


Like Part B, Part D is optional and requires a separate premium.!
Beneficiaries must select a prescription drug plan from an extensive
array of sponsors based on the drugs covered in the formulary, cost of
the plan, out-of-pocket drug costs, and pharmacies participating

in the plan."

Oral Anticancer Drug Medicare Coverage
Medicare Part B

Medicare Part B has not traditionally covered most outpatient oral
prescription medications; coverage has been limited to drugs or
biologics administered by infusion or injection.”? Bundled payments
made to hospitals and skilled nursing facilities generally cover all
drugs (and other services) administered during a patient’s stay.?
Physicians also receive payment for parenteral therapies administered
in their offices; self-administered injectables are not covered."?
However, current law authorizes coverage under Part B for select oral
antineoplastics and antiemetic agents.'

Oral chemotherapy is covered if it contains the same active ingredients
and is used for the same indication as the injectable counterpart.”
Capecitabine, an oral fluorouracil precursor, is an example of this type
of Medicare Part B—covered medication."” If a parenteral formulation
of an oral chemotherapeutic agent exists, pharmacists need to
determine the indication for treatment.”? Part B should be billed for
cancer-related treatment; otherwise, the treatment should be covered
under the provisions of Part D."> Therefore, oral antineoplastic drugs
with IV equivalents that have no other medical indication other than
cancer should not be included in Medicare Part D plan formularies.”
To limit misunderstandings, CMS recommends that practitioners
indicate the diagnosis, indication, and whether the drug is covered
under Part B or Part D when writing prescriptions.”” At a minimum,
pharmacists should require the diagnosis and indication, as this is
already required by some state Boards of Pharmacy (eg, Florida)."
Table 1 summarizes Medicare coverage of FDA-approved oral
chemotherapeutic agents.”"

Oral antiemetic agents are also covered under Part B if they are

used as full therapeutic replacement for an IV antiemetic (ie, no

IV antiemetics used) and administered before or within 48 hours

of chemotherapy administration.!> Part D covers oral antiemetic
medications used for all other medical circumstances.'® Medicare
recently released a statement clarifying billing and reimbursement for
a 3-drug antiemetic combination (tri-pack) consisting of aprepitant, a
5-HT antagonist, and dexamethasone. Although antinausea therapy
on days 2 and 3 is sent home with the patient, the entire tri-pack
should be covered under Part B because it is administered within 48
hours of chemotherapy."” Cancer patients often have many other oral
or self-administered medications (eg, pain medications, mental health
drugs) that play a significant role in their treatment plan. Part D, not
Part B, covers these agents." Table 2 lists the oral antiemetic agents
covered under Part B.>"??
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Both Medicare Part B—covered oral chemotherapeutic and antiemetic
agents are covered under the durable medical equipment regional
carrier (DMERC) provision.!” Any pharmacy dispensing these agents
must hold a DMERC license and use certain claim forms and codes
to successfully bill their regional DMERC."'*!® An institutional
pharmacy dispensing oral anticancer agents for take-home use must
function as a retail pharmacy and bill as a retail pharmacy would

Table 1. Medicare Parts B and D Coverage for Oral
Chemotherapeutic Agents's"”

Generic Drug Name Brand Drug Name Part B2 Part D®

' Hexalen®

| Targretin®

Altretamine
Bexarotene

|
Busulfan | Bulsulfex™; Myleren®
5 |

Capecitabine | Xeloda®
Chlorambucil | Leukeran®
Cyclophosphamide | Cytoxan®; Neosar®

Dasatinib

| Sprycel®

Erlotinib | Tarceva®

Estramustine | Emcyt®

Etoposide | VePesid®

Gefitinib | Iressa®
| Hydrea®

| Gleevec®

Hydroxyurea
Imatinib
| Tykerb®

| Revlimid®

Lapatinib
Lenalidomide
| Alkeran®

| Purinethol®

Melphalan
Mercaptopurine

Methotrexate | Trexall™; Rheumatrex® |

Nilotinib | Tasigna® |
Procarbazine i Matulane® i
Sorafenib i Nexavar® i
i Sutent® i

\

Sunitinib
Temozolomide | Temodar®

5 |
Thalidomide | Thalomid®

Thioguanine | Tabloid®

| Vesanoid®

| Zolinza®

Tretinoin

Vorinostat

aCovers oral drugs that contain the same active ingredient or are prodrugs
of injectable versions that would ordinarily be covered under Part B as
1) not usually self-administered, and 2) provided incident to a physician’s
services. If Part B-covered drug used for indication other than cancer
treatment, bill under Part D.

®Oral chemotherapy that does not meet the criteria for Part B should be
billed under Part D.



through the appropriate DMERC.*?* Oral chemotherapy and other
oral drugs covered under the DMERC provision will eventually be
covered under Part D.*

Medicare Part D

Before the introduction of the Part D program, oral anticancer
agents approved by the FDA were not covered unless they were
available in both an oral and injectable form, as described
previously."” Part D, which became effective in January 2006,
provides coverage through more than 1400 prescription drug

plans (PDPs) for certain prescription drugs (including many of the
newer oral chemotherapeutic agents), biologic products, vaccines,
and insulins.!*"*?' A Part D—covered drug must be available only

by prescription, approved by the FDA, and used for a medically
accepted indication." If an oral anticancer agent does not have an
injectable version, coverage for the drug should be processed under
the beneficiary’s Part D benefit.'” Moreover, oral anticancer agents for
which coverage is available under Part A or Part B are excluded from
Part D coverage.'? Reviews are conducted quarterly to consider new
agents for inclusion in the Part D benefit."

With the hundreds of possible Part D prescription drug plans,
knowing each plan’s coverage is difficult for healthcare providers.
To help providers and beneficiaries locate formularies for each
PDP, Medicare created the Formulary Finder, an online tool
available at http://formularyfinder.medicare.gov/formularyfinder/
selectstate.asp.? Practitioners may also obtain free downloadable
PDP formularies from Epocrates, Inc. (http://www.epocrates.com).
Epocrates continually updates formulary information and enables
providers to check copay tiers, formulary alternatives,

prior-authorization criteria, and quantity limits.

PDPs may establish a tiered payment structure in which enrollees
pay lower copayments for preferred medications than nonpreferred
products.? Generally, plans must offer an exception process in
which the insured can seek a lower copayment for a nonpreferred
medication that is a medical necessity. However, Medicare permits
plans to establish a “specialty tier” for medications costing more
than $500 each month, in which case the exceptions process does
not apply. Drugs in the specialty tier are covered at a coinsurance of
25% or less.” Unsurprisingly, many oral antineoplastic medications
are deemed specialty drugs." Therefore, cancer patients should
critically evaluate Part D plan formularies before making their annual
enrollment decision.

Out-of-pocket expenses under Medicare Part D vary depending on a
patient’s individual income. For patients with limited incomes and
resources, Medicare may assist with monthly premiums, annual
deductibles, and prescription drug copayments.* Individuals must
not have combined savings, investments, and real estate exceeding
$23970 if married and living with spouse, or $11990 if not married or
not currently living with spouse, to qualify for such assistance.?* To
receive the standard Part D benefit, a patient ineligible for low-income
assistance must pay a $275 deductible.”> Medicare covers 75% of the
first $2510 billed; coverage then drops to zero and resumes only when
the beneficiary reaches $5726 in annual prescription-drug spending,
at which point catastrophic coverage starts, with Medicare paying
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Table 2. Chemotherapy-Associated Oral Antiemetics
Covered Under Part B'>'7192

Chlorpromazine hydrochloride

Diphenhydramine hydrochloride

Dolasetron mesylate®

Dronabinol

Granisetron hydrochloride®

Hydroxyzine pamoate

Ondansetron hydrochloride

Perphenazine hydrochloride

Prochlorperazine maleate

Promethazine hydrochloride

Thiethylperazine maleate

Trimethobenzamide hydrochloride

Tri-pack of aprepitant, 5-HT, antagonist, and dexamethasone

2Bill under Medicare Part B if used as a full therapeutic replacement
for intravenous antiemetic drugs and administered within 48 hours of
chemotherapy; for all other indications, bill under Medicare Part D.

PMust be administered within 24 hours of chemotherapy.

