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The Oncology Landscape:
How Oncology Trends and Management

Challenges Will Affect Medical Directors of Plans,
Purchasers and Providers, and NAMCP Strategies

to Address These Issues

Dawn Holcombe, MBA, FACMPE, ACHE

Summary
The mission of the Medical Directors Oncology Institute of the National Associa-
tion of Managed Care Physicians (NAMCP) is to open the lines of communication
between medical directors in managed care and practicing oncologists to help
them jointly better navigate and understand what is happening in managed care
and the day to day management and practice of oncology. This guide presents
an overview of the business of oncology, as well as the challenges and issues for
physicians and oncology management challenges from the health plan perspec-
tive. It discusses oncology management in the context of the business of oncology,
and issues and strategy for plans and purchasers seeking solutions for oncology
management. The guide presents activities and initiatives within the NAMCP On-
cology Institute to support medical directors from plans, purchasers and provid-
ers, and to eventually achieve greater collaboration that should lead to improved

patient outcomes in oncology.

Introduction

This Medical Directors Guide from the National
Association of Managed Care Physicians (NAMCP)
reviews the current state of the business of oncol-
ogy and addresses developing non-clinical issues
related to the management of oncology. Oncology
treatment and costs are among the top concerns for
health plans and purchasers, yet most medical di-
rectors in those venues are not oncology-trained
specialists. There is great interest and increased dis-
cussion about the management of oncology, but too
often plans and purchasers are also seeking a con-
text in which to evaluate potential oncology pro-
grams. Many oncology vendors and physicians have
started to approach medical directors on a regular
basis. Members of NAMCP have asked for assistance
and support from NAMCP in terms of a context in
which to consider oncology management options,
to take a look at the resources that NAMCP can of-
fer, and to develop oncology policy strategy.

Health Plan Considerations for Oncology Policy
Most medical directors for health plans and employ-
ers are not medical oncologists. Although very con-
cerned about costs and policy issues for cancer, they
are not always certain of what questions to ask and
where some of the less obvious issues lie. This guide
reviews common concerns and issues that medi-
cal directors might want to address when embark-
ing upon a policy for oncology. Questions actually
asked by medical directors, expressing where they
felt that further information would be helpful, are
also included.

Common Concerns for Medical
Directors Building Oncology Strategy
Medical directors have many concerns about build-
ing an oncology management strategy. Commonly
asked questions that have been brought up by NAMCP
members and other medical directors include:

1. Understanding Oncology — What are the hot
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issues and trends that could affect care and
policy?

2. Oncology delivery and management models

— How to distinguish between different
programs, and how to consider what might be
the impact (on the plan, physicians or patients)
of choosing one versus another?

. Oncology programs — Who is doing what?

4. How do I define quality or value? Why do
quality measures now used in oncology seem
to focus more on process of care than
outcomes? What does “value” mean to
different stakeholders?

5. Oncology quality — who, how, what, where

a. “Evidence” definition and acceptance

6. Costs of drugs — How would different policies
impact costs?

7. Costs of care — and access to care — How
would different policies impact costs or patient
access to care?

8. Relationships with physicians

a. Negotiations/collaborations — current
examples of effective and ineftective

b. How to start dialog (i.e., Physician
groups might start with provider reps at
plans rather than medical directors, or
medical directors might be cautious about
starting a discussion with physicians that
is too far removed from traditional
contracting discussions.)

c. What data to look at and when?

W

Topics and Questions Raised by

Medical Directors

The following are topics and questions commonly
raised by medical directors of plans and purchasers
regarding oncology:

* How do I define costs in oncology and what are
the key variable points? How are oncology costs
being managed and by whom?

* What is the impact of oral drugs in oncology
management?

» What are the key considerations for specialty
pharmacy roles in oncology, and drug sourcing
from physician inventory or shipped drugs to
physicians?

» What is the impact on health plans and their en
rollees of different delivery models like
physician or hospital-based, retail infusion cen-
ters, Accountable Care Organization (ACO) or
medical homes?

* What is 340B and how might it affect oncology
in my market?

* What questions might be useful regarding site
of service?

* Does the timing of care review and authoriza-
tion affect patient care access?

* What is “evidence-based” care and are how

might different perspectives vary from managed

care concerns?

* Could some benefit structure changes cause in
advertent shifts that will result in higher over
all care costs?

These questions are all factoring into choices,
within a cancer center or a health plan, that are being
made about the management of oncology that affect
the cost, quality and access of cancer care. In these
choices, it is useful to be aware of the many variables
involved, while building a uniquely filled toolbox
about how oncology care will be managed. NAMCP
is developing tools and support for the decision-mak-
ing challenges that face their members.

Key Oncology History Affecting Policy Today
Oncology is not a conventional physician office ser-
vice. Most care is delivered in sophisticated private
physician oftices, which combine complex chemo-
therapy infusions with physician evaluation and
treatment. Most are in a hospital building or cancer
center, with the private physician office practicing
in rented space adjacent to a hospital-based imag-
ing or other oncology facility. To the outside per-
son, this may look like a full hospital-based cancer
center, and some might not realize that the medical
oncology physicians are a private practice indepen-
dent of the hospital. It is common to see medical
and infusion services together, with or without im-
aging. However, the delivery models for oncology
are in flux. Federal reform has dramatically changed
the financials of physician and hospital-based oncol-
ogy, with significant resultant impact and import
for NAMCP members. Physician practices are be-
ing acquired in record numbers by hospitals. Exter-
nal interest in oncology is growing. Questions about
evidence and outcomes are sometimes outstripping
the existing technology curve.

Journey of the Business of Oncology

This review of the history of the business of oncol-
ogy (Exhibit 1) will offer perspective when develop-
ing policy on oncology opportunities and challeng-
es, whether you are a medical director of a health
plan, employer, or health system.

President Nixon declared the War on Cancer in
1971. Millions of dollars moved into research for
cancer treatment and drugs. However, cancer was
a hospital-based disease (popularly reflected in the
movies “Brian’s Song” and “Love Story”) because
of the toxicity of the drugs. In 1984, the Diagnosis
Related Group (DRG) system was implemented as a
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Exhibit 1: Journey of the Business of Oncology
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new way of bundling services in the hospital setting.
Established prices were low for the inpatient chemo-
therapy DRG, thus moving much of what had been
inpatient cancer care into the hospital outpatient set-
ting. Limitations in medical and clinical manage-
ment of oncology treatment and side effects initially
kept most care in the hospital outpatient setting —
physician offices wouldn’t become a primary care
site for another five to six years.

However, in the late 1980s, a new payment pro-
cess for all physicians was developed called the Re-
source Based Relative Value System (RBRVS). The
RBRYVS values and rates were set after lengthy re-
view and studies of workflow in MD practices. Un-
fortunately, this was many years before 1991, when
Zofran was approved by the FDA and became one
of the first of many drugs that made it possible to
actually manage oncology in the physician office. It
wasn’t until the early 1990s that oncology trained
physicians and nurses evolved the practical practice
model for cancer evaluation and infusion treatment
in the office setting that quickly became the norm
for most cancer care delivered in the United States.
Therefore, the RBRVS rates have not, from their in-
ception, accurately reflected the professional services
and overhead of a present day oncology practice.

From the very beginning, the RBRVS payment

structure created an imbalance related to the work
effort and the professional services for oncology that
never actually caught up to reality. In the interim,
the government created a reimbursement method-
ology for drugs based on Average Wholesale Price
(AWP) — which was widely understood to include
margins that were used to offset the growing gap
caused by under-reimbursement of professional ser-
vices. But as new drugs came on the market and
drug prices continued to rise, use of the AWP model
as a bandage for covering both drug and office costs
became unsustainable.

By 2004, the Medicare Modernization Act
(MMA) had passed, which, in part, changed the
federal reimbursement for drugs to the Average
Selling Price (ASP) model. There was a provision
in the MMA to correct the weaknesses related to
oncology physician services codes, but those adjust-
ments were never actually enacted in the year al-
lowed for the correction. Oncology practices saw
an immediate decline in revenues and rapidly re-
tooled operations and care management to adjust.
Medicare reimbursement for both drugs and profes-
sional services continued to decline, making net re-
imbursement of the costs to treat Medicare patients
a break-even proposition for cancer practices — and
frequently a net loss. More recently, concerns about

6 Journal of Managed Care Medicine | Vol. 18, No. 1 Supplement | www.namcp.org



the fee for service system in general and continuity
of care have led to a push for payment reform on the
public and private fronts, and physicians and plans
each are struggling with workable alternatives.

The federal government approved in 1992 a new
program intended to support hospitals that were
taking care of a comparatively large number of in-
digent patients as opposed to other hospitals in the
country.! A “disproportionate share hospital (DSH)”
could apply, and upon proving that all the sites on its
recent Medicare cost report cared for a market mix
of at least 11.75 percent of eligible category patients
(in total), could qualify for a special drug pricing
program for all outpatient drugs purchased for use
at the hospital and its related approved sites. These
drug prices (known as the 340B program) represent
a substantial discount over market drug prices, and
are intended to allow the hospital to use the savings
to stretch its resources so that it can increase patient
services with the savings. Not all hospitals qualify,
and those that do must recertify every year. With
ongoing mergers and acquisitions, it would not be
uncommon for a new system to include both eligible
and non-eligible hospitals. Eligible hospitals must
enroll by one of four quarterly deadlines, and sites
within that entity are not eligible until they have
been reflected on the hospital’s most recent Medi-
care cost report and approved into the program — a
process that can take several months — and often as
many as 18 months. Covered entities are not allowed
to divert the 340B drug to non-approved sites, to
patients not under treatment at their covered facili-
ties, or for inpatient drug use.

There has been some concern expressed that hos-
pitals may be using some of the 340B savings to cre-
ate an attractive offer for acquiring private oncology
practices. Hospitals might counter that the program
is intended to allow them to cover their DSH eligible
patients and to extend services — as well as note that
physician practice acquisition is part of a strategic plan
to support Accountable Care Organization (ACO)
development for their patient market. Since 340B
covered entities must purchase all outpatient drugs
under the program as a condition of participation,
some private payers have expressed concern that com-
mercially negotiated rates for those hospitals might
leave significant margins in the hospital’s hands. The
program itself is under review, and there are active
audits and even Congressional inquiries into the ap-
propriate management and qualification of 340B pro-
gram entities. At this point in time, the program is
continuing to operate as originally planned, and, if
there are any corrections to be made, individually or
universally, they will likely follow the outcomes of the
audits and inquiries.

Example of Oncology History

and Complexity — Lung Cancer

While every cancer is different, lung cancer can
be used as a general example of how cancer treat-
ment has evolved. Lung cancer is considered one
of the “top 4” cancers, diagnosed in over 226,000
Americans each year.” But lung cancer is not ac-
tually one cancer; it encompasses two major types
of lung cancer: non-small cell lung cancer and
small cell lung cancer. Yet even these designations
are not sufficient. Non-small cell lung cancer ac-
counts for close to 85 percent of all lung cancers,
but it includes different types of tumors (each of
which are treated differently). Some non-small cell
lung cancer tumor types include adenocarcinoma,
squamous cell carcinoma and large cell carcinoma
(non-small cell lung cancers that are neither of
the other two types). Small cell lung cancers ac-
count for the other 15 percent of diagnosed lung
cancers in the United States.

