time to disease
progression and cancer progression-free survival.

Bafetinib is a potent, orally available, rationally designed, dual Bcr-Abl
and Lyn kinase inhibitor, which was developed as a third-line
treatment for patients with CML and certain forms of acute myeloid
leukemia (AML) that are refractory or intolerant of other approved
treatments. Additionally, bafetinib has demonstrated clinical
responses in patients with CML in an international, open-label Phase 1
dose-ranging clinical trial conducted in patients with CML and other
leukemias that have a certain mutation called the Philadelphia
Chromosome (Ph+) and are intolerant of or resistant to Gleevec
(imatinib, from Novartis) and, in some cases, second-line tyrosine
kinase inhibitors such as dasatinib and nilotinib.

(1)

FDA's Office of Oncology Drug Products Issues Mustargen® Shortage Alert
Lundbeck Inc., the sole worldwide manufacturer of Mustargen® (mechlorethamine HCl for injection),
has informed the Food and Drug Administration (FDA) there is an expected supply shortage of this
drug. (1)

For details CLICK HERE
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FTC Again Extends Enforcement Deadline for Identity Theft Red Flags Rule

UPDATE

As a result of requests by several Members of Congress, the Federal Trade Commission (FTC) is once
again delaying enforcement of the "Red Flags" Rule until Jan 1, 2011. As part of the Federal Trade
Commission's (FTC's) implementation of the Fair and Accurate Credit Transactions (FACT) Act of
2003, most medical providers would have needed to comply with the "Red Flags" rule by June 1,
2010. The rule requires "creditors" - which the FTC defines to include most healthcare providers - to
establish a program to prevent identity theft in their practices.

The American Medical Association has developed guidance materials and a sample policy to help
physicians and their offices comply with the Red Flags rule and can be accessed on the AMA
website. (1)

Congress Fails to Act: Third SGR Cut This Year

Congress has failed to pass the "extenders bill" that would have temporarily averted the cut to
physician Medicare payments due to the flawed SGR (Sustainable Growth Rate). As a result, the
ongoing SGR crisis continues and the 21.3% cut will go into effect June 1.

The House passed H.R. 4213, "The American Jobs and Closing Tax Loopholes Act of 2010," last week,
including a 19-month SGR patch. However, the Senate did not take up the bill, having recessed for
the Memorial Day holiday. The Senate announced that it will consider the bill on June 7. This will
be the third time this year Congress has allowed the 21.3% cut to physician payments to take
effect. The Centers for Medicare and Medicaid Services (CMS) has again instructed carriers to hold
claims for the first ten business days of June, in anticipation of a retroactive SGR fix when Congress
returns from vacation. CMS released the following statement:

The Continuing Extension Act of 2010, enacted on April 15, 2010, extended the zero percent (0%)
update to the 2010 Medicare Physician Fee Schedule (MPFS) through May 31, 2010. The Centers for
Medicare & Medicaid Services (CMS) believes Congress is working to avert the negative update
scheduled to take effect June 1, 2010. To avoid disruption in the delivery of health care services to
beneficiaries and payment of claims for physicians, non-physician practitioners, and other providers
of services paid under the MPFS, CMS has instructed its contractors to hold claims containing
services paid under the MPFS (including anesthesia services) for the first 10 business days of June.

While Congress is on recess, it is imperative that you call or stop by your Senators' and
Representative's state/district offices and explain how the failure to pass suitable legislation will
negatively impact your practice. Please visit ASCO's Grassroots Action Center to contact your
legislators.

If you have any questions, please contact ASCO's Cancer Policy and Clinical Affairs Department at
571-483-1670 or publicpolicy@asco.org. (1)
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Presentation on PQRI and E-Prescribing

The Centers for Medicare & Medicaid Services (CMS) hosted a Special Open Door Call on 2010
Physician Quality Reporting Initiative (PQRI) and E-prescribing with the American Society for
Radiation Oncology (ASTRO) and the American Society of Clinical Oncology (ASCO), which took
place Tuesday, June 1st.

The presentations are available at the link below:
http://www.cms.gov/opendoorforums/23_odf_pnahp.asp?

PQRI information and educational resources are available at www.cms.gov/PQRI.

More information about e-prescribing can be found at ASCO's website (asco.org/ehr).
(1)

NCI-ASCO Cancer Trial Accrual Symposium Presentations Posted Online

New Frequently Asked Questions (FAQs) on ICD-10 Implementation

The Centers for Medicare & Medicaid Services (CMS) recently posted on its website 11 new
frequently asked questions (FAQ) about the ICD-10 Implementation. To access these FAQs, please
visit the CMS ICD-10 web page. Select the Medicare Fee-for-Service Provider Resources link on the
left side of the page, scroll down the page to the "Related Links Inside CMS" section, and select
"ICD-10 FAQs".

Please check the ICD-10 FAQ section regularly for newly posted or updated ICD-10 FAQs. (1)

Update on Insurance Coverage of Clinical Trials

CMS will be sending a pamphlet to all Medicare beneficiaries. The mailing explains how the recently
passed Health Care Reform will affect their care. This includes the fact that beneficiaries who
enter the Part D "donut hole" this year will receive a one-time $250 rebate check, if they are not
already receiving Medicare Extra Help. These checks will start mailing in mid-June and will
continue for the rest of the year on a monthly schedule. (1)

Information for Medicare Beneficiaries

Since the beginning of the year, the policy landscape has changed significantly with regard to
insurance coverage of clinical trials. The federal health reform law (the Patient Protection and
Affordable Care Act, PPACA or P.L. 111-148) enacted by President Obama in March 2010 establishes
a federal requirement for health insurers and plans to provide coverage of clinical trials beginning

Faculty presentations from the National Cancer Institute (NCI)-ASCO Cancer Trial Accrual
Symposium have been posted on the ASCO website and are now freely accessible to the public. The
Symposium, held April 29-30, targeted building the scientific evidence base and disseminating
successful methods to boost cancer trial accrual. The Symposium drew interest from over 400
leaders from organizations actively engaged in clinical trial recruitment. A total of 99 abstracts
were presented at the meeting and will be posted on the ASCO website in late June. Additional
information about the Symposium is available on the Symposium website. (1)

Continued on next page…
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Practice administrators: ASCO knows that providing the best cancer care requires a team effort.
ASCO has specially-tailored resources for every member of the oncology staff. Not an ASCO
Member? Please visit benefits.asco.org or contact ASCO Member Services at 703-299-0158, 888-282-
2552, or e-mail membermail@asco.org to apply or learn more. Already an ASCO Member? Be sure
you're taking advantage of all benefits ASCO offers oncology professionals.

Save the Date

WVSMA Healthcare Summit
August 27-29, 2010

The Greenbrier, White Sulphur Springs

Continued… Update on Insurance Coverage of Clinical Trials

ASCO is preparing a detailed analysis of the federal statute and its impact on state coverage
requirements. Additional information will be included in subsequent issues of Cancer Policy Today.
In the meantime, please contact researchpolicy@asco.org with questions or for additional
information. (1)

May/June Issue of The Hematologist

NOW
AVAILABLE

ONLINE
CLICK HERE