95% of the prescription-drug costs.'"* These 2008 coverage limits
represent an increase over those for 2007.> Each patient is responsible
for the greater-than-$3000 gap, commonly referred to as the “donut
hole” in prescription-drug coverage; by 2016, this gap is expected

to exceed $6000.%° Despite this gap in drug coverage, patients must

continue to pay their insurance premiums.*

Medicare patients may enroll in PDPs that offer donut hole coverage,
which entails higher monthly premiums (nearly double that of the
standard Medicare premium).” In 2008, 29% of PDPs offer some type
of gap coverage, up from 15% coverage in 2006.¢ However, many of
these plans offer coverage for generic drugs only.*® In fact, in 2008,
only 1 plan (in Florida) provides brand-name gap coverage, which

is unfortunate for cancer patients whose only treatment options are

often brand-name medications.*

Patients receiving inexpensive medications or low-income cancer
patients receiving financial aid through patient-assistance programs
may not feel the effects of the donut hole."” However, many oncology
patients receiving costly oral anticancer medications reach the donut
hole quickly. These patients often seek assistance from manufacturer
patient-assistance programs and patient advocacy foundations (see
Reimbursement and Patient Assistance Hotlines, pg 13). However,
because these organizations may mistakenly believe that Part D
eliminates the need for these programs, cancer patients find it more
difficult to obtain assistance when they reach the coverage gap.
Increasing patient out-of-pocket expenses may negatively affect
treatment outcomes; cancer patients may attempt to ration their
medication use and not adhere to their treatment plans or cancel visits
to their oncologist to avoid a copayment obligation."” Subsequently,
health systems may be adversely affected by the costs of more
emergency room visits, increased hospital admissions, and missed
collections of patient copayments.'°



Conclusions

The introduction of oral anticancer agents is changing the paradigm
of cancer treatment. Oral administration of chemotherapy offers
enhanced patient convenience and may decrease the use of healthcare
resources for inpatient and ambulatory care services. However, with
their introduction come new reimbursement challenges for oncology
healthcare providers. Medicare reimbursement rules and rates that
affect oral anticancer agents frequently change; oncology practitioners
must be well informed because these changes can significantly
impact patient care outcomes and financial resources.
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Medicare Part D Update

Final Ruling on Electronic
Prescribing Standards

April 7, 2008: The Center for Medicaid and Medicare Services

(CMS) has provided physicians with a final set of standards on
electronic prescribing (e-prescribing) for Medicare patients. The

final rule, published in the April 7 Federal Register (Federal Register
2008;73:18917-18942) will go into effect in April 2009, giving
prescribers who are already e-prescribing a year to become compliant.
Under the final ruling, physicians and pharmacists are not required to
use electronic prescriptions, but they must abide by the new standards
ifthey choose to prescribe electronically. The new standards govern
electronic transmittal of certain information to the prescribing

provider, the dispensing pharmacy, and the pharmacist, including:
- A patient’s medication history;

« Health plan formularies and benefits, including information
regarding formulary status of medications; preferred alternatives;
coverage restrictions (ie, quantity limits, need for prior authorization);
and copayment; and

« Prescription-fill status, which alerts prescribers when a medication
has dispensed, partially dispensed, or not dispensed.

Additionally, the final rule establishes the National Provider
Identifier (NPI) as a standard for identifying healthcare providers
in e-prescribing transactions. E-prescribing standards for prior
authorization, structured and codified patient instructions, and
clinical drug terminology have not been finalized for Medicare
despite attempts by CMS to field-test these standards.

However, hurdles remain in the implementation of e-prescribing.
For starters, fewer than 10% of US physicians prescribe medications
electronically; more than 50% of these physicians work in small

or solo practices where the expense of electronic prescribing
programs and technical support may not be cost-effective. Currently,
e-prescribing of controlled substances is not permitted by the Drug
Enforcement Administration (see In the News pg 7 regarding a
proposal to permit controlled e-prescribing), and approximately

30% of pharmacies are not able to receive electronic prescriptions,
requiring prescribers to also retain a paper-based prescription system.
Furthermore, beginning in January 2009, computer-generated

faxes of prescriptions will no longer be compliant with Medicare
regulations, although CMS may issue a proposed solution before the
end of the year. Web sites, including GetRxConnected (http://www.
getrxconnected.com), are available to help prescribers learn more
about e-prescribing.



In the News

Food and Drug Administration
(FDA) News

Final Approvals: New Agents and Supplemental
Approvals

March 7, 2008: Levoleucovorin, (formerly know as ISO-Vorin™,
Spectrum Pharmaceuticals, Inc.), a folate analog, was approved by
the US Food and Drug Administration (FDA): 1) as a rescue agent
after high-dose methotrexate therapy for osteosarcoma and 2) to
diminish the toxicity and counteract the effects of both impaired
methotrexate elimination and inadvertent overdosage of folic acid

antagonists. Levoleucovorin is the active enantiomer of leucovorin.

March 20, 2008: Treanda® (bendamustine hydrochloride, Cephalon,
Inc.) was the first agent approved by the FDA since 2001 for the
treatment of chronic lymphocytic leukemia (CLL). This approval
was based on the results of a phase 3, open-label trial; compared
with chlorambucil, Treanda improved the overall response

rate (RR), complete RR, and prolonged the progression-free
survival time in untreated CLL patients. The exact mechanism
of action of Treanda is unknown, but its unique chemical
structure contains both an alkylating group and a benzimidazole
component. In preclinical trials, Treanda induced apoptosis and
disrupted mitosis. The FDA is currently reviewing Treanda for
the treatment of relapsed, rituximab-resistant, indolent non-
Hodgkin lymphoma (NHL).

March 24, 2008: Relistor™ (methylnaltrexone bromide, Progenics
Pharmaceuticals, Inc.) subcutaneous injection was approved

by the FDA for the treatment of opioid-induced constipation,
following failure of other laxatives, in patients with advanced
illness who are receiving palliative care. A peripherally acting,
mu-opioid receptor antagonist, Relistor inhibits the activity of
opioid analgesics outside the central nervous system. This
interaction reverses constipation caused by opioids, but does not
disrupt analgesic effects.

June 4, 2008: Taxotere® (docetaxel, sanofi-aventis) and carboplatin,
in combination with Herceptin® (trastuzumab, Genentech, Inc)
(TCH regimen), as well as doxorubicin and cyclophosphamide
followed by Taxotere® and Herceptin® (AC-TH regimen) were
approved by the FDA for adjuvant treatment of HER2-neu—positive
early breast cancer. Both approvals were based on the results of a
randomized, phase 3 Breast Cancer International Research Group
(BCIRG) 006 trial in which 3222 women with HER2-neu—positive,
node-positive, or high-risk node-negative breast cancer received

1) TCH; 2) AC-TH; 3) or doxorubicin and cyclophosphamide,
followed by Taxotere (AC-T). Both TCH and AC-TH significantly
reduced the risk of disease recurrence and increased overall
survival (OS) time. Taxotere is also approved as a single agent for
locally advanced or metastatic breast cancer after chemotherapy
failure, and with doxorubicin and cyclophosphamide as adjuvant
treatment of operable node-positive breast cancer. Additionally,
Taxotere is approved (as a single agent or combined with other
agents depending on indication) for treatment of non—small
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cell lung cancer, hormone refractory prostate cancer, gastric
adenocarcinoma, and squamous cell carcinoma of the head and
neck. Herceptin is also approved for treatment of HER2-neu
overexpressing breast cancer.

June 25, 2008: Velcade® (bortezomib, Millennium Pharmaceuticals,
Inc) was approved by the FDA for first-line treatment of multiple
myeloma. The approval was based on the results of the phase 3
VISTA study, which evaluated oral melphalan plus prednisone,
compared with melphalan plus bortezomib, in previously
untreated, symptomatic multiple myeloma patients. Time to
disease progression, OS time, progression-free survival time, and
RRs were significantly improved with Velcade plus melphalan.
Velcade had been previously approved for multiple myeloma
patients who had received at least 1 prior therapy, and for those
with more refractory disease.

July 8, 2008: SPOT-Light HER2 CISH kit (Invitrogen Corporation),
a test that measures the number of copies of the HER2 gene in
tumor tissue, was approved by the FDA for determining whether
patients with breast cancer are good candidates for treatment with
Herceptin® (trastuzumab, Genentech, Inc).

Final Approvals: New Generic Approvals

March 14, 2008: Sun Pharmaceutical Industries announced the
approval of its generic formulation of amifostine for injection, the
first generic equivalent of Ethyol® (MedImmune Oncology, Inc.)
approved for use in the United States.