Each of these tumor types can present in different
stages (stage I, IT, ITI, IV or limited or extensive) and
different parts of the body. Some tumors are more
responsive to chemotherapy than others. Because
the lungs are a fairly large organ in the body, tumors
can grow for a long time before they are discovered
— leading to mostly late stage diagnoses (stage III
and IV). Even with screening, these cancers can be
difficult to detect.

New developments have identified proteins or
molecules that can provide a better understanding
of an individual tumor. These are called biomarkers
because they exist in or on the tumor cells. Physi-
cians can now test for lung cancer biomarkers such
as epidermal growth factor receptor (EGFR), ana-
plastic lymphoma kinase (ALK) or K-ras mutations
(KR AS). Presence or absence of the biomarkers can
help physicians make decisions regarding treatment
options.

Treatment for the various lung cancer tumors can
vary from surgery, radiation, chemotherapy or tar-
geted treatments and any or all of these may be ap-
propriate for the specific tumor. Targeted therapies
that attack specific cancer cells are the latest evolu-
tion in treatment. Most often these targeted thera-
pies show value either in conjunction with tradition-
al chemotherapy or following failure of traditional
chemotherapy. Targeted therapies may be a higher
cost than traditional therapies, and may also include
the costs of testing - but may yield more success with
the specific targeted tumors than a more broad-
spectrum chemotherapy option. Clinical trials al-
ways remain a solid clinical alternative for treatment
— but are more likely to be found for patients who
have failed earlier treatments — or whose disease has

www.namcp.org | Vol. 18, No. 1 Supplement | Journal of Managed Care Medicine 7



already progressed to later stages. When there is an
accepted standard of care with strong clinical evi-
dence for success (as is the case with many adjuvant
cancers), ethical concerns would negate the provi-
sion of an unknown clinical trial option for patients
with known possible positive alternatives — hence
most clinical trials for new treatments are focused
on patients with few other alternatives — usually in
metastatic or advanced disease.

This review of the complexity of lung cancer il-
lustrates the difficulty that health plans, physicians
and even patients have in managing cancer. Cur-
rent screening methods, may not yield more early
diagnoses. The term “lung cancer” (as is the case
for every broad descriptor of “cancer”) is seen to be
actually a loose label for several very diverse tumors
— each of which has different triggers, responses, and
patterns of progression from the others. Treatment
choices are not simple, and may vary widely de-
pending upon the specific type of lung cancer tumor
involved. Many details and variables are involved in
the treatment decision process, and most of those
variables do not make it into claims processing
transactions, or even many prior approval processes.
These gaps in information can make it difficult for
health plans, physicians, and other external entities,
to always have sufficient information at hand for de-
termining appropriateness of treatment. Guidelines
or pathways may have challenges in reflecting the
broad range of diagnostic and clinical variations be-
tween specific tumors — let alone staying current on
new information.

Oncology Delivery Today
Today in oncology, between one half and three
quarters of patients receive their cancer treatment
in physician owned community oncology offices:
these settings more resemble acute care centers than
the common exam room based physician office.
Patients are evaluated by a physician with support-
ing diagnostics and imaging resources, and then, if
treatment is indicated, are cared for in a full service
infusion center, which is usually part of the office.
Cancer drugs are intended to kill human cells at the
most basic level. Medication toxicities can and do
present on a sudden and regular basis. Highly trained
and skilled oncology physicians and nurses monitor
the patient through their treatment. Because much
cancer is evolving into a chronic disease rather than
automatically fatal, survivorship management is as
important as the still inevitable palliative and end of
life management. Patient health status and response
to treatment are assessed constantly, before and dur-
ing every treatment event.

A typical private oncology office houses a broad

range of services. Some of the services could include
lab and other diagnostics, clinical trials, palliative
care, diet, nutrition, social and supportive services
counseling, peer support, and financial counselors,
among others. Many of these services are not reim-
bursable, but are provided because of their value to
quality cancer care. Depending on local and state
regulations, practices will also provide imaging, ra-
diation oncology and pharmaceutical dispensing in
these private offices. Regulatory requirements are
the primary reason why some private offices pro-
vide specific services, or dispense oral medications,
and others do not. For example, in the state of CT,
no private oncology office does imaging because
of the Certificate of Need (CON) status for such
equipment in the state. Very few physicians in CT
dispense oral drugs because of the pharmacy regula-
tory requirements within the state. In other states,
practices will dispense oral cancer drugs (typically
not as a strong revenue stream, but as a way of as-
suring continuity of care and clinical oversight for
their patients.)

Other oncology care delivery settings include
hospital cancer centers, specialty cancer hospitals,
and National Cancer Institute (NCI) designated
cancer centers and comprehensive cancer centers.
There is very little utilization of home infusion ser-
vices for cancer treatments, due primarily to the risk
and toxicity of the treatments and medical oversight
requirements.

Hospital cancer centers may be in free standing or
dedicated medical office space. The physician services
may be delivered by those fully employed by the hos-
pital or combination of hospital-employed physicians
and private practice physicians who are renting space
in the cancer center for the benefit of patients to receive
coordinated proximate care for their diagnostic, medi-
cal, imaging and radiation oncology services. Specialty
cancer hospitals may be for profit, like Cancer Treat-
ment Centers or America, or not for profit, and are not
found in large numbers across the United States.

NCI designated centers receive significant re-
search funding. There are 26 NCI designated Can-
cer Centers in the United States, each of which
has a scientific agenda that is primarily focused on
laboratory, population science, or clinical research,
or some combination of these three components.
There are 44 Comprehensive Cancer Centers that
demonstrate depth in laboratory, clinical, and
population-based research, with substantial trans-
disciplinary research in all three areas. These insti-
tutions also provide professional and public educa-
tion, as well as dissemination of clinical and public
health advances into the communities they serve.
The National Comprehensive Cancer Network®
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(NCCN) is a not-for-profit alliance of 21 of the
world’s leading cancer centers, all of which are also
NCI designated centers.

Oncology — Key Names and Resources
The following are key associations involved in the
clinical and operational management of oncology.
These are all membership-based organizations, and
most have developed essential clinical tools and re-
sources, as well as practice management and coding
resources for private and hospital-based oncology
physicians.
* The American Society for Clinical Oncology
(ASCO), www.asco.org

* The National Comprehensive Cancer Network
(NCCN"), www.nccen.org

* The Association of Community Cancer
Centers (ACCC), www.accc-cancer.org

* The Community Oncology Alliance
(COA) www.communityoncology.org

* The Oncology Nursing Society (ONS)
WWW.0ns.org

There are also networks of practicing oncologists
across the country: the Mckesson Specialty Health
(McKesson)/US Oncology Network, the Cancer
Centers of Excellence, and the Cancer Clinics of
Excellence. Almost every state has its own profes-
sional oncology association, and may also have a
statewide association for oncology practice manag-
ers, possibly aligned closely with each other or part
of the physicians’ association. These networks are
growing in their ability to be able to deal with some
discussions on a collaborative basis with health plans
and employers, on a regional or statewide basis, that
perhaps will make it easier to accomplish some of
these changes, as opposed to addressing multiple dis-
cussions on an individual practice or hospital basis.

The National Business Group on Health (www.
businessgrouphealth.org) has partnered with NCCN
to build toolkits for business on benefit design relat-
ed to cancer (http://www.businessgrouphealth.org/
resources/topics/cancer.cfm).

There have historically been three primary drug
distributors for clinical providers in oncology (Am-
erisource Bergen, McKesson, and US Oncology
(now part of McKesson). Most oncology drugs that
are delivered to hospitals or physicians come only
from these vendors or other vendors associated with
a hospital buying group (like Innovatix or Premier).
The majority of cancer care is delivered through in-
jectable and infused treatments. Specialty pharmacy
is not commonly used as a primary drug distribu-
tion source by oncologists. The distributors that
providers use as sources have made a niche business
of understanding and addressing the unique needs

of the oncology market. Some oncology drugs, pri-
marily orals, are delivered to patients through spe-
cialty pharmacies — predominantly drugs that man-
ufacturers have isolated to delivery through limited
distribution networks, or drugs that may have been
mandated for acquisition through a specialty phar-
macy by the health plan.

Some of the other external vendors entering the
oncology market space through disease, utilization
or drug management include Avalere (Quality On-
cology), Magellan (ICORE), US Oncology (Inno-
vent, which focuses on Level 1 Pathways), D3 On-
cology Solutions (a guidelines/pathways program
from the University of Pittsburgh Medical Center),
ITA Training Partners (eviti — a commercial guide-
lines program), McKesson, (Value Pathways pow-
ered by NCCN — licensed decision-making algo-
rithm incorporating the NCCN Clinical Practice
Guidelines in Oncology (NCCN Guidelines™)
and New Century Health (licensed to incorporate
NCCN Compendium in their program). Specialty
pharmacy includes numerous vendors (CVS/Care-
mark, Walgreens, for example) seeking new roles
within the oncology drug management market.

Federal Policy - What It Means for

Health Plans Regarding Oncology

It used to be that Medicare was a viable source for
oncology policy for the private sector, but its value
as a role model and source has lessened because of
recent Medicare policies, rates for drug ASPs and
professional services rates/codes. In addition to
coding and reimbursement changes that have af-
fected oncology policy, Medicare-based discussions
of quality measures and programs often fail to ad-
dress questions and measures that might be consid-
ered in the private sector. Demonstration projects
that seem to hold promise for inspiring innovation
are hamstrung by fine print limitations that, for
example, cap Medicare payments at current levels.
Since Medicare evaluates such payment in silos for
Medicare Part B (outpatient and physicians servic-
es) and Medicare Part A (inpatient) care separately,
any innovation that seeks higher outpatient pay-
ments for care management will be hard pressed to
result in significant savings if inpatient care costs
are not considered.

Significant Medicare and federal government ac-
tivity about the Sustained Growth Rate (SGR), the
federal debt ceiling, and many political decisions
will likely result in changes and reductions in reim-
bursement that are unrelated to the cost of providing
care. When Medicare makes a reimbursement re-
duction for physician offices, care is frequently shift-
ed over to the hospital outpatient setting, which is
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usually more costly due to higher overhead and dif-
ferent contracting options. Medicare doesn’t appear
to recognize those related consequences that lead to
higher overall cost, but payers in the private sector
do understand that the hospital site of service is usu-
ally more costly than the private physician offices.
Many of the Medicare rates paid for oncology drugs
and services are now at breakeven or lower, which
makes it difficult for physician practices to continue
to treat Medicare patients in their own offices. The
bottom line is that Medicare policies and payments,
while well publicized and easy to find, are not use-
tul for private payers to use as a working model for
oncology policy.