April 21, 2008: Sun Pharma Global received FDA approval of their
therapeutic- equivalent formulation of generic irinotecan for injection.

June 17, 2008: The FDA approved Hospira, Inc’s generic
formulation of hydromorphone hydrochloride.

June 27, 2008: The FDA approved Par Pharm’s generic formulation
of dronabinol.

July 2, 2008: Several manufacturers (Apotex Corp., Abraxis
Pharmaceutical Products, Bedford Laboratories, Dr. Reddy’s
Laboratories, Ltd., Ebewe Parenta Pharmaceuticals, Inc., Teva
Parenteral Medicines, Inc., Watson Laboratories, Inc., Wockhardt
USA, Inc) received FDA approval for therapeutic-equivalent
formulations of generic granisetron hydrochloride for injection.

New Drug Applications/Biologics License Application

February 28, 2008: Alpharma, Inc. submitted an New Drug
Application (NDA) for Embeda™ (extended-release oral morphine
sulfate with sequestered naltrexone) for the treatment of patients
with chronic pain. If capsule is crushed, chewed, or dissolved,
Embeda works as an abuse deterrent by releasing naltrexone, which
is absorbed and reduces the euphoric effects of the morphine.
Insignificant amounts of naltrexone are absorbed when Embeda

is taken properly. On April 21, 2008, Alpharma, Inc. withdrew the
NDA because of technical issues with data presentation; however,
on June 30, 2008, the NDA was resubmitted.

May 29, 2008: GlaxoSmithKline submitted an NDA for both
oral and intravenous Rezonic™ (casopitant) for prevention of
chemotherapy-induced nausea and vomiting. Rezonic (an add-on
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therapy to the standard dual therapy

of'a 5-HT, receptor antagonist and
dexamethasone) is a novel, investigational,
neurokinin (NK)-1 receptor antagonist.
GlaxoSmithKline has also submitted an
NDA for Rezonic to prevent postoperative
nausea and vomiting.

June 30, 2008: Introgen Therapeutics, Inc.
submitted a Biologics License Application
to the FDA requesting marketing approval
for ADVEXIN® (Ad5CMV-p53 gene) to
treat recurrent, refractory head and neck
cancer. ADVEXIN is a replication-defective
adenoviral-cytomegalovirus vector that
encodes a wild-type p53 gene, which
induces tumor cells to produce wild-type
P53, a tumor suppressor gene. In transfected
tumor cells, the wild-type p53 gene product
exerts antitumor effect by blocking cell cycle
progression at G1/S, activating DNA repair
proteins in the presence of DNA damage,
and initiating apoptosis when DNA damage
is irreparable.

Fast-Track Status

June 3, 2008: LX1032 (Lexicon
Pharmaceuticals, Inc.), an orally-delivered,
tryptophan hydroxylase inhibitor, for
managing gastrointestinal symptoms
associated with carcinoid syndrome, was
granted fast-track status by the FDA.
Tryptophan hydroxylase is a rate-limiting
enzyme in serotonin synthesis; excessive
levels of serotonin appear to induce
carcinoid syndrome symptoms.

Orphan Drug Designations

March 3, 2008: Promacta® (eltrombopag,
GlaxoSmithKline), a once-daily, oral,
short-term investigational treatment for
chronic idiopathic thrombocytopenic
purpura (ITP), was granted a priority
review by the FDA, and in May 2008, was
granted orphan drug status. Promacta

is a nonpeptide thrombopoietin receptor
agonist that stimulates the proliferation
and differentiation of megakaryocytes.
The FDA Oncologic Drugs Advisory
Committee (ODAC) discussed the NDA
for Promacta on May 30, 2008, and
unanimously recommended FDA approval.

March 25, 2008: Amrubicin® (Celgene
Corporation) received orphan drug
status for the treatment of small cell
lung cancer (SCLC). Amrubicin is a
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synthetic anthracycline analog and potent
topoisomerase II inhibitor. A phase 2 study
is comparing Amrubicin with topotecan
in patients with SCLC who previously
received platinum-based therapy.

March 31, 2008: SP1049C (Supratek Pharma
Inc.), a Biotransport™ nanocomposition
of block copolymers and doxorubicin,
received orphan drug designation by the
FDA for the treatment of gastric cancer.
Supratek is developing a randomized,
phase 3 trial under FDA Special Protocol
Assessment to compare SP1049C plus best
supportive care (BSC) with BSC alone in
patients with metastatic adenocarcinoma
of the esophagus, gastroesophageal
junction, and stomach following failure

of adjuvant, first-line, or second-line
chemotherapy.

April 22, 2008: The FDA awarded orphan
drug status to ARC1779 (Archemix
Corp.) for the treatment of thrombotic
thrombocytopenic purpura (TTP).
ARCI1779, a pegylated, synthetically-
derived oligonucleotide, inhibits von
Willebrand Factor (VWF). vWF is a
normal protein that maintains the body’s
balance between bleeding and clotting,
however vWF binds excessively to platelets
in patients with TTP and results in a
disproportionate amount of blood clots.
ARC1779 is currently being evaluated in a
phase 2 study and includes patients with
acute TTP.

May 9, 2008: Palifosfamide (Z10-201,
ZIOPHARM Oncology, Inc), the active
moiety of ifosfamide, received orphan drug
designation by the FDA for treatment of
soft tissue sarcoma. Unlike ifosfamide,
palifosfamide is directly active against
cancer cells and is not metabolized to
acrolein or chloroacetaldehyde, which
cause bladder or central nervous system
toxicities. Palifosafmide is currently
being evaluated in phase 2 trials for both
advanced soft tissue and bone sarcomas,
and in a phase 1 study to evaluate its
efficacy as a frontline therapy when
combined with doxorubicin.

Other FDA News

March 25, 2008: The FDA approved

the supplemental Biologics License
Application for Zevalin® (ibritumomab
tiuxetan), submitted by Biogen Idec, Inc.,

to remove its indication for transformed
CD20-positive B-cell NHL. Zevalin was
originally approved on February 19,

2002. The approval for this indication

was contingent upon the performance of
postmarketing studies to verify the efficacy
and safety of Zevalin for transformed
B-cell NHL, which are no longer necessary
following the indication removal. Zevalin
is also approved for the treatment of
relapsed or refractory, low-grade or
follicular B-cell NHL.

May 19, 2008: In February, Bayer
HealthCare Pharmaceuticals withdrew
the liquid formulation of Leukine®
(sargramostim, Bayer HealthCare
Pharmaceuticals) from the US market.
The withdrawal was based on increasing
reports of spontaneous adverse events
(AEs), including syncope, possibly caused
by the addition of edetate disodium
(EDTA) to the liquid formulation; no
increase in AEs with the lyophilized
formulation, which does not contain
EDTA, was reported. Any facilities with
liquid Leukine vials should return those to
Bayer. In May, Bayer introduced a version
of the liquid formulation of Leukine that
does not contain EDTA.

Oncology Drugs Advisory
Committee (ODAC) Update

The FDA’s ODAC met on March 12 and
13, 2008, to review the erythropoiesis
stimulating agents (ESAs) and

Nplate™ (romiplostim, Amgen, Inc.).
The ESAs discussed included Aranesp®
(darbepoetin alfa, Amgen, Inc.), Epogen®
(epoetin alfa, Amgen, Inc.), and Procrit®
(epoetin alfa, OrthoBiotech Products,
L.P.). For a summary of the ODAC
recommendations for ESAs, see Table 1 in
the Networking Column on page 8.

The ODAC committee voted unanimously
to recommend approval of the Biologics
License Application for Nplate™
(romiplostim, Amgen, Inc.), a thrombo-
poietin mimetic peptibody, for the treatment
of adult patients with refractory chronic I'TP.
Since then, however, the FDA extended its
deadline for priority review of its Biologics
License Application from April 23, 2008

to July 23, 2008, after Amgen submitted a
risk-management program, which includes
1) a plan to conduct additional clinical trials



to refine the dosage and to evaluate the long-term risks associated
with NPlate and 2) a plan to ensure that NPlate is used only
according to its proposed indication.

Legislative and Regulatory News

Centers for Medicare & Medicaid (CMS)
Anti—Markup Provision in Physician Fee Schedule
First Quarter—3rd Quarter, 2008: The Centers for Medicare &

Medicaid Services (CMS) issued a final rule to decrease the
Medicare Part B payment policy of the Physician Fee Schedule by

10.6%, effective January 1, 2008. Congress superseded this rule
by passing a bill that required CMS to issue another final rule on
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that this proposal is unsound and recommended on March 11,
2008, that CMS review the data presented by pharmacy-advocacy
groups and consider increasing the OPPS reimbursement rate.
The panel also asked CMS to consider a limit on its increase in the
packing threshold for drugs that is equal to inflation and rounded
to the nearest $5.

CMS Compendia List Revised

June and July 2008: In the past, CMS has used 3 compendia to
determine appropriate cancer indications for the off-label use of
drugs: American Hospital Formulary Service-Drug Information
(AHFS-DI) Compendium, the United States Pharmacopoeia Drug
Information (USP-DI), and the American Medical Association
Drug Evaluations (AMA-DE). This list required revision, because
the AMA-DE is no longer in
print, and the USP-DI has

Corrected
Effective Dates

I I
Aldesleukin/single
use vial

| |
10/1/07—12/31/07‘ J9015 ‘ 0807

Sargramostim
injection
Alemtuzumab
injection
1/1/08-3/31/08 J9015

0807 | Aldesleukin/single

use vial

Abbreviations: APC, ambulatory payment classification; HCPCS, Healthcare Common

Procedure Coding System.

January 3, 2008, and delay the effective date of this provision until
July 1, 2008. Despite both the House of Representatives and Senate
approving the H.R. 6331, a bill that would prevent the 10.6% cut for
physician payments, the President vetoed the bill on July 16, 2008.
However, both the House and Senate voted to override the veto.
The law will now provide a 0.5% increase in the physician payment
schedule for the remainder of 2008 and a 1.1% increase for 2009.

Outpatient Pharmacy Services: Ambulatory
Payment Classification (APC) Panel Makes
Recommendations to CMS

March 12, 2008: The American Society of Health-System
Pharmacists (ASHP) and the Association of Community Cancer
Centers (ACCC) testified before the Ambulatory Payment
Classification (APC) Panel on March 6 and 7, 2008, in an effort
to improve hospital reimbursement for pharmacy services.
According to ASHP and ACCC, the calculated reimbursement
level is the average sales price (ASP) plus 12.6%, when all
Healthcare Common Procedure Coding System (HCPCS)-coded
drugs are considered. Yet, CMS decreased the hospital outpatient
prospective payment system (OPPS) reimbursement rates for
separately paid drugs to ASP plus 5% for 2008 and proposed a
reimbursement level of ASP plus 3% for 2009. These rates do not
account for pharmacy service or handling costs. Additionally,
CMS has proposed an increase in the pharmacy packing
thresholds, which is currently set at $60. The APC Panel agreed

HCPCS APC Short Descriptor Payment Rate, $ Copayment, $

758.15

764.56

been purchased by Thomson
Micromedex. On June 5, 2008,
the CMS announced that it

will recognize the National
Comprehensive Cancer
Network (NCCN) Drugs &
Biologics Compendium™ and
discontinue use of the AMA-DE
compendium. Thomson
Micromedex DrugDex® was
added to the compendia list on
June, 10, 2008, and Elsevier Gold
Standard, Clinical Pharmacology,
was the third compendium
added on July 2, 2008.

Corrected
Minimum Unadjusted

CMS Updates OPPS

June 19, 2008: CMS updated various payment policies for OPPS
effective July 1, 2008. Fosaprepitant 1 mg was granted pass-through
status as of July 1, and has been assigned the HCPCS code C9242
and an APC code of 9242. Updated payment rates as of July 1, 2008
for oncology drugs are found on pages 10-11. Formerly inaccurate
rates for several oncology drugs have been corrected (Table above).

CMS reminds hospitals that, if 2 or more drugs or biologics are
mixed together to facilitate administration, the correct HCPCS
code should be reported separately for each product. The C9339
(unclassified drug or biologic) designation should be used only for
drugs and biologics (that have been approved by the FDA on, or
following, January 1, 2004) and which have no assigned HCPCS
code. Hospitals should report compounded products for which
a HCPCS code does not exist as either ]9999 or J3490. Finally,
CMS encourages correct reporting of units; to ensure proper
reimbursement, units should be reported in multiples of those
listed in HCPCS code.

Drug Enforcement Agency Proposal
for Electronic Controlled-Substance Prescriptions

June 27, 2008: The Drug Enforcement Agency released a proposal
in the Federal Register to allow physicians to digitally prescribe
restricted medications, and pharmacies to receive, dispense, and
archive the electronic prescriptions for controlled substances.
Comments are due to the agency by September 25.
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0 increased public scrutiny and governmental restrictions are likely to
Networklng CO lumn make it more difficult to treat anemic patients with cancer.

To date, ODAC has convened 3 times to assess the ESA data. The

S tat us an d C h a I I en g es Of first ODAC meeting, which was held in May 2004, discussed adverse

E ryt h ro po i es i S= St i mu I at i N g findings of increased tumor promotion and/or decreased survival times
u in patients receiving ESAs in the Erythropoietin to Treat Head and

Ag ent Reim b ursement Neck Cancer Patients with Anemia (ENHANCE)** and Breast Cancer

Erythropoietin Survival Test (BEST)*® trials. Further negative clinical
Casey Williams, PharmD, BCOP trial information lead to a second ODAC meeting in May 2007, when
information from 4 additional trials: EPO-CAN-20" (non—small cell
Since the first erythropofesis-stimulating agent (ESA) for the lung cancer); 2001-0103* (anemia of cancer; nonmyeloid malignancies);
2000-0161* (lymphoid malignancies), and the Danish Head and Neck
Cancer Group (DAHANCA) 10 study*’ showed increased tumor

promotion and/or decreased survival times in ESA-recipients. In an

treatment of chemotherapy-induced anemia (CIA) was approved in
1993, numerous randomized studies have been conducted comparing
ESA therapy with no ESA.! Nonetheless, only 1 study has been
designed to detect or exclude tumor growth promotion, and this study effort to further clarify the appropriate use of ESAs, the most recent
was terminated prematurely.” Presently, results of 8 controlled studies A meetin g convened in March 2008 to review the results of
2 additional trials: the Gynecologic Oncology Group (GOG)-191° and the

Preoperative Epirubicin Paclitaxel Aranesp (PREPARE) study’: and to

have demonstrated increased mortality and/or tumor promotion
when ESAs are administered to patients receiving treatment for
head and neck, breast, non—small cell lung, and cervical cancers;

) ) ) ] ) ] ) summarize any progress on addressing the risks of ESAs since the
lymphoid malignancies; and to anemic cancer patients (ie, nonmyeloid

2007 ODAC meeting.
malignancies) receiving no active therapy."** However, in all 8 studies,
ESA dosing was targeted to achieve and maintain hemoglobin levels In response to the results of the second ODAC meeting in May
of atleast 12 g/dL, and in 4 of the studies, ESAs were administered to 2007, extensive changes in the rules for reimbursement for the
patients not receiving chemotherapy.’ This has generated confusion ESAs epoetin alfa and darbepoetin alfa for nonrenal disease were
among health care providers on how to provide the best possible proposed by the Centers for Medicare and Medicaid Services (CMS).
evidence-based care for their patients. Beginning January 1, 2008, all providers and suppliers who bill

Medicare contractors must report the most recent hemoglobin
In the past, the US Food and Drug Administration (FDA) has been

or hematocrit levels (Table 2) on any claim for a Medicare patient
pressured to expedite the drug approval process: in some cases,

receiving: (1) ESAs, or (2) nonself-administered Part B antianemia

to approve therapies before the completion of long-term safety drugs (other than ESAs used in the treatment of cancer). Additionally,

evaluations. Interestingly, the FDA indication for CIA was based on claims for the administration of ESAs for diagnoses other than

stud.ie.s that involved a total of only 131 anemic Patients who Were end-stage renal disease must also contain one of the 3 new Healthcare
receiving chemotherapy, 45% of whom were being treated with Common Procedure Coding System (HCPCS) modifiers (EA:

cisplatin-based regimens. chemotherapy-induced anemia, EB: radiotherapy-induced anemia, EC:

. . 5 = o) 1112
On March 13, 2008, in the latest ruling over several tumultuous years, nonchemotherapy or nonradiotherapy-induced anemia).

the Oncologic Drugs Advisory Committee (ODAC) of the FDA voted
to continue using ESAs." Whether the FDA will accept all of the
most recent ODAC recommendations (Table 1), or when (and how)