Implications of Federal Changes

A number of new delivery models are emerging as a
direct result of federal reimbursement policy chang-
es since the passage of the MMA. Private physicians
are starting to question if they are going to continue
to provide full professional services as well as infu-
sion services. Hospitals are now investing in active
cancer outpatient programs, from which many had
divested in the past. Academic centers are expand-
ing and creating new employment of formerly pri-
vate oncologists and even absorbing formerly private
offices. Questions are arising about corporate infu-
sion clinics and regional centers. Every single one of
those models has a different impact on the patients,
physicians and payers, as well as on the quality and
the costs of care delivery.

Key Considerations In Developing

Oncology Policy

There are many issues about oncology that will af-
fect oncology policy decisions, yet there are are a
tew core elements which are best considered when
embarking upon a policy choice.

1. Keep Perspective Differences in Perspective
to Facilitate Communications

Difterences in perspective contribute to the chal-
lenges of finding solutions. Health plan perspectives
often are focused on: the population for which they
are responsible and the overall budget, trying to
reduce variation and costs in care, needing to im-
prove predictability and to feel confident that they
are working with good business partners who will
be good stewards of the monies being paid for can-
cer care. Physician providers are more focused on
the individual needing care in front of them, trying
to provide patients with help and hope, intending
to follow evidence-based care and decision-making
but they also are small businesses and want to stay
in business. Hospital and academic centers are try-
ing to balance the clinical and treatment needs of

the community with the research and education
demands of the future for cancer care. Recogniz-
ing such differences and listening to the concerns
of each other is the first step to identifying win-win
solutions. Some vendors who seek to provide oncol-
ogy management solutions to health plans may have
varying degrees of understanding of the complexity
of the oncology treatment process, which may open
doors or create barriers with treating providers dur-
ing implementation.

For example, oncology physicians in record num-
bers are worried about the financial viability of
their practices, driven mostly by federal payment
reform. Physician practices have mostly embraced
the concept that drugs as part of an oncology prac-
tice should be cost neutral, not profitable, but also
not losing money — particularly on the real costs of
acquisition and inventory management — outside of
drug administration. One universal problem is that
the federal ASP definition of drug cost does not in-
clude the costs to acquire the drug, store it, refriger-
ate and maintain it, and to inventory and replace it
once used. Physicians have expressed this concern
to private payers. Many private payers have listened
and have chosen to follow reimbursement rates that
are higher than Medicare’s ASP +6 percent, because
they do recognize those additional direct and in-
direct costs. Where is the win for the health plan?
Physician practices inherently can deliver care at a
lower net cost than hospital-based cancer centers.
Oncology policy that keeps practices open and not
sold to hospitals, could possibly keep down overall
costs for health plans.

2. It's Not About the Drugs ...

At Least not JUST the Drugs.

Drugs are an easy target when looking at oncology
management because they are readily identifiable
and billed separately, whether under the medical
or pharmacy benefit. However, the biggest compo-
nent of cancer costs is not actually the drugs used in
treatment, but other cancer costs that are driven by
medical decision-making. Usually about 20 to 25
percent of the spend for a payer is on professional
services and drugs in the office, and the rest falls into
a much larger bucket including imaging, hospital-
ization, end of life, diagnostics and radiation oncol-
ogy (Exhibit 2).

Most of the oncology management pilots and pro-
grams started at health plans in recent years were
focused solely on management of the drug and the
drug cost, with either a negligible or negative im-
pact on the other costs of cancer. It is easy to engage
an external vendor to manage and oversee drugs
without any physician involvement but this leaves
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Exhibit 2

®

the health plan with limited opportunities to then
reach out to physicians for collaborations that af-
tect the other 80 percent of the cancer spend. For
example, a Medicaid drug management decision to
solely endorse one product with a lower price net
of rebates on paper than another drug, while fail-
ing to recognize that the high priced drug could
be administered in one shot versus the other’s re-
quirements of 10 consecutive daily shots. For a large
number of patients, including this Medicaid popula-
tion, the single shot had the highest likelihood of
compliance and thus complete planned effective-
ness. The cost of uncompleted treatments and doses
of the “preferred” drug would quickly outweigh the
comparative price savings, and would adversely af-
fect the care of those patients

It is often so easy to focus on drug spend because
the questions related to medical decision-making
in oncology are more complicated than comparing
prices on Drug A versus Drug B. Most of the clini-
cal details that are needed to understand medical
decision-making are in the patient record and do
not flow through the claims administration process.
Medical treatment decisions are driven by clinical
aspects of care such as cancer or disease stage and
patient performance status - even patient work and
transportation issues Plans usually have no access to
those records and no way to track or categorize even
the little information they collect during prior au-
thorization processes. Drugs are usually billed from
the physician office by J-Codes or by NDC codes
if under the pharmaceutical benefit. These can be
tracked and monitored for acceptable diagnoses

However, when oncology management has ex-

panded beyond attention just to drug spend, phy-
siclan engagement, support and participation will
be essential to any program that addresses the to-
tal cost of cancer, even when many of the dollars
involved are not directly or indirectly under their
control. Outsourcing solutions from vendors who
are not well supported by treating physicians could
add costly layers and barriers, rather than moving
toward cost effective results.

3. Timing, for Cancer Patients, is Everything

Cancer treatment regimens usually run on fixed
cycles of treatment. Once a treatment is started, in-
terruptions in the treatment cycle can jeopardize the
value of the treatment itself for the patient, and those
funding the treatment. Since many treatments are
multiple combinations of anti-neoplastic drugs and
supportive care drugs, variations in how the drugs
are obtained can cause issues. Health plans can maxi-
mize the value of their treatment dollars by ensuring
that the review and authorization processes do not
interrupt or jeopardize continuation of a treatment
once a cycle begins. Delays in authorization pro-
cesses and extended medical review can exacerbate
stress levels in patients already facing a significant
health battle. Streamlining the communications be-
tween plans and treating physicians can avoid delays
or interruptions in treatment and should prove to be
very cost effective for patients, physicians and plans.

4. Even in 2012, the Right Data are Elusive

Data challenges in oncology make it very difficult to
have a productive collaborative discussion between
plans and physicians. Hospital systems, designed for
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multi specialty organizations, usually do not have
an adequate module designed to capture the unique
needs of this specialty (such as clinical trials, NCCN
or any key guideline concordance, pathways, drug
inventory and management, chair management and
tracking). Electronic Medical Records (EMR) are
not yet fully implemented in medical oncology.
Even oncology specific EMRs often do not, out of
the box, collect much of the data that are desired.

Health plans find that their own claims data is in-
adequate. Claims data, for example, does not give
a true picture of whether a particular treatment is
primary versus adjuvant care, or how the care cor-
relates with national guidelines for oncology.

This means expectations should be set appropri-
ately for the data available now, and for data needs to
be planned for next year and beyond. Another cau-
tion would be related to sharing of data. Win/win
strategies in oncology will involve sharing of data
between plans and treating physicians. In order to be
effective, plan-based programs that collect clinical
data from physicians must provide useful, from the
physician’s perspective, assessment of practice trends
back to the participating physicians. Truly effective
programs will find ways to integrate physician de-
rived clinical information with total cancer cost in-
formation from the plans for both individuals and
populations; thus both plans and physicians can as-
sess and develop future strategies from mutually ac-
cepted analytics. Pilots involving such data sharing
and plan/physician collaboration have been started
in recent years, and are likely to continue to increase
in the future.

5. Process Trumps Outcomes, For Now

With increasing focus on pay for performance, and
quality measures in other specialties and diseases, the
next obvious question is what outcomes define qual-
ity in oncology. The problem is that cancer is unique
to each individual, and most cancer care is provided
in diverse smaller groups of private practice groups.
Pay for Quality initiatives have been more success-
tully applied in other diseases where timing of the
treatment, patient dynamics, and other variables are
fairly tightly controlled. Those tight parameters are
less applicable when dealing with cancer.

National oncology guidelines with levels of con-
sensus and evidence do exist, but the individuality
of the patient, the disease and the physician, coupled
with the lack of aggregated data on actual treatments
chosen for large populations of cancer patients mean
that it may not be possible to understand fully how
cancer care will play out for an individual patient. It
will be difficult to define quality or outcomes un-
til sufficient current practice treatment patterns are

collected in a consistent manner with consistent ap-
plication of mutually acceptable treatment param-
eters. There are pilots and isolated oncology data
and registry collection programs scattered across
the country, which may lead to a focused, scale-able
national registry in the future, including one pro-
gram using IBM’s Watson computer and several key
health plans and providers.?

ASCO created a Quality Oncology Practice Ini-
tiative (QOPI) to help practices conduct chart re-
views twice a year, and report findings into a central
database. This database returns information to the
individual practice across over 70 measures — mea-
sures that assess levels of documentation, patient
support and education, treatment assessment, clini-
cal decision-making and validation, among others.
These measures of essential elements to the process
of quality care are reported solely to the practice as
a means of continuous quality improvement. Some
health plans have decided to support, through pay-
ments and incentives, those practices that choose to
achieve QOPI certification. The variation of pro-
cess found among practices who participate indicates
that, at this stage of quality assessment for cancer
care, the most measureable elements will be related
to consistent process in delivering care and in com-
plete decision-making, rather than focusing on the
clinical results for patients. More than 100 oncology
practices nationwide have achieved QOPI certifica-
tion, so this is becoming one very useful early in-
dicator of quality and thoughtful medical decision-
making for plan and employer assessment.

ASCO has also recently received national funding
and finalized key data agreements for ASCO’s Can-
cerLinQ (Learning Intelligence Network for Qual-
ity). It is now conducting early models for a system
to connect oncology practices, measure quality and
performance, and provide physicians with decision
support in real time.*

6. Oncology Management Models -

Provider or External Vendor

Oncology management is a loose description that can
apply to the management of the patient and the dis-
ease performed at the provider level, or, on a more
broad scope, the application of policies and decisions
that shape both the treatment decisions, the benefit
structure, and the ultimate dollars and resources ex-
pended for the treatment of cancer across a broad
population — i.e., at the health plan level. Differences
in perspectives regarding individual patient manage-
ment and management of a broad population can lead
to confusion and disagreement in the absence of good
communication between health plans and providers.
Clarity and transparency of policy and evidence will
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more likely lead to agreement and collaboration.

Physician led initiatives to manage oncology are
growing, mostly through the development of treat-
ment guidelines or clinical pathways. Some of these
clinical guidelines and pathways are available com-
mercially; others may be developed internally. The
process of creating, maintaining, and implement-
ing clinical management is costly in terms of both
human and technological resources. Some physi-
cian groups or cancer centers may wish to approach
health plans regarding new payment models that re-
flect recognition of the more intense medical deci-
sion-making and reporting, or other solutions such
as evidence-based and value driven structures. On-
cology medical homes will be a growing topic for
discussion initiated by oncology providers.