Many involved with the healthcare system are concerned about several
elements of the proposed rules, namely: the effects the changes will
have on patient outcomes, the complicated and fluid billing process, and
the recommendations will be implemented, is unknown; however, the potential financial impact to hospitals and

clinics. Historically, positive reimbursement

Table 1. Summary of March 2008 ODAC Recommendations™ for ESAs has frequently offset the negative

reimbursement for other services, especially
* Permit continued use of ESAs for treatment of chemotherapy-induced anemia In private practice settings. Ifthe dlfﬁculty and
-— expense of ESA-reimbursement becomes too

¢ No restriction of ESA use to only patients with small cell lung cancer much of a burden on the healthcare system,

« Current indication to be modified to reflect that ESA use is not indicated for patients the cancer patient who would most benefit
receiving potentially curative treatments

from an ESA is likely the one who is going to

« Current indication to be modified to reflect that ESA use is not indicated for patients with be most affected.
metastatic breast and/or head and neck cancers

¢ Signed informed consent or patient agreement required for the treatment of
chemotherapy-induced anemia

Furthermore, many in the medical
community still believe that the data clearly
support the efficacy of ESAs, and that
legislated restrictions will compromise

* No restricted distribution system for oncology patients receiving ESAs

Abbreviations: ESA, erythropoiesis-stimulating agents; ODAC, Oncology Drug patient treatment outcomes and quality of
Advisory Committee. life. To continue providing the best possible



Table 2. Summary of CMS National Coverage
Determination for ESAs for Nonrenal Indications'>?

ESA therapy is only reasonable and necessary in patients with
anemia secondary to myelosuppressive anticancer chemotherapy
in solid tumors, multiple myeloma, lymphoma, and lymphocytic
leukemia under the following conditions:

¢ Initiate if Hgb level immediately before initiation or during
maintenance of ESA treatment < 10 g/dL (or Hct level < 30%)

Starting dose is consistent with recommended FDA label (ie,
epoetin alfa 150 U/kg 3 times g wk; darbepoetin alfa 2.25 pug/kg
g wk); equivalent doses may be administered over other
approved intervals

Maintenance dose is equivalent to starting dose if Hgb level
remains < 10 g/dL (or Hct level < 30%) 4 wk after therapy
initiation and rise in Hgb level 2 1g/dL (Hct 2 3%)

For patients whose Hgb level rises < 1 g/dL (Hct rise < 3%)
compared with pretreatment baseline values and whose Hgb
level remains < 10 g/dL after 4 wk of treatment (or Hct is < 30%),
recommended FDA label starting dose may be increased once by
25%; discontinue ESA if Hgb level rises < 1 g/dL (Hct rise < 3%)

compared with pretreatment baseline levels at 8 wk

Continued ESA administration unreasonable and unnecessary if a
rapid rise in Hgb levels > 1 g/dL (Hct > 3%) over 2 wk of treatment
exists unless Hgb level remains below or subsequently falls to < 10
g/d r the Hct is < 30%); continuation and reinstitution of ESAs
must include 25% dose reduction

ESA treatment duration should not exceed 8 wk following final
dose of myelosuppressive chemotherapy

ESA treatment of anemia of cancer unrelated to cancer treatment
or only associated with radiotherapy not considered reasonable or
necessary

CMS made no national coverage determination on ESA use in
treatment of MDS

Abbreviations: CMS, Centers for Medicare and Medicaid Services; ESA,
erythropoiesis-stimulating agents; FDA, Food and Drug Administration;
Hct, hematocrit; Hgb, hemoglobin; MDS, myelodysplastic syndrome.

2aFor more information and future updates, please visit the Association
of Community Cancer Centers Web site (http://accc-cancer.org),
American Society of Clinical Oncology Web site (http://www.asconews.
org/), and the CMS Web site (http://www.cms.hhs.gov/).

care to patients, healthcare practitioners have altered their prescribing
habits to better comply with the rule changes despite their concern
about the negative financial impact on their practices. The changes
have repercussions for hospitals and clinics as well, by either forcing
the employment of additional staff to hand-process claims, or by
necessitating the purchase of new software and/or hardware to build

an interface between clinical laboratory and computer billing systems.

The challenge going forward is to keep pace with a moving target.
The data certainly support restricting or eliminating the use of
ESAs in situations where the risk of increased morbidity or mortality
outweighs the benefit. However, contemporary chemotherapy

has evolved over the 20 years since the first clinical studies with
ESAs initially began. Restricting ESA use to patients with CIA

is challenging in a practical sense because it is often difficult to
know when patients fit into the appropriate category. For example,
patients are often anemic at diagnosis; if that anemia persists for
several months after a treatment has begun, should that anemia be
considered a result of the treatment, the malignancy, or both?
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In conclusion, to stay compliant with the new requirements,
implementation of institutional treatment protocols to focus
clinicians on the new rules and to help avoid inappropriate ESA-use
are recommended. To facilitate billing and documentation, several
sample CMS-1450 (UB-04) or CMS-1500 forms with instructions
are provided by Amgen, Inc. and Ortho Biotech Products, L.P.131
The American Society of Clinical Oncology Web site also features
an instruction sheet to use as a guide when billing for ESAs.” For
information regarding changes in coverage of ESAs and free email
updates, a good resource is the CMS Web site (http://www.cms.hhs.
gov/AboutWebsite/EmailUpdates/list.asp).

Lastly, the author and editorial review board solicit feedback about
other major ESA-administration issues that impede practitioners’
ability to provide excellent services for patients, as well as tips for
obtaining reimbursement for ESAs (see enclosed business reply card).
Responses will be summarized in a future newsletter.

References

1. Rizzo JD, Somerfield MR, Hagerty KL, et al. Use of epoetin and darbepoetin in patients
with cancer: 2007 American Society of Hematology/American Society of Clinical
Oncology clinical practice guideline update. Blood. 2008;111:25-41.

2. Grote T, Yeilding AL, Castillo R, et al. Efficacy and safety analysis of epoetin alfa in
patients with small-cell lung cancer: a randomized, double-blind, placebo-controlled
trial. J Clin Oncol. 2005;23:9377-9386.

3. Luksenberg H, Weir A, Wagner R. Safety concerns associated with Aranesp (darbepoetin
alfa, Amgen, Inc.) and Procrit (epoetin alfa, Ortho Biotech, L.P.), for the treatment of
anemia associated with cancer chemotherapy. FDA briefing document: May 4, 2004
Oncologic Drugs Advisory Committee. http://www.fda.gov/ohrms/dockets/AC/04/
briefing/4037B2_04_FDA-Aranesp-Procrit.htm. Accessed April 5, 2008.

4. Henke M, Laszig R, Rube C, et al. Erythropoietin to treat head and neck cancer patients
with anaemia undergoing radiotherapy: randomized, double-blind, placebo-controlled
trial. Lancet. 2003;362:1255-1260.

5. Leyland-Jones B; for the BEST Investigators and Study Group. Breast cancer trial with
erythropoietin terminated unexpectedly. Lancet Oncol. 2003;4:459-460.

6. Leyland-Jones B, Semiglazov V, Pawlicki M, et al. Maintaining normal hemoglobin levels
with epoetin alfa in mainly nonanemic patients with metastatic breast cancer receiving
firstline chemotherapy: a survival study. J Clin Oncol. 2005;23:5960-5972.

7. Wright JR, Ung YC, Julian JA, et al. Randomized, double-blind, placebo-controlled trial
of erythropoietin in non-small-cell lung cancer with disease-related anemia. J Clin Oncol.
2007;25:1027-1032.

8. Continuing reassessment of the risks of erythropoiesis-stimulating agents (ESAs)
administered for the treatment of anemia associated with cancer chemotherapy. FDA
briefing document: May 10, 2007 Oncologic Drugs Advisory Committee. http://www.fda.
gov/ohrms/dockets/ac/07/briefing/2007-4301b2-02-FDA.pdf. Accessed April 5, 2008.

9. FDA briefing document: March 13, 2008 Oncologic Drug Advisory Committee. http://
www.fda.gov/ohrms/dockets/ac/08/briefing/2008-4345b2-01-FDA.pdf. Accessed
April 5,2008.

10. American Society of Clinical Oncology. March 19, 2008: FDA advisory committee votes
to continue ESA use in cancer patients, Reps Eshoo, Barton Introduce Pathway for
Biosimilars Act. http://www.asco.org/ASCO/Legislative+%26+Regulatory/Legislative
+and+Regulatory+Issues/Cancer+Policy+News/Cancer+Policy+Today/March+19%3A+
FDA+Advisory+Committee+Votes+to+Continue+ESA+Use+in+Cancer+Patients%2C+
Reps.+Eshoo%2C+Barton+Introduce+Pathway+for+Biosimilars+Act#mainContent%20
idmainContent. Accessed April 5,2008.

11. Medicare Learning Network (MLN) Matters: MM5699 Reporting of hematocrit or
hemoglobin levels on all claims for the administration of erythropoiesis stimulating
agents (ESAs), implementation of new modifiers for non-ESRD ESA indications,
and reporting of hematocrit or hemoglobin levels on all non-ESRD, non-ESA
claims requesting payment for anti-anemia drugs. http://www.cms.hhs.gov/
MLNMattersArticles/downloads/MM5699.pdf. Accessed April 5, 2008.

12. Decision Memo for Erythropoiesis Stimulating Agents (ESAs) for non-renal disease
indications (CAG-00383N). Center for Medicare and Medicaid Services. https://www.
cms.hhs.gov/scripts/ctredirector.dll/.pdf?@_CPR0a0a043a07d1.CN_4U2r_DgDL.
Accessed June 6, 2008.

13. Amgen. Reimbursement connection. Coding and claims processing. http://wwwext.
amgen.com/reimbursement_connection/aranesp_coding_claims_processing.html.
Accessed April 5,2008.

14. Ortho Biotech. PROCRITLINE.COM: reimbursement excellence. Procrit billing. http://
www.procritline.com/guide/guidelines.jsp. Accessed April 14, 2008.

15. American Society of Clinical Oncology. ESA reporting. http://www.asco.org/ASCO/
Downloads/Cancer%20Policy%20and%20Clinical%20Affairs/MMA%20Regulations%20
and%20Resources/ESA%20reporting%20020608.pdf. Accessed April 7, 2008.



CancerCare REIMBURSEMENT

Current Medicare Part B Pricing
Oncology Drugs Without Separate APC Payments in 2008

Generic Name?

Aldesleukin

Brand Name

Proleukin®

HCPCS Code (Dose)

J9015 (single vial)

2008
Payment, $

Alemtuzumab

Campath®

J9010 (10 mg)

Amifostine

Ethyol®

J0207 (500 mg)

Generic Name?

Daunorubicin HCI

Brand Name

Cerubidine®

2008

HCPCS Code (Dose) Payment, $

J9150 (10 mg)

Dexamethasone
sodium phosphate

Decadron®
Phosphate;
others

J1100 (1 mg)

Arsenic trioxide

Trisenox®

J9017 (1 mg)

Docetaxel

Taxotere®

J9170 (20 mg)

329.72

Asparaginase

Elspar®

J9020 (10,000 U)

Azacitidine

Vidaza™

J9025 (1 mg)

Bevacizumab

Avastin™

J9035 (10 mg)

Bleomycin sulfate

Blenoxane®

J9040 (15 U)

Bortezomib

Velcade®

J9041 (0.1 mg)

Busulfan

Busulfex®

JO594 (1 mg)

Busulfan, oral

Myleran®

J8510 (2 mg)

2.57

Capecitabine, oral

Xeloda®

J8520 (150 mg)
J8521 (500 mg)

4.81
15.96

Carboplatin

Paraplatin®

J9045 (50 mg)

5.23

Carmustine

BiCNU®

J9050 (100 mg)

164.36

Cetuximab

Erbitux™

J9055 (10 mg)

49.78

Cisplatin

Platinol®-AQ

J9062 (50 mg)
J9060 (10 mg)

10.93
219

Cladribine

Leustatin®

J9065 (1 mg)

29.67

Corticotropin

NA

JO800 (up to 40 U)

2350.45

Cyclophosphamide

Neosar®

J9070 (100 mg)
J9080 (200 mg)
J9090 (500 mg)
J9091 (1gm)
J9092 (2 gm)

1.81
3.63
9.06
18.13

36.26

Cyclophosphamide,
lyophilized

Cytoxan®
Lyophilized

J9093 (100 mg)
J9094 (200 mg)
J9095 (500 mg)

1.85
3.71
9.27

Dolasetron
mesylate

Anzemet®

J1260 (10 mg)
Q0180 (100 mg)

4.79
55.38

Doxorubicin HCI

Adriamycin
RDF®; others

J9000 (10 mg)

4.88

Doxorubicin HCI
liposomal

Doxil®

J9001 (10 mg)

425.26

Epirubicin HCI

Ellence®

J9178 (2 mg)

7.97

Epoetin alfa®

Procrit®;
Epogen®

JO885 (1,000 U)

9.07

Estradiol
cypionate

Depo-
Estradiol®

J1000 (up to 5 mg)

6.43

Estradiol valerate

Delestrogen®

J1380 (up to 10 mg)
J1390 (up to 20 mg)
JO970 (up to 40 mg)

8.50
16.99
33.98

Etoposide

Toposar®;
VePesid®

J9181 (10 mg)
J9182 (100 mg)

0.44
4.43

Etoposide, oral

VePesid®

J8560 (50 mg)

29.33

Filgrastim

Neupogen®

J1440 (300 pg)
J1441 (480 pg)

199.31
305.34

Floxuridine

FUDR®

J9200 (500 mg)

45.10

Fludarabine
phosphate

Fludara®

J9185 (50 mg)

171.43

Fluorouracil

Adrucil®

J9190 (500 mg)

1.73

Gallium nitrate

Ganite™

J1457 (1 mg)

1.60

Cyclophosphamide,
oral

Cytoxan®

J8530 (25 mg, oral)

0.81

Gemcitabine HCI

Gemzar®

J9201 (200 mg)

134.93

Cytarabine

Cytosar-U®

J9100 (100 mg)
JO110 (500 mg)

1.32
6.61

Gemtuzumab
ozogamicin

Mylotarg®

J9300 (5 mg)

2430.65

Cytarabine
liposome

Depocyt®

J9098 (10 mg)

447.08

Goserelin acetate
implant

Zoladex®

J9202 (3.6 mg)

17716

Dacarbazine

DTIC-Dome®

J9130 (100 mg)
J9140 (200 mg)

4.7
8.17

Granisetron HCI

Kytril®

J1626 (100 pg)
Q0166 (1 mg, oral)

5.35
1727

Dactinomycin

Cosmegen®

J9120 (0.5 mg)

493.43

Hydrocortisone
sodium succinate

Solu-Cortef®;
A-hydroCort®

J1720 (up to 100 mg)

2.31

Darbepoetin alfa®

Aranesp®

J0881 (1 pg)

2.83

Idarubicin HCI

Idamycin
PFS®

J9211 (5 mg)

221.09

Daunorubicin
citrate liposome

DaunoXome®

J9151 (10 mg)

56.09

Ifosfamide

Ifex®

J9208 (19)

34.76

Interferon alfa-2a,
recombinant

Roferon®-A

J9213 (3 million U)

40.62
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2008 2008
Generic Name? Brand Name HCPCS Code (Dose) Payment, $ Generic Name? Brand Name HCPCS Code (Dose) Payment, $

Interferon alfa-2b, Intron®A J9214 (1 million U) 14.56 Palifermin Kepivance™ J2425 (50 ug) 11.36
recombinant

Palonosetron HCI Aloxi™ J2469 (25 pg) 16.43

Irinotecan HCI Camptosar® J9206 (20 mg) 74.75

Pegaspargase Oncaspar® J9266 (single-dose 2619.72
Leucovorin NA JO0640 (50 mg) [oX:) vial)
calcium

Pedfilgrastim Neulasta® J2505 (6 mg) 2174.90

Leuprolide acetate | Lupron® J9218 (1 mg) 7.27

Pemetrexed Alimta® J9305 (10 mg) 4711

Leuprolide acetate | Lupron J1950 (3.75 mg) 468.97 )
(for depot Depot® J9217 (7.5 mg) 208.14 Pentostatin Nipent® J9268 (10 mg) 1741.58
suspension)

Porfimer sodium Photofrin® J9600 (75 mg) 2492.02

Leuprolide acetate | Viadur® J9219 (65 mg) 1709.40
implant Prednisone Deltasone®; J7506 (per 5 mg) 0.04
others

Mechlorethamine Mustargen® J9230 (10 mg) )
HCl Rasburicase Elitek® J2783 (0.5 mg) 155.19