Health plans may also be developing internal or
seeking external support for better understanding and
management of the oncology care spend. Some mod-
els may be limited to drug management, some may or
may not engage the care providers in active involve-
ment in the program, and some may be simple tech-
nological processes through which providers will need
to process treatment requests. Oncology evidence-
based management, oversight, or web authorization
portals are likely to be a growing topic for discussion
initiated by health plans and external vendors.

Risk sharing or shared savings models will arise
from both health plans and providers, but may be a
challenge due to comfort of one party or the other,
or may be self limiting if based predominantly on
early, easy solutions. Different geographic markets,
with different health plan and provider mixes of
academic, private and hospital-based cancer centers
are likely to approach oncology management in dif-
ferent ways — which may prove a challenge to larger
national or regional-based health plans or providers.

Health plans are also likely to evaluate where
their oncology policy and management initia-
tives will be based, in the medical benefit or the
pharmacy benefit, or some combination thereof.
Considerations will include whether current pol-
icy addresses drug management or full medical
decision-making management, and whether both
internal and external resources will be able to cre-
ate programs over time that will integrate with the
goals and direction of both the cancer providers
and the health plan in the geographic market. The
volume and costs of cancer care will continue to
expand as a percentage of the market, so placement
of medical or pharmacy benefit decisions will also
be affected by state health exchange activities, em-
ployer migration in and out of the health benefit
market, provider integration initiatives, and health
plan innovation.

7. Trust — MD to MD, Will (and Must)

Evolve for Success

As physicians and plans seek options to work together
and find a common ground, three critical aspects are
essential: 1) building trust), 2) hard data and 3) mu-
tually accepted tools and rules for moving forward.
Building trust involves understanding and listening
to each other’s perspectives. Actual data that both can
review and understand to identify solutions will allow
for a productive conversation. For example, physicians
may be certain that they are managing hospitalization
rates of cancer patients effectively, but a health plan
may believe there is significant room for improve-
ment. Only by pulling actual hospitalization rates, and
integrating that data with specific patient clinical data
from physician medical records, can both parties sit to-
gether and come to a mutual understanding of the true
variation and opportunities for improvement. Neither
party is likely to see the full picture in isolation.

Identifying Potential Oncology Programs —

Not an Easy Task

Health plans are used to limited, but tangible oncol-
ogy focused programs — drug reimbursement pricing,
prior authorization processes, tiered drug formular-
ies, and requirements for specific diagnostics and step
therapy, but oncology management of programs of the
future will be more focused on complex data sharing
and evidence-based medical decision-making. Medi-
cal directors in the private sector may have difficulty
keeping up with changes and new initiatives in oncol-
ogy moving toward guidelines, pathways, more in-
tegrated oncology management and evidence-based
care proposals. Many programs have been started
over the last four to five years, and several of those
closed quietly some time later. There are some pi-
lots in process in different parts of the country: pilots
around guidelines, oncology management, specialty
pharmacy, and bundling of payments, among oth-
ers. Despite frequent discussion regarding oncology
guidelines and pathways, questions still exist regard-
ing use of national standards versus other guidelines,
definition of evidence, use of drug formularies, and
depth of management. It is apparent that each project/
pilot is unique to the plans and physicians and market
involved, and that there will need to be significantly
greater exploration of alternatives before a national
solution is identified, if ever. No single workable solu-
tion appears to have yet been universally accepted, so
health plans and providers will find room for experi-
menting with solutions that fit unique markets.

Opportunities with Oncology Groups
Several large independent oncology practices, many
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state associations, and national groups like McKes-
son US Oncology, Community Oncology Alliance
members and NCCN Centers have demonstrated
great interest and innovation in proposing (and im-
plementing) various oncology programs and pilots
with key health plans in various settings. Initiatives
with these organizations can provide useful step-
ping-stones to improving relationships.

Choices with External Parties

A number of external parties (P4 Healthcare, eviti, D3
Oncology Solutions, many pharmacy benefit manag-
ers (PBMs), many specialty pharmacies, CareCore
Oncology, New Century Health, to name a few)
are entering the oncology space — usually targeting
services to plans for oncology or drug management.
Health plans need to review potential programs care-
fully to look at fit with the geographic market and
providers affected, and the potential impact of intro-
ducing an external vendor. Sometimes external enti-
ties can provide a strong benefit for all involved, other
times they may become a source of dissonance.

Medical Benefit, Pharmacy Benefit
or Oncology Benefit?
Some payers are reviewing their benefit structure
and considering whether to shift oncology drugs
between medical or pharmacy benefit, or to create a
new category of oncology benefit. There are many
differences, as well as much overlap between man-
agement of cancer drugs in the existing medical and
pharmacy benefit structures. Patients are also widely
affected by drug placement in one benefit over the
other, making these analyses not simple at all.
Many specialty pharmacy organizations are build-
ing complex infrastructures and technology to pro-
vide services to health plans for managing oncology
under either the medical or pharmacy benefit, or
both.> When billed under the medical benefit, on-
cology drugs become part of the cost of medical ser-
vices. J-Code billings link to the diagnosis, but offer
limited information about the specific source of the
drug used. If data analytics and reporting within the
medical practice can track and document drug use in
accordance with guidelines and evidence,there is less
need for a health plan to engage in possibly redun-
dant oversight. Drugs traditionally billed through
specialty pharmacies are tracked by specific manufac-
turer NDC codes for each vial, and may ofter rebate
opportunities. However, with enhanced oncology
provider software, as well as the imminent mandated
national conversion to the ICD-10 coding system,
software fields will soon be in place to track and bill
drugs within the medical benefit at the NDC level
between health plans and physicians. Physicians and

hospitals, as a purchasing class of trade, receive low-
est commercially available pricing from manufactur-
ers, presenting a challenge for specialty pharmacies
(that cannot purchase at those rates from manufac-
turers) to generate savings for health plans on drug
costs in markets where ASP plus pricing (usually plus
10 percent to 12 percent or more) dominates.

Many of the drug oversight and management sys-
tems created by specialty pharmacies for manage-
ment of drugs also are believed by providers to exist
in the practices and cancer centers, and are increas-
ingly being formalized and built into key elements
of EMRs. With individual states increasingly con-
sidering or passing some version of “parity legisla-
tion”® that mandates parity in member obligation
regardless of whether drugs are provided under
the medical or pharmaceutical benefit, and the im-
minent software changes, health plans may be less
likely to look at significant shift of drugs from one
benefit structure to the other and instead focus on
other cost-saving alternatives.”

The complexity of cancer offers significant chal-
lenges to pharmacy benefit models that require de-
livery of drug to the physician’s office from a pre-
scription or that relay on extended week or month
prescription fills to achieve economies of scale.
Patient health status and reactions to cancer treat-
ments can create wide variations in the ability of the
patient to continue the treatment over time exactly
as originally prescribed. Even “short fill” prescrip-
tions of costly cancer drugs can result in hundreds
of thousands (or more) of drug dollars being paid by
health plans for individual drugs that couldn’t actu-
ally be used for that patient — or for any other patient
once prescribed, labeled and shipped.®

Guidelines and Pathways for Oncology
Physicians, both treating and medical directors,
patients and employers, turn to Federal Drug Ad-
ministration (FDA) approved drug indications, na-
tionally published guidelines such as those produced
by NCCN and ASCO, and compendia that link
specific drugs to appropriate indications for specific
diagnoses when evaluating choices for treatment
and coverage. NCCN Guidelines™ reflect consen-
sus opinions from over 40 standing committees of
leading physicians, and are identified as to levels of
evidence and consensus (http://www.nccn.org/pro-
fessionals/physician_gls/f_guidelines.asp.)

They are available in static form for free via the
NCCN web site.” The NCCN Guidelines reflect
recommendations across the full continuum of care,
including surgery, radiation oncology, medical on-
cology treatments, imaging, diagnostics, supportive
care, palliative care and maintenance and follow-up.
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Exhibit 3: NCCN Guidelines® & Clinical Resources

NCCN Categories of Evidence and Consensus

Category 1: Based upon high-level evidence,
there is uniform NCCN consensus that the
intervention is appropriate.

Category 2A: Based upon low-level evidence,
there is uniform NCCN consensus that the
intervention is appropriate.

Category 2B: Based upon low-level evidence,
there is NCCN consensus that the intervention is
appropriate.

Category 3: Based upon any level of evidence,
there is major NCCN disagreement that the
intervention is appropriate.

All recommendations are category 2A unless oth-
erwise noted.

www.nccn.org/professionals/physician_gls/f_
guidelines.asp

Clinical trials are always a primary option under the
NCCN Guidelines if one is available. The NCCN
Drugs & Biologics Compendium (NCCN Com-
pendium®) links specific drugs and J-Codes to spe-
cific NDC codes. The NCCN Compendium® does
not include other non-drug specific information
found in the NCCN Guidelines. (Exhibit 4)
NCCN does receive funding from pharmaceutical
companies for many of its activities, and some health
plans have raised concerns about the impartiality of
the NCCN Guidelines and NCCN Compendium.
NCCN Guidelines do not consider the cost of treat-

ment and do reflect a wide variety of recommen-
dations, at differing levels of evidence and consen-
sus. Despite the occasional questions, it is clear that
NCCN Guidelines and the NCCN Compendium
continue to be recognized as the gold standard both
because of the rigor and transparency of their review
process. The NCCN Compendium is one of the few
drug compendia that meet stringent federal standards
for transparency and are a federally approved compen-
dium resource for Medicare coverage. The NCCN
Guidelines serve evidence-based care because they
present the options, evidence and consensus that al-
low the treating physician to then determine the most
appropriate treatment for the patient’s individual state
and stage of disease and health status.

Until 2010, NCCN Guidelines were only avail-
able in static form, and EMR companies didn’t have
licenses to integrate the NCCN Guidelines into
their decision-making algorithms. In 2010, NCCN
partnered with a software technology company to
create a Web-based portal that allowed physicians
to enter patient specific stage and stage of disease.
The physician would be presented with an informa-
tion page showing the levels of evidence and con-
sensus for each treatment indicated in the NCCN
Guidelines, plus information on practice and health
plan policy for treatments, and eventually, tracking
utilization of different NCCN Guideline options by
physicians treating similar patients. This software
algorithm, called CDS Oncology, is now owned by
McKesson Specialty Health (McKesson) and is be-
ing integrated into its service options for oncologists

Compendium (NCCN Compendium™)

Exhibit 4: NCCN Guidelines® & Clinical Resources

The NCCN Drugs & Biologics Compendium (NCCN Compendium™) lists appropriate uses of agents
defines in and derived from the NCCN Clinical Practice Guidelines in Oncology (NCCN Guidelines™).
As such, the uses listed in the NCCN Compendium are based upon the evaluation of evidence from
scientific literature, integrated with expert judgement in a consensus-driven process. The NCCN Com-
pendium is indexed by drug or biological agent whereas the NCCN Guidelines are indexed by disease.
The NCCN Compendium identifies the pharmacologic characteristics of each drug or biological and
includes information on route of administration, as well as the recommended uses in specific diseases.
The indicated uses are categorized in a systematic approach that describes the type of evidence avail-
able for and the degree of consensus underlying each recommendation. All recommendations (at all
category levels) in the NCCN Compendium constitute appropriate, medically-necessary care.

Clinical professionals should apply independent medical judgement in their decisions about treatment
that meets the clinical characteristics and needs of individual patients with cancer. Also note that the
NCCN Compendium'’s listings represent the conclusions of the NCCN Guideline Panels as of the date
of finalization of the relevant NCCN Guideline. NCCN Guidelines are updated continuously.

The NCCN Compendium™ is updated in conjunction with the NCCN Guidelines™ on a continual basis.
The latest NCCN Guidelines and Compendium updates can be accessed at NCCN.org

www.nccn.org/professionals/drug_compendium/content/about.asp
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and health plans. McKesson and NCCN announced
in late 2012 a new partnership to develop “Value
Pathways Powered by NCCN” that will create soft-
ware to assess treatment options consistent with evi-
dence-based standards, as well as to consult coverage
policies mandated by payers. The software will be
available on the market in the spring of 2013. This
collaboration is hoped to drive a single set of stan-
dards in the market place, which would be based on
NCCN Guidelines."

Two clinical entities, US Oncology and the Uni-
versity of Pittsburgh Medical Center, created similar
formal processes of review among both academic and
practicing physicians, and developed their own pre-
terred oncology pathways — Innovent Level 1 Path-
ways'' and Via Oncology Pathways (now known as
D3 Oncology Solutions)'?, respectively. Both models
have been offered to health plans and practices, with
some, but not universal, success. Both of these enti-
ties have identified tangible cost savings and qual-
ity of care enhancement through utilization of their
pathways. Each built care preferences by first review-
ing potential equal clinical effectiveness, comparable
toxicity and side effect profiles, and lastly, if possible,
comparable costs of care.

Other non-commercial entities, P4 Healthcare'?,
eviti®*, New Century Health", and various specialty
pharmacies ventured into creation of either oncol-
ogy guidelines or pathways, but have also met with
mixed success. Individual pilots and programs have
been started in specific geographic areas, but none
has achieved universal acceptance and uptake from
all oncology providers in any of these markets. New
Century Health is licensed to integrate the NCCN
Compendium into its technology. The NCCN
Compendium links specific drugs to appropriate di-
agnosis codes according to the NCCN Guidelines,
but does not integrate surgery, all diagnostics, imag-
ing, radiation oncology and palliative and supportive
care as the NCCN Guidelines do.

This wide variation in “guidelines solutions” poses
a challenge for health plans and physicians in oncol-
ogy. National guidelines such as those produced by
NCCN enjoy broad acceptance among most oncolo-
gists, but have historically had limited electronic op-
tions for tracking and monitoring them. Clinically
driven pathways may be a viable option, but are too
big a leap for practices/physicians that remain com-
fortable with the national consensus guidelines.
Commercial programs may enjoy acceptance among
the small group of physicians who may have been
tapped to vet their own versions of guidelines or
pathways, but usually fail to convince other groups to
accept those versions in sufficient numbers to satisfy
health plans seeking more universal solutions.

End of Life and Palliative Care Management
Most health plans and physicians would agree that
the integration of palliative care discussions into
care management for oncology is essential. The
timing and format of such discussions is sometimes
a source of difference of opinion. Usually the tim-
ing of the discussion is dependent upon the state
of disease, and the progression of therapy, which
is information held in the medical record with the
treating physician. Professional oncology organi-
zations such as ASCO and NCCN are addressing
consistent process and content for such discus-
sions among both patients and physicians. ASCO
has published a Provisional Statement of Clinical
Opinion: The Integration of Palliative Care into
Standard Oncology Care.'® Integration of palliative
care discussions offers a good opportunity for col-
laboration between plans and providers for more
consistent patient care.

Management Models in Oncology

for Health Plans

There are a number of management models health
plans have considered or used for oncology outside
of their traditional contracting and claims adminis-
tration processes with physicians and hospitals. The
market has changed so rapidly that it is now easier
to group them into categories. These models rep-
resent tools for managing cost, process or medical
decisions in oncology. Many of the named vendors
include components of the different models in their
branded programs, and may not be limited to any
one of these described tools.

Early Models -

* Drug management (CareCore Oncology, IC
RE, many specialty pharmacies, P4 Health
care)

* Disease management (Quality Oncology
(Alere))

* Oncology management (ICORE)

* Radiation oncology benefit management
(CareCore National)

* Back end (claims based) compliance tracking
programs (P4 Healthcare)

Current Models -

* Specialty pharmacy/pharmaceutical benefit
management and drug delivery (CVS
Caremark Specialty Solutions, Walgreens Spe-
cialty Pharmacy, Express Scripts)

* External Guidelines/Pathways to Treatment
(significant challenges) (eviti)

* Programs Based on the NCCN Guidelines/
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NCCN Compendium (McKesson U.S. Oncol-
ogy, New Century Health)
* Physician-Based Front End (tracked at the
point of the medical decision) compliance
programs (Innovent Oncology, D3 Oncology
Solutions)

Emerging Models - MD/Payer Collaborations
The “Early” category presents the initial tools, now
understood to have had a limited impact on the total
cancer spend, and which appear to be giving way to
other transitional models. These were mostly in play
about four to five years ago:
* Drug management
- Focused mostly on preferred pricing and for
mularies for drug
* Disease management

- Focused on the symptoms and side effects of
cancer treatment
- Usually involving banks of nurses with out
reach to patients through vendors outside of
relationship between the physician and the
patient — and which has sometimes had a very
difficult time proving return on investment
(ROI).
- Disease management companies have a
challenge because they cannot accomplish
what they want to without significant input
from the practice and collaboration with the
physician and the patient, which leads to the
ROI difficulty.
Oncology management
- The concept of a vendor managing the oncol
ogy issues for a health plan.
- The primary example was a very visible
pilot in Florida between a large plan and
ICORE, which was announced prominently
in the press, but slowed dramatically in execu-
tion, and industry watchers speculate that this
is a model that may not survive the initial
contract.
Radiation oncology benefit management
- This focuses on the oncology treatments, but
recent challenges in states like NY have
limited the scope and reach of these programs.
- Claims-Based Preferred Treatment
Compliance
- P4 Healthcare has a claims- based preferred
treatment compliance program that experi-
enced early successes, but now is being
eclipsed by newer programs with different
technology and higher rates of acceptance by
both physicians and health plans.
- The early compliance program was based
upon older technology that focuses on the
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“back end” (claims billed) of the treatment
process rather than the “front end” of medical
decision-making.

The “Current” category of programs includes
many programs in various stages of implementa-
tion today. Many of these programs are in place, and
generating information from their experiences. This
has led to an understanding that there may be mul-
tiple steps to the process of oncology management,
as opposed to single solutions with limited scope.

The market is now moving into a transitional phase.
The current approach for most health plans and pro-
viders is to explore programs and to ask — how will this
affect the full course of the disease, or the total spend
— not just concentrate on a small component such as
price of drug. Some of the pharmacy and disease man-
agement programs have experienced challenges and
questions in terms of continuing return on investment.

Specialty Pharmacy

Oncology drugs are specialty pharmacy drugs. They
are expensive, used by a relatively small percent of
patients, require close medical oversight, demand de-
tailed patient education and support, and are not rou-
tinely stocked in the local pharmacy. As outpatient
oncology care evolved from the early 1990s onward,
physician cancer practices would acquire the drugs
from specialized oncology distributors and bill for the
drug once it was administered. This became known
as “buy and bill.” Specialty pharmacies evolved over
the same time period, but didn’t actively enter the
oncology market until the federal government pro-
posed in 2002 a Competitive Acquisition Program
(CAP) as an alternative to “buy and bill.” The CAP
program was not a success, because just one specialty
pharmacy signed up and less than 200 oncologists
across the country elected to participate. While still a
part of national law, the CAP program has in reality
been retired by the Medicare program.

Whether specialty pharmacies should contract
with health plans to universally replace “buy and
bill” options with delivered drug to the physician
practices is a frequent topic of conversations be-
tween specialty pharmacies, providers and health
plans. Many specialty pharmacy programs are being
developed out of a perceived need for more broad
plan oversight and reporting, and as a natural evo-
lution of the specialty pharmacy model into high
touch, high cost, low volume drugs such as those
used in oncology.” Most physician practices and
hospitals have risk and liability reasons for preferring
to use their own known drug sources, and few payer
programs have successfully mandated on a wholesale
level conversion to delivered drugs (also known as
“script for ship”) from “buy and bill”. At least one
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major specialty pharmacy, CVS, has indicated their
own belief that the “buy and bill” model is the most
efficient way to obtain and bill drugs for cancer
care.® The CVS Caremark oncology management
program is focused more on process, evidence-based
care and information management than on delivery
of drugs into the provider office. One challenge for
many specialty pharmacy programs is that they may
be developed for patients receiving care in physician
offices, but not as ready to manage care delivered in
hospital-based centers.

Specialty pharmacies offer services beyond drug
delivery to payers. They also are now performing
reporting and care analytics, patient drug interac-
tion management, patient compliance and adher-
ence programs, and oncology management services.
In many states, physicians are prohibited from dis-
pensing oral drugs (although hospital pharmacies
are able to) and specialty pharmacies serve the oral
markets in those states.

Oncology patients are complex. Their health
status can vary widely. As often as 20 percent” of
the time, patient health issues can result in a dose
change or delay from the original intended phy-
sician order. Under “buy and bill,” this is not an
issue. Physicians order drugs in advance for antici-
pated treatments, but keep them in a centralized
inventory until pulled the day of treatment once
current health status is known and the treatment
can be adjusted, administered, and then billed to
the health plan. Under a delivered drug model, the
drug is ordered by the physician in advance and ar-
rives usually the day before treatment. If and when
the patient presents with a health status that neces-
sitates a dose or vial change that cannot be accom-
modated by the delivered drugs, not only does the
physician have to come up with the needed drugs
for treatment, but also the drug that had been de-
livered under a specific patient name has to be dis-
carded per state pharmacy regulations. It cannot
be repurposed for another patient or returned. A
recent national study®’ to identify the potential im-
pact on total drug costs for health plans if all cancer
care were delivered under a delivered drug model
rather than a “buy and bill” model demonstrated
that one in 10 oncology treatments, on average,
result in a significant variation from the original
order, and could have led to over $1.1 million of
drugs having to be discarded unused for the 1,368
patients in the study if the drugs had been delivered
to the provider rather than provided under “buy
and bill”. About 90 percent of those variations re-
sulted in the planned drug not able to be given to
the patient at all. Earlier studies have indicated that
additional costs of several thousand dollars per phy-

sician might be incurred.

Further information and review of pilot programs
will be necessary to clarify the appropriate role for
specialty pharmacies in the delivery and manage-
ment of oncology drugs. Currently, most use of spe-
cialty pharmacies in oncology is for selected Medi-
care Advantage programs, some Medicaid programs,
and selected use for individual drugs or smaller
health plans by cancer providers, usually linked to
their ability to cover drug costs under other models.