Melphalan HCI Alkeran® J9245 (50 mg) 1609.37 Rituximab* Rituxan® J9310 (100 mg) 521.00

Mesna Mesnex® J9209 (200 mg) 7.93 Sargramostim Leukine® J2820 (50 pg) 28.77

Methotrexate NA J9250 (5 mg) 0.22 Streptozocin Zanosar® J9320 (1gm) 190.48

sodium Rheumatrex® | J9260 (50 mg) 2.32 i
Dose Pack | J8610 (2.5 mg, oral) 0.16 Temozolomide, Temodar J8700 (5 mg) 8.14

oral

Methylpredni- Solu-Medrol®; | J2920 (up to 40 mg) 2.15 ) ) o
solone sodium A-methaPred® | J2930 (up to 125 mg) 3.27 Teniposide Vumon® Q2017 (50 mg)
succinate

Testosterone Depo-Tes- J1060 (1 mL)

Mitomycin Mutamycin® | J9280 (5 mg) 13.74 cypionate tosterone®; | J1070 (100 mg)
J9290 (20 mg) 54.98 Virilon® IM | J1080 (200 mg)

J9291 (40 mg) 109.95

Testosterone Delatestryl® J3120 (up to 100 mg)
Mitoxantrone HCI | Novantrone® | J9293 (5 mg) 89.94 enanthate J3130 (up to 200 mg)

Nandrolone NA J2320 (up to 50 mg) | 3.82 Thiotepa NA? J9340 (15 mg)
decanoate J2321 (up to 100 mg) VAKS
J2322 (up to 200 15.26

mg) Trastuzumab Herceptin® J9355 (10 mg)

Topotecan HCI Hycamtin® J9350 (4 mg)

Nelarabine Arranon® J9261 (50 mg) 92.55 Triptorelin Trelstar® J3315 (3.75 mg)

pamoate Depot

Octreotide acetate | Sandostatin® | J2354 (25 ug) 1.93

Octreotide acetate | Sandostatin J2353 (1 mg) 103.82 Vinblastine sulfate | NA RO @ Geh)

depot LAR® Vincristine sulfate Vincasar J9370 (1 mg)
Depot PFS® J9375 (2 mg)

Ondansetron HCI Zofran® J2405 (1 mg) J9380 (5 mg)
Zofran® ODT® | Q0179 (8 mg, oral)

Vinorelbine Navelbine® J9390 (10 mg)
tartrate

Oprelvekin Neumega® J2355 (5 mg)

Zoledronic acid Zometa® J3487 (1 mg)

Oxaliplatin Eloxatin™ J9263 (0.5 mg)

Paclitaxel Taxol®; J9265 (30 mg)
Onxol™ alnjectable drugs, unless otherwise specified.

°For non-end-stage renal disease.
°For cancer-related treatment only.

Pamidronate Aredia® J2430 (30 mg)

disodium ) )
9Brand name drug no longer commercially available.

Panitumumab Vectibix® J9303 (10 mg) Abbreviations: APC, ambulatory payment classification; HCI,
hydrochloride; HCPCS, Healthcare Common Procedure Coding System;
NA, not applicable.




Cancer Care Reimbursement Newsletter Evaluation Form

Name:

Degree

Title:

Institution/Practice Site:

Street Address:

City:

State: Zip:

E-mail Address:

Q Please tick (V) box if you would like to be added to our mailing list and receive complimentary copies of future Cancer Care Reimbursement newsletters.

Networking Article Feedback (Please tick () all boxes that apply.)

1) In an effort to handle the revisions to erythropoiesis-stimulating agent (ESA)
reimbursement, has your institution done any of the following?

A Hired additional staff to process claims

1 Purchased new software and/or hardware to process claims
Q Implemented patient consent forms for ESA administration

1 Revised standing orders/prescriptions for ESA administration

2) What are the major ESA administration issues that impede your ability to
provide excellent patient service?

Q Indications for use are unclear
0 Healthcare practitioners are wary of potential negative reimbursement, thus are

5) Do you use the same hemoglobin threshold for Centers for Medicare & Medicaid
Services (CMS) and commercial insurance carriers?

Q Yes, we use the same for both
Q No, CMS is a lower threshold than all commercial carriers
Q No, each commercial carrier is different

6) Do you get an Advance Beneficiary Notice (ABN) on all patients prior to
starting ESAs?
Q Yes, all patients regardless of insurance carrier

Q No, only patients with Medicare
Q No, only if there is a question of payment

prescribing ESAs less often than before, even when currently indicated

0 Healthcare practitioners are wary of potential negative survival data, thus are
prescribing ESAs less often than before, even when currently indicated

Q Other, please specify:

7) How have you been reporting hemoglobin and hematocrit levels on the
claim forms?

3) What hemoglobin threshold do you currently use for initiating ESA therapy?

Q9g/dL Q11g/dL
Q10 g/dL Q12 g/dL 8) Please provide tips for obtaining ESA reimbursement
4) What hemoglobin threshold do you currently use for discontinuing ESA
therapy?
<10 g9/dL Q11g/dL
110.5g/dL Q212g/dL

Newsletter Effectiveness Assessment (Please tick (V) the rating that best represents your opinion.)

Disagre¢ — % Agree

Using a scale of 1to 5, with Tindicating that you strongly disagree and 5 indicating that you strongly agree, please complete the following survey. NA=not applicable.

How well was the information presented? N/A 1 2 3 4 5

1) The newsletter provided information that was relevant to my practice.

2) The newsletter’s content was presented at an appropriate level of learning.

3) The newsletter was organized efficiently and effectively.

4) The length of the newsletter was appropriate.

Feature Article/Columns Value Assessment (Please tick (V) the rating that best represents your opinion.)

Please rate the overall value of the feature article and newsletter columns in this issue of the Cancer Care Reimbursement newsletter using the following 5 point scale.
1=not valuable 2 =slightly valuable 3 =valuable 4 =very valuable 5 = extremely valuable

How valuable were the following articles/columns to your practice? N/A 1 2 3 4 5

1) Feature Article: Oral anticancer therapy: billing and reimbursement issues

2) Networking Column: Status and challenges of erythropoiesis-stimulating agent reimbursement

3) In the News

4) Medicare Part D Update

5) Current Medicare Part B Pricing

6) Reimbursement and Patient Assistance Hotlines for Oncology Drugs

Audience Assessment (Please tick (V) the rating that best represents your opinion.)

How valuable were the following articles/columns to your practice? Yes No

1) Would you like to have ACPE-accredited continuing education credits awarded for the material in this newsletter?

2) Would you like to have ACCN-accredited continuing education credits awarded for the material in this newsletter?

3) Would you like to have ACCME-accredited continuing education credits awarded for the material in the newsletter?

4) Would you be interested in receiving this newsletter online (with printable text)?

If you answered “Disagree”, “Not Valuable”, or “No” to any of the questions, would you please explain:

What feature article topics or regular columns would you like to see in future issues?

What reimbursement questions would you like the editorial board to address in future newsletters?

Suggestions for improving the value of the newsletter:




Reimbursement and Patient Assistance Hotlines for Recently Approved (or New
Indication) Oncology Drugs?®

Generic Drug Name Information
Manufacturer (Brand Name) Program Name; Web Site Phone Number Available

Cephalon, Inc. | Bendamustine TREANDA 888.587.3263
hydrocholoride Reimbursement Expertise
(TREANDA®) Hotline http:/www.
treanda.com/

Genentech, Bevacizumab Genentech Access 866.422.2377

Inc. (Avastin®) Solutions™ https:/www.

Trastuzumab genentechaccesssolutions.
(Herceptin®) com/index_hcp.jsp

Merck & Co., Aprepitant ACT 866.363.6379
Inc. (Emend®) http://www.emend.com/
aprepitant/emend/
consumer/reimbursement/
what_is_act.jsp

Emend Reimbursement and = 866.448.7590
Coverage http://www.
emend.com/aprepitant/
emend/hcp/reimbursement_
coverage/index.jsp?WT.
svi=2

Millennium Bortezomib Reimbursement 866.835.2233
Pharmaceuticals, (Velcade®) Assistance Program

Inc. http://www.velcade.com/
clin_reimbursement.html

sanofi-aventis | Docetaxel PACT+SM Program 800.996.6626
(Taxotere®) http://oncology.
sanofi-aventis.us/
reimbursement/default.
aspx

2Approved in 2008.
Abbreviations: PAP, patient-assistance programs; PRA, provider reimbursement assistance.