Guidelines and Pathways

Contracting Experience

There has been extensive discussion in both payer
and provider organizations (individually and some-
time collaboratively) about guidelines and path-
ways programs, but there are only a few that have
moved to executed contracts, and even fewer that
have evolved into working programs. A number of
contracted programs (in states such as Tennessee,
Indiana, Georgia, Florida, Pennsylvania and others)
appeared to hit snags in the implementation process
and did not materialize as planned.

The few working guidelines programs (as op-
posed to announced programs that didn’t material-
ize or that haven’t received enough activity to be re-
viewed) rely heavily on physician involvement. They
are in states such as Michigan, Pennsylvania, and
Texas. Innovent Oncology, an affiliate of McKes-
son U.S. Oncology, has been the most active, with
other programs of interest including D3 Oncology
Solutions. The P4 model relies heavily on tracked
compliance from the physicians billing system and it
enjoyed early program development in states such as
Michigan and Pennsylvania, but now has to compete
with newer programs and technology.

Front end medical decision-making models (like
Innovent, D3 Oncology Solutions and eviti) tend to
engage the physician and track decisions made be-
fore treatment begins. The older, back end compli-
ance models tend to use claims data following treat-
ment to track compliance with predetermined lists
of preferred treatments (like P4 Healthcare).

As of January 2012, there are now a limited num-
ber of companies that hold licenses to integrate
NCCN tools into their decision-making algorithms
in a non-static manner, including McKesson Spe-
cialty, which owns software that has been licensed
for the NCCN Guidelines, and New Century
Health, which has a license for the NCCN Com-
pendium.?" United Healthcare has also received a
license by NCCN to integrate the NCCN Com-
pendium in their claims processing and editing pro-
grams, so that practices submitting claims that are in
concordance with the NCCN Compendium indica-
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tions will be approved automatically. One condition
of licensure from NCCN for external vendors is that
all treatment options shown in the NCCN Guide-
lines must be made available to treating physicians.
That requirement could pose challenges for vendors
who seek to customize clinical pathways and narrow
treatment options for health plan clients.

Physician/Plan Collaboration, including
Oncology Medical Homes
As a result of direct past experience with the limita-
tions of early adoption of specific tools (many of which
affect, but do not include treating physicians), the
growth focus in oncology programs now seems to be
physician/payer collaborations. As these new collab-
orative programs emerge, they tend to be more long
term, focusing on both current and future initiatives.
One national payer, UnitedHealthcare, has been
working with five leading oncology practices to
pilot evidence-based episode pricing options. The
project has proved to be more complex than origi-
nally planned, and is still in process.

The increasing national attention to concepts
such as Accountable Care Organizations (ACOs)
and Patient Centered Medical Homes (PCMH) has
focused mostly on primary care specialties, rather
than oncology. There is one health plan, hospital
and cancer practice partnership that has developed
an oncology accountable care partnership, which
started in 20122%23, Practices in California, Michi-
gan, New Mexico, and Pennsylvania have built their
own models of an oncology patient centered medi-
cal home and are engaged in exploratory contractual
relationships with key health plans in their areas, as
well as with other practices across the country, to pi-
lot whether the medical home concept can be adapt-
ed for oncology, and what that would look like.

Investigating Vendors and Programs in
Oncology Management

Due to the sensitive nature of the disease itself, and
the complexity of information involved in the deci-
sion-making, vetting external vendors or oncology
management programs can be challenging. Some
key questions to explore would include:

1. Agenda — What is their focus and agenda?
What is their history in the marketplace?

Are there any “advantages” or “baggage” that
they bring to the table from past relationships
for a payer, a physician or a patient?

2. Actual History versus “Press Releases” —
There have been many cancer focused initia
tives (and contracts) that have been
announced in the public media in the last
three to five years. Many of those faltered

significantly within months of the press
release, and have been dropped or allowed to
fade away quietly. This is particularly true
with vendors that tout contracts with payers
or employers regarding oncology but then fail
in execution because they cannot gain
support or buy-in from the physician com-
munity. It is important to look behind the
marketing material and to explore the current
history with local providers.

. Track record - It is also important to

carefully review programs beyond the first six
months. There have recently been
occurrences where vendors have executed
contracts with health plans, promising
penetration and uptake within the physician
community, and were unable to deliver on
those promises. The usual cause ends up being
trust (or lack thereof) in the vendor and/or in
the program itself. The transparency and
validity of the particular guideline or pathway
source and development process is also
important. Success is more likely with the
usual clinician’s perspective and trust of
information and resources provided by
NCCN or ASCO. In some circumstances, a
vendor has started discussions with the
physician community, been refused, and then
gone directly to a health plan. The health plan
received an unpleasant surprise after the
program was announced and a majority of the
key clinical physicians declined to participate.

. Return on Investment — Most programs

that focus solely on savings, particularly
around drugs, tend to miss the bigger cost
elements of the full continuum of oncology
treatment. Disease management programs that
focus on reduced hospitalizations and ER
utilization but which do not actively involve
full engagement and support of the oncology
physician tend to offer self-limiting solutions,
with diminishing rates of return.

The further removed the physician is from
the proposed solution, the less likely it is that
the program will be able to offer return on
investment beyond the low-hanging fruit,
and the more likely it is that the program
may alienate the very physicians that are
most involved in the treatment of cancer
patients.

5. Focus - Does the proposed solution address

one component of the total cancer spend and
go no further? Does it address, collect, and
provide useful information to expand the
understanding and management of cancer care,
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both to those who pay for the care and to

those who provide the care? Will it be a

stepping-stone to more productive

understanding of cancer or a dead end with
little future gain? Does the proposed program
constitute just one tool in a large and continual
toolbox? Will it have the intended
consequences when applied? Can it be adopted
for use by both private and hospital-based
care? Are there reasons why one of those
models might find it challenging? Is that
critical for you given the market dynamics of
your own local area? What is your mix of
private and hospital-based care?

. “Evidence” - There are vast differences

between use of evidence (and transparency in

the definition of that evidence) to select
treatment choices for coverage and the use of
other criteria for treatment choice selection.

Both physicians and payer medical directors

will look closely at programs professing to be

evidence-based. Key questions will include:

a. What is the evidence source? Resources
such as the National Comprehensive Cancer
Network (NCCN) and American Society of
Clinical Oncologists (ASCO) are considered
the national gold standard for evidence-
based care guidelines in oncology by
physicians and health plans alike. To the
extent that changes are made that vary from
ASCO or NCCN Guidelines or NCCN
Compendium, it will be important to clarify
how and why such changes were made, and
to prove to health plans, physicians and
patients the justification for variation from
the national standards. This is a particular
challenge for programs that rely on small
groups of physicians to edit and review an
individualized program. While those
physicians might agree to participate, that is
not a guarantee that others will find the
individualized program attractive, or that
the changes made by the individualized
program will not be challenged by some
external entity.

b. What is the connection to the evidence
source? Some companies are licensed to
receive updates and revisions directly and

treatment choices based on a program that is
closely affiliated with and privy to direct
licensed updates from trusted sources such as
NCCN and ASCO. It is quite another to
expect clinicians treating cancer patients to
trust an external party to accurately collect,
analyze and possibly modify the
recommendations and treatment choices,
especially if that party has no direct
connection to NCCN or ASCO and relies
on remotely published materials and
information.

c. Selective updating/information
communication — Some companies take the
nationally recognized gold standards
produced by large standing committees of
both academic and community physicians
for cancer care, and selectively truncate or
abbreviate the care recommendations for
specific cancers. These choices usually
operate outside of the traditional clinical
evidence supported by practicing physicians,
and, not surprisingly, often face challenges
by physicians for limiting care options for
individuals. They may also be challenged by
health plans or patients, depending upon the
source.

d. Transparency — The national bar for
transparency and rigor of recommendations
for oncology treatments has been set by the
Center for Medicare and Medicaid Services
(CMS). There are several elements to the
decision-making process for a compendium
(which reviews available literature and
studies in order to publish appropriate
accepted treatments for use in specific
cancers). One would expect that any
guideline or pathway program proposed to
health plans and physicians would follow the
same degree of rigor and transparency in
their own decision-making process.

1. Track changes for not less than five years
i1. List all evidence considered
1i1. List all participating individuals in
review (credentials, disclosures)
1v. Minutes and voting records kept
v. Clean decision-making, with no agenda
other than care

promptly from the nationally trusted
sources, while others rely on publicly
disseminated information about such
changes — which adds to the potential for
gaps in current knowledge in a rapidly
changing specialty field. It is one thing to
ask physicians to make life-altering

Unfortunately, many programs offering
guidelines and/or pathways in oncology do not
make such standards and processes routine or
available for scrutiny and, thus, may raise concern.

7. Flexibility — Cancer treatment needs to be
individualized. Patients even with the same
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cancer diagnosis and stage will likely respond
differently to the same medications, require
differing dosage regimens, and will have
different progression rates This is why
physicians need the flexibility to adjust
treatment choices when determining what is
the most appropriate for each individual.
Registries of real-time treatment that
incorporate clinical information from the
practice and non-practice cancer costs from
plan databases will be the most effective way
to build better understanding of the variations
in clinical treatment effectiveness.

. Analytics and Reporting - To better
manage and understand oncology care, better
data and reporting is needed, especially to the
practicing physicians. Claims data by itself
provides insufficient information to
distinguish details such as stage of disease and
patient performance status. The clinical data
that is most essential to understanding and
monitoring oncology care is found only in the
physician’s office. It requires many additional
steps and much communication to translate
clinical data into appropriate analytics and
reporting so that it can become a continual
teedback loop for enhanced clinical data
management. The physician (whether private
or hospital-based) is an integral part of
understanding and evaluating this data. This
puts the burden on external care evaluation
and management programs to not only include
the physician in an interactive manner, but
also to return useful clinical information and
analytics back into the hands of the physician
for ongoing quality program development and
enhancement. A key question for proposed
oncology management solutions will be to
identify what information is both obtained and
provided back to the treating physician, and to
assess its utility and ease of use.

. Operational Process - What is the extent of
burden of the management into the actual care
process between the patient and the physician?
Does it add costs to the system (for any of the
patients, health plans or physicians)? What are
the implications of those additional costs for
access to care? Does it add overhead or
distractions that may cause confusion? Does it
add or reduce quality, timing and outcomes of
the cancer treatment?

Given the rising cost of drugs, the complexity of care
choices, the real gaps in information and technol-
ogy to analyze and monitor real-time care progress,
how do we achieve real reform in oncology to bet-
ter be assured that the dollars being spent are being
used as efficiently and effectively as possible? How
can health plans and physicians and payers evalu-
ate potential changes in benefit design and coverage
policy related to cancer care, in addition to enhanc-
ing quality programs?

These are key elements to real reform in oncology

policy and management:

1. Looking at the total cost of treatment, not just
at the oncology drugs: Treatment choices are
about far more than just drugs; they lead to
costs and information, as well as individual
patient health status and performance related
to imaging, diagnostics, hospitalization,
supportive services, palliative care, hospice,
and increasingly, maintenance chronic
management of the cancer. A new perspective
focusing on the total cost of treatment will, of
necessity, involve new software and analytics
approaches, as well as changes in
reimbursement and coverage policy, and even
benefit design. The definition of “quality”
becomes broadened, and more useful.

2. Focus on the basics of medical decision-
making: This involves support and
continuous feedback. Health plans and
physicians both have different perspectives, but
one common goal — to bring the right care to
the right patient in the right setting at the
right price. Cancer care is complex. Physicians
hold the majority of critical clinical
information, but could benefit from support in
analytics and reporting, and feedback that
includes information not usually available to
them. Successful focus on the basics requires
data sharing between health plans and
physicians, which in turn demands a new
process of collaboration. Trust is essential, but
comes from agreement on the basics.

3. Start with trusted guidelines and track to
real-time choices: The most basic elements of
mutual agreement between health plans and
physicians are the mutually recognized and
trusted NCCN Guidelines and NCCN
Compendium, and the ASCO Guidelines for
Treatment. Each turns to these sources as the
foundation for their own decisions and policy
and would not make decisions without first
looking at what the sources list as options.

Moving Toward Real Oncology Reform However, there is lack of agreement as to the
What is Real Reform in Oncology? degree of variation in current care measured
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against these trusted sources. When health
plans and physicians agree to monitor and
review concordance against mutually
recognized and trusted guidelines, the
conflicts from perspective and opinion are able
to fade into the background. Then a more
productive discussion can begin about what
variation is seen, what are the reasons for it,
what can be learned from the information,
what are the next steps and what issues should
the team address?

4. Build Trust: Health plans and physicians are
inextricably linked through the patient, but
have had difficulty trusting each other or
finding common ground for collaboration. A
large part of that distrust is grounded in the lack
of data as to whether care being delivered to
these complex cancer patients is concordant
with current evidence and practice for each
patient given their stage of disease and health
status. All other discussions about cost, choice of
diagnostics, imaging, hospital and hospice
resources, palliative care, and most importantly,
drugs, stem from that initial question of
appropriate evidence-based care.

5. Incorporate Strong Oncology Benefit Design
with Effective Oncology Policy:
Coordination of cancer policy in plans with
employer benefit design and with effective
medical decision-making by the clinician will
achieve the best opportunity for quality and
effectiveness in cancer treatment and care.
NCCN has worked closely with the National
Business Group on Health to build employer
focused toolkits for evidence-based treatment
recommendations for large employers.
(http://www.nccn.org/about/news/
ebulletin/2011-05-31/nbgh_update.asp). This
initiative has led to the development of two
tools to help employers with benefit design
that will support quality and informed
decision-making in benefit design for
oncology care. The “Quick Reference Guide
and Assessment Tool” provides a checklist of
important cancer-related benefits, while “An
Employer’s Guide to Cancer Treatment and
Prevention” provides a comprehensive set of
tools to help benefits managers deal
effectively with the challenges that affect
both employees with cancer and their
caregivers.

Barriers and Issues in Oncology
Reform and Policy
Experience has shown the biggest challenges and

threats to eventual success come from one or more of
the following:
1. Missing the big picture: Either a health plan

or a physician group may run the risk of
limiting their attention to one aspect of cancer
care, usually drugs, and failing to consider the
ripple effects of decisions made solely related
to that aspect.

. Jumping forward too quickly and blindly:

There are certain fundamentals that should
constitute first steps in the process toward
quality and oncology treatment and policy
reform. (Examples of projects that may not be
sustainable — 1) a physician group that decides
to approach a plan with a home grown
pathways program for contracting purposes,
but without documentable proof or full
transparency about how that program was
developed, and without having the tools to
understand within their own practice where
there is variation and inconsistency in
documentation and possibly treatment. Or 2)
a health plan that has embraced a program that
requires MD connection to a specific vendor,
or which requires that the treating physician
enter copious amounts of clinical information
without understanding the overhead
associated with manual reentry of clinical
information kept in paper or electronic form
in the practice, and without providing
sufficient feedback and return information
that is productive to the practice.)

. Not knowing where the starting point is:

Often teams sit down to negotiate complex
contract and program terms without even
having reviewed what the current care
patterns are in the area and where the
manageable issues may arise — or even looking
together at the full costs of care variation.
Vendors with tools and programs can
contribute to the confusion by failing to
understand the needs and issues of neither the
health plan nor the physician community.

. Not beginning with small steps, and very

focused projects: If the initial projects are
small, scalable and progressive at the
beginning of a new relationship between
health plans and either single practices or
combined groups of practices, there is a much
greater chance of success. There is an
education process and a need to grow
acceptance from the perspectives of both the
physicians and the health plans internally in
their own organizations, and the stakes are too
high to risk a failed project.
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5. Lack of two-way information flow: Physicians

hold key clinical information in their practice
records that does not reach the health plan
through the claims administration process, but
they sometimes are limited by their own
technology to looking at individual care,
rather than population or disease trends in
their practices. Most health plans are not set
up to collect the complex clinical information
needed that is unique to the oncology care
process of the individual. Health plans do have
access to information on the elements and
costs of care for individual cancer patients that
occur outside of the physicians’ office.
Physicians cannot accomplish effective
oncology management for health plans
without better understanding the full impact
of medical decision-making. Vendor tools that
collect data from physicians without returning
sufficient information back to the physicians
are limiting the process and will not achieve
long-term success.

6. Site of service does matter and is changing

rapidly: There is an increasing dissonance
between policy decisions made at the
Federal level and private health plan policy.
The Federal policy appears to be more
supportive of the hospital-employed
physician model, as well as close
organizational integration between
physicians and larger healthcare systems.
Private health plan policy appears to prefer
that mergers and acquisitions among health
care providers not escalate, often citing

concerns that the costs for similar care are
higher in the hospital-based setting than in
the private physician practice. Health plans
and physicians are starting to engage in
active dialogue about the pressures that
make the practices consider acquisition as an
attractive alternative, and are looking to
create changes that may make that less
likely. NAMCP has supported two studies
in 2012 exploring questions related to
potential changes in oncology management
and cost. One study by Avalere Health
showed that the total cost of care was higher
for care delivered in hospital-based settings
rather than private cancer practice settings.”*
The other study evaluated the impact that
different delivery and acquisition models
may have on health plan drug spend,
showing that costs of drug delivered to the
physician office could be higher, and also
lead to significant amounts of drug that was
shipped but not used for the prescribed
patient having to be discarded.”

What Looms in the Future for Plans and
Physicians Regarding Oncology Policy

Not

only do the clinical options and evidence

change rapidly for the treatment of oncology, but
the public and private markets around those who
deliver cancer care are rapidly shifting. Each one of
these topics could become a game changer that dra-
matically redefines cancer care as we know it today.
Health plan medical directors can, at best, remain
aware of these trends, define their own policy to

Exhibit 5
Payer Spend Per claim per 1 Million Lives by Site of Service®
Ranking J code Brand $ Per Claim- | $ Per Claim- | $ Per Claim -
Name Hospital Home Infusion | Medical Office

1 J1745 Remicade $5,995 $3,255 $3,221

2 J9035 Avastin $8,832 N/A $3,024

3 J2505 Neulasta $5,971 $3,410 $3,081

4 J9310 Rituxan $9,068 N/A $4,565

5 J9355 Herceptin $4,877 N/A $2,150

6 J9263 Eloxatin $6,822 N/A $3,677

7 J9170 Taxotere $5,090 N/A $2,287

8 J0881 Aranesp $2,080 N/A $1,077

9 J2469 Aloxi $ 586 N/A $ 303

10 J3487 Zometa $4,169 $2,679 $1,607
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adapt best for their own organizations, and prepare
alternatives as these topics and trends evolve into
daily practice changes.

Different Costs related to Site of Service

The oncology care delivery model has been shift-
ing more rapidly in the last few years and private
payers have started to seek and track information
to determine whether this trend is shaped by pol-
icy and what effect these changes might have. An
ICORE report on analysis of a proprietary data set
(from 2009 and 2010 paid claims) from a number of
regional and national health plans identified higher
payments for specific drugs to the hospital setting
than then private practice office®® (see Exhibit 5).
While current payment rates for any given health
plan or provider may differ from those reflected in
that study, the Avalere study referenced above also
found that costs of care provided by hospital-based
physicians can be higher than care provided by pri-
vate practices.

Cancer Management policy that leads physicians
to seek institutional sites of care for patients or to
seek protection from lower or negative operating
margins could inadvertently cost health plans sig-
nificantly more for similar care. Hospitals are larger
entities, with more significant overhead as well as
greater negotiating presence.

Balancing the distribution of services in different
sites will become even more important in future
years as the oncology model shifts due to a shortage
of oncologists. While it will be possible to triage
certain treatments to “simpler delivery processes and
providers” such as PAs and oncology certified phar-
macists, the complexity of oncology care will still
demand physician oversight and continued access to
acute care facilities that can manage adverse patient
events in a blink of an eye. Under the current reim-
bursement structure, it will also be difficult to push
just complex care into some settings that now rely
on a mix of complex and simple care in order to
cover their overhead without simultaneously chang-
ing the reimbursement structure.

There may be opportunities for enhanced con-
tinuum of care coordination and quality initiatives
in a larger integrated health institution under clini-
cally integrated or shared risk models such as ac-
countable care organizations. There may be econo-
mies of scale for patients. Providers of cancer care,
no matter what the site of delivery, should be fo-
cused on achieving similar quality of care and con-
tinuity of care goals that will yield cost-eftective
care. Health plans and patients will benefit from
care delivered in markets where the goals of qual-
ity are consistently met, regardless of site of service.

Drugs in the Medical or Pharmacy Benefit
Questions abound about what will be the role of
specialty pharmacy and pharmacy benefit manag-
ers versus physicians in managing both the oral and
injectable/infusible drugs involved in cancer treat-
ment. Does the complexity of the cancer patient and
the rapidly changing health status of patients lead
to opportunities or barriers that affect the involve-
ment of other entities besides the physician and the
patient? Does current benefit design adversely at-
fect patients in one setting or another? What is the
impact of parity legislation in current and pending
states on plan benefit design regarding oncology
benefits? Parity legislation, often sponsored by the
American Cancer Society, has been enacted or is
under review in several states. This legislation, in its
most basic form, is intended to mandate that the fi-
nancial impact on a patient will not differ for cancer
drugs whether or not the drugs are delivered under
the medical benefit or the pharmacy benefit. The
ICORE 2011 Oncology Trend Report* reports
that as of February 20, 2011, 21 of the 50 United
States were considering oral parity legislation, 14
had already enacted such legislation, and the other
15 had taken no action at that point.