For a complete listing of Reimbursement and Patient Assistance Hotlines for
Oncology Drugs, please see http://www.ccrnewsletterhotlines.com.

Continuing Pharmacy Education Available

Syntaxx Communications, Inc. is accredited by the Accreditation

Council for Pharmacy Education as a provider of continuing

pharmacy education. Syntaxx Communications, Inc. designates
this continuing education program for 1.0 contact hours (0.1 CEU). Partial credit
will not be offered. This newsletter was originally released in August 2008 and
is eligible for credit through September 2009 (Universal Program Number:
299-999-08-299-H04-P).

To access a copy of the newsletter that contains the program learning
objectives, the course evaluation form, and the continuing pharmacy
education post-test (located at the end of the newsletter), go to http://
www.ccrnewslettersummer2008.com.To obtain continuing education credit,
participants will need to complete and return BOTH the course evaluation
form and the post-test to:

Syntaxx Communications, Inc.

305 W Country Dr.

Duluth, GA 30097

Fax: 678.584.9661

E-mail: rdavidson@syntaxxcomm.com

A statement of continuing education credit will be issued to the address provided
within 6 weeks of receipt of a completed course evaluation form and post-test
with a score of 70% or better. Please contact Ross Davidson at 1.866.248.7005 or
rdavidson@syntaxxcomm.com for continuing education-related questions.
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Learning Objectives

Oral Anticancer Therapy: Billing and Reimbursement Issues
After reading this article, the participant should be able to

1. Distinguish between Medicare Parts A, B, and D.

2. Describe coverage requirements for oral chemotherapeutic agents under Medicare Part B
and Part D.

3. Explain reimbursement rules for oral antiemetic agents under Medicare Part B and Part D.

Status and Challenges of Erythropoiesis-Stimulating Agent Reimbursement
After reading this column, the participant should be able to

1. Describe the limitations of clinical studies evaluating erythropoiesis-stimulating agents
(ESAS) in patients with cancer.

2. State the Center for Medicare & Medicaid Services National Coverage Determination for
patients receiving ESAs for nonrenal indications.

3. Explain ESA-reimbursement and associated administration challenges for healthcare
providers.

Continuing Pharmacy Education Available




Continuing Pharmacy Education Post-Test

Syntaxx Communications, Inc. is accredited by the Accreditation Council for Pharmacy
* Education as a provider of continuing pharmacy education. Syntaxx Communications, Inc.
designates this continuing education program for 1.0 contact hours (0.1 CEU). Partial credit will not be offered. This
newsletter was originally released in August 2008 and is eligible for credit through September 2009 (Universal
Program Number: 299-999-08-299-H04-P).

Cancer Care Reimbursement: The Latest Reimbursement-Related Regulatory and
Legislative News for Hematology/Oncology Healthcare Professionals
Summer 2008, Issue 1, Number 1
Self-Assessment Questions

Please circle the appropriate answer (and send this form along with the course evaluation form to Syntaxx
Communications Inc, to receive continuing education credit (see below).

Oral Anticancer Therapy: Billing and Status and Challenges of Erythropoiesis-
Reimbursement Issues Stimulating Agent (ESA) Reimbursement
1. Which part(s) of the Medicare program were 4. Inthe 8 controlled studies demonstrating
designed to provide widespread coverage for increased risk of death and/or tumor promotion
outpatient prescription drugs? for patients with cancer receiving ESAs, what
a. PartA were the target hemoglobin (Hgb) levels?
b. PartB a. 11-12¢g/dL
c. PartD b. <12g/dL
d. All parts of the Medicare program c. =12g/dL
provide widespread coverage of d. =13 g/dL

outpatient prescription drugs
5. Which of the following clinical recommendations

2. Medicare Part B should be billed for which of the is part of the Centers for Medicare & Medicaid
following situations? Services National Coverage Determination for
a. Administration of oral chemotherapy use of ESAs in nonrenal indications?
containing the same active ingredients a. Following the final dose of
and used for the same indication as its myelosuppressive chemotherapy, ESA
injectable counterpart treatment may be continued as long as
b. Self-administration injectable therapy the prescribing physician deems
c. Administration of oral antiemetics used clinically necessary
as full replacements for IV therapy and b. If Hgb level is < 10 g/dL immediately
administered within 24 to 48 hours of before initiation or during the
chemotherapy dose maintenance period, start ESA therapy
d a&c c. ESAs are considered reasonable and
effective for patients with anemia not
3. Days 2 and 3 of combination antiemetic therapy related to cancer chemotherapy or
(tri-pack) consisting of aprepitant, a 5-HT3 associated with radiotherapy
antagonist, and dexamethasone should be billed d. Ifrise in Hgb level is < 1 g/dL after 4
under Medicare Part D because these are take- weeks of therapy, ESAs must be
home medications. discontinued
a. True
b. False 6. All prescribers who bill Medicare contractors

must report the most recent hemoglobin or
hematocrit level before administration of an ESA.

a. True
b. False
Please send my statement of credit to (PLEASE PRINT):
Name Phone #

Address E-mail:

Return this AND the course evaluation form to: Syntaxx Communications, Inc.305 W. Country Dr.
Duluth, GA 30097-5906 « Ph: 678.584.9503 « Fax: 678.584.9661 ¢ E-mail: rdavidson@syntaxxcomm.com



Syntaxx Communications, Inc

)S nta 305 West Country Drive
COMMUNICATIONS Duluth, GA 30097-5906

Ph: 678.584.9503 Fax: 678.584.9661

The Power of Clinical Knowledge™

Course Evaluation Form

Cancer Care Reimbursement: The Latest Reimbursement-Related Regulatory and Legislative News for
Hematology/Oncology Healthcare Professionals Summer 2008 Volume 1 Number 1
This continuing education course, which will be released in August 2008, is best suited for oncology pharmacists. This program was
supported through educational donations from Amgen, Inc. and Onyx Pharmaceuticals and is offered to oncology pharmacists free of
charge. The newsletter discusses billing and reimbursement issues for oral anticancer therapies and the status and challenges of
erythropoiesis-stimulating agent reimbursement. This newsletter may discuss uses of oncology-related drugs that have not been approved
by the US Food and Drug Administration.
Syntaxx Communications, Inc.
Completion Date:
Universal Program Number: 299-999-08-299-H04-P
| certify that | have completed the above-named home study.

Signature
Please send this form along with the post-test form to Syntaxx Communications, Inc. (see address/fax number below) to receive
full continuing education credit.

Using a scale of 1 to 5, with 1 indicating that you strongly disagree and 5 indicating that you strongly agree, please complete the following survey. NA=not
applicable.

Disagree » Agree
Newsletter Effectiveness Assessment (Please tick (V) the rating that best represents your opinion.)
How well was the information presented? N/A 1 2 3 4 5

1) The newsletter provided information that was relevant to my practice.

2) The newsletter’s content was presented at an appropriate level of learning.

3) The newsletter was organized efficiently and effectively.

4) The length of the newsletter was appropriate.

Please rate the overall value of the feature article and newsletter columns in this issue of the Cancer Care Reimbursement newsletter using the following 5
point scale.
1=not valuable 2=slightly valuable 3=valuable 4=very valuable S5=extremely valuable

Feature Article/Columns Value Assessment (Please tick (V) the rating that best represents your opinion)

How valuable were the following articles/columns to your practice? N/A 1 2 3 4 5

1. Feature Article: Oral anticancer therapy: billing and reimbursement issues

2. Networking Column: Status and challenges of erythropoiesis-stimulating agent
reimbursement

3. Inthe News

4. Medicare Part D Update

5. Current Medicare Part B Pricing

6. Reimbursement and Patient Assistance Hotlines for Oncology Drugs

If you answered “Disagree”, “Not Valuable”, or “No” to any of the questions, would you please explain:

What feature article topics or regular columns would you like to see in future issues?

What reimbursement questions would you like the editorial board to address in future newsletters?

Suggestions for improving the value of the newsletter:

Please send my statement of credit to (PLEASE PRINT):
Name Phone #
Address E-mail:

Return this form AND the posttest to: Syntaxx Communications, Inc.305 W. Country Dr . Duluth, GA 30097-5906 «
Ph: 678.584.9503 « Fax: 678.584.9661 ¢ E-mail: rdavidson@syntaxxcomm.com