Oral Drugs

Many health plans are concerned about the pipeline
and imminent rise in the use of oral therapies in
the management of cancer care. About 10 percent
of the current oncology drug spend is from oral
drugs. Oral drugs are not a panacea or replacement
for many injectable/infusible therapies. Many oral
drugs are used in combination with injectable/in-
fusible treatments, and complications can arise for
patients and physicians, as well as for plans if care
delivery and timing are affected by benefit design
or delivery issues related to types of treatments.
Oral cancer drugs can be just as toxic as injectable
agents, and require as much, if not more, oversight
and management because the patient is not always
in front of the clinician when taking the drug. Pa-
tients with oral drugs are making decisions about
whether or not they are going to be compliant, or
even fill the prescription, and some are even adjust-
ing doses and compliance based upon drug costs or
the impact of side effects — all of which can signifi-
cantly affect the expected success or outcome of the
planned treatment. One recent study by Avalere®®
found that one in 10 cancer patients doesn’t even
choose to fill their prescription. Oncology policy
can have a large role in the ability of physicians to
match the most appropriate therapy to the patient’s
situation, or in affecting whether or not planned
treatment is executed in the most effective manner.
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Individualized Medicine

Individualized or personalized, medicine is a grow-
ing area of interest for plans, physicians, employers
and patients. The goal is to ultimately be able to
determine at the outset of what the most effective
treatment will be (if there is any) for a given patient
with their state and stage of disease and medical his-
tory/profile. However, scientific discovery has not
yet caught up with the market expectations for this
aspect of care. Even where diagnostics yield results
that would lead to an “indication of success or fail-
ure,” there are still many grey areas that are subject to
interpretation depending upon perspective. Even for
a supposedly “clear cut” test like OncoType Dx™,
where results in a certain range are interpreted as not
indicative of likely response to chemotherapy, some
patients continue to demand treatment under the
hope that they will be in the very small percentage
that will succeed. As a society, we have not yet come
to the ultimate statement that treatment will be re-
fused based solely on diagnostics. This is about the
choice of the individual, and whether, when faced
with a patient that will continue with treatment re-
gardless of the test results, a physician should make
a “responsible” choice and not incur the cost of the
diagnostic test. Consequently, the question of the
effectiveness of current predictors for individualized
medicine is still very much an open issue for plans,
physicians and patients. Questions for active discus-
sion between physicians and plans will include: Is
the evidence there for policy decisions? How much
can we rely on the diagnostic tests now available and
those coming in the pipeline? At what point does
the level of trust tip toward the effectiveness of the
test? There is definitely a good deal of potential and
hope on the horizon, but currently this is still a very
grey area for oncology management.

Emerging Treatment Options — Biosimilars

In the past 20 years recombinant biologics that tar-
get specific receptors and disease mediators have
made a substantial impact on diseases including ar-
thritis and cancer. These drugs are also considered a
driver of escalating health care costs that continue to
increase on an unsustainable trajectory.” The arrival
of biosimilars in the United States (U.S.) represents
a potential opportunity to constrain health care
spending while increasing access to these important
treatments for patients who can benefit from them.
Concerns have been expressed in the U.S. market
regarding biosimilars. Paramount is that cost savings
may come at the expense of quality, safety, or ef-
ficacy. However, recent European experience with
rigorously evaluated and approved biosimilars has
demonstrated that savings, as well as improvement

in access, can be achieved without compromising
patient outcomes. Time will tell whether similar
success can be achieved in the United States.

Biosimilar Development and Regulatory Pro-
cess: General Principles

The scientific concepts supporting a determination
of biosimilarity, or high similarity, are universal in
tightly regulated markets such as the United States
and Europe, and have been in use for many years
to enable changes to be made in the manufactur-
ing processes for originator biologics.’* In order to
establish biosimilarity, a sponsor must first show
that the candidate product is highly similar to the
originator (reference) product at the analytical level,
including structural characteristics and biological
functions. To do this, a sponsor must initially per-
form a detailed analysis of the originator product,
using a variety of analytical techniques to measure
multiple attributes in multiple ways.** Because all
biologic products (including originators) vary over
their lifetime, multiple batches of originator prod-
uct must be acquired over time, and multiple analy-
ses are performed over the shelf-life of each batch.
Batch-to-batch variability in the reference product is
often minimal, although larger variations can occur
(for example, after manufacturing changes). Impor-
tantly, because both pre- and post-change products
are concurrently marketed and administered to pa-
tients, the range of variation between the products,
with respect to product attributes, is presumed by
manufacturers to be acceptable to regulators® and
judged as having no impact on the clinical effec-
tiveness or safety of the product. This extent of the
variation of the originator defines the boundaries, or
“goalposts,” of acceptable features for the biosimilar.

Biosimilar product development involves an itera-
tive, target-directed approach until its product attri-
butes are within the “goalposts” set by the origina-
tor. Any parameter for the biosimilar that is outside
the expected variability of the reference product
must be shown to have no impact on the clinical at-
tributes of the final product. At this point a sponsor
can conclude that their candidate is “highly similar”
to its reference product. Developing a biosimilar re-
quires a thorough understanding of the relationship
between the manufacturing process and the resul-
tant product, as well as the relationship between the
molecular structure and its function.

Subsequently, the sponsor and the relevant regula-
tory body will agree upon the preclinical and clini-
cal studies necessary to remove any residual uncer-
tainty around the biosimilarity of the candidate. In
highly regulated markets such as the United States
and Europe, clinical data are currently a prerequi-
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site for obtaining approval for biosimilars. Clinical
trials will typically include clinical pharmacology
studies to demonstrate bioequivalence, and efficacy
and safety trials in a patient population confirming
biosimilarity, either using equivalence or non-infe-
riority trial designs. The extent of the

clinical trial program required will be informed
by the comparability of the proposed biosimilar to
the originator. Highly similar product attributes
would justify a tailored or abbreviated clinical trial
program. Usually, the efficacy and safety trial is con-
ducted in the most sensitive and relevant indication
so that differences, if any, between the originator
and the biosimilar can be elucidated. If no differ-
ences are observed and biosimilarity is confirmed,
extrapolation to other indications that appear in the
originator product label can be justified.*

What Benefits Can Biosimilars Bring to

the United States?

The general expectation is that by introducing
greater competition to the marketplace, biosimi-
lars will have the potential to generate savings for
the health care community, and also to provide ex-
panded access to high-quality treatments for severe
and life-threatening conditions. Several examples of
how uptake of biosimilars can improve patient care
are available from Europe, where the first biosimi-
lar was approved in 2006. In a non-interventional
study conducted in a community oncology center,
switching patients from originator filgrastim to a bi-
osimilar product resulted in more frequent use of
filgrastim as primary prophylaxis,®® which would
likely reduce the number of patients developing fe-
brile neutropenia. Another potential way in which
biosimilars could lead to improved patient care is
through greater access to life-extending or life-sav-
ing therapies.”” In a very recent example, the budget
impact of switching patients with cancer and che-
motherapy-induced anemia to biosimilar epoetin
alfa in the European Union G5 countries (Germany,
France, Italy, Spain, the UK) was evaluated.”® The
authors also constructed estimates of the number of
patients who could be provided with targeted an-
ti-cancer therapy using the calculated cost savings.
Based on 100 perent conversion of eligible patients
to biosimilar epoetin alfa, cost savings of $140 to
$186 million (depending on dosing strategy) were
estimated, which translates into an additional 9,770
to 12,913 rituximab treatments, 3,912 to 5,171 beva-
cizumab treatments, or 3,713 to 4,908 trastuzumab
treatments.”® Furthermore, with over 500 oncology
biologics currently in clinical development, greater
use of biosimilars may release funds for these new
cancer therapies.”’

The Current Biosimilar Landscape

The biosimilar market in Europe is well established
where biosimilar filgrastim is used more often than
the originator. In oncology, the focus of biosimi-
lar development is shifting from medicines used in
a supportive care setting towards life-extending or
life-saving treatments. Much like novel therapeu-
tics, some of the challenges to uptake of biosimi-
lars in the U.S. market include physician desire to
“test” the actual performance of the drug in their
own patient population before adopting any signifi-
cant shifts. Payer concerns that savings may not be as
significant as projections from the European market
might suggest, payer reluctance to push physicians,
especially oncology physicians, into a wholesale shift
until the medical community expresses confidence
in the U.S. market regarding biosimilars.

In the United States, the first biosimilar approval
by the Food and Drug Administration (FDA) was
anticipated by March 2015 if the FDA accepted the
Biologics License Applications that were filed un-
der the new biosimilar pathway. The FDA panel did
approve a biosimilar for filgrastim in January 2015.
Though it remains to be seen what the actual uti-
lization and impact will be, the FDA’s acceptance
of filings by leading companies, such as Sandoz,
Actavis, and Hospira, is an important first step in
enhancing U.S. patient access to affordable, high-
quality biologics.

Summary of Biosimilar Landscape

A regulatory framework is now in place in the Unit-
ed States to allow for the evaluation and approval
of biosimilars. Regulatory science has been devel-
oped to monitor that these products have the same
efficacy and safety as the originator biologic medi-
cine on which they are based. In the face of ever-
greater financial constraints on health care systems,
biosimilars may offer an opportunity to provide
high-quality and clinically effective medications at
a reduced cost. If utilized as projected, biosimilars
may enable greater adherence to recognized guide-
lines and could potentially subsidize novel thera-
peutic regimens which may also result in improved
overall patient care.

The Role of Accountable Care Organizations
(ACOs) and Medical Homes in Oncology

Most ACO initiatives, particularly those supported
by the federal government, are focused on primary
care and do not yet address oncology. There is a
good deal of discussion and movement around the
preparation of ACOs, but at the same time, many of
the organizations initially identified as “ideal ACO
candidates” for federal projects are so far declining
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Exhibit 6

Essential transparency aspects of any proposed guideline or pathway tool for both plans and practices
include:

e Direct licensed connection to NCCN and ASCO resources
® proven ease of use and acceptance for physicians in a busy practice setting
* Integration of the tool output into the practice clinical records system (manual or electronic)

¢ Detailed reporting available on at least a monthly basis to the physician on individual and all patients,
trends, concordance with guidelines or pathways, for use in further clinical decision making (tools that
merely report concordance or compliance with the program are insufficient). Examples of appropriate
reporting include concordance and treatments by state and stage of disease.. retrospective and
prospective cost summaries for patient care.

¢ Active engagement of the physician in the review of the program and full understanding of the
components and transparency of the process

e Full transparency of the program for inclusions and more importantly, exclusions from drugs and
treatments identified with any level of evidence in the NCCN Guidelines and/or Compendium

¢ Not limited solely to drug choices, but also should integrate diagnostics, supportive care, and be usable
by both physician practices and hospital settings for the full continuum of care (very important given the
increasing percentage of hospital-based care in many markets)

to participate under the terms of the federal models.
Leavitt Partners announced a June 2012 update on
the 221 ACOs it has been tracking in 45 states the
following findings®:

1. The number and type of ACOs is expanding.

2. Growth is centered in larger population centers.

3. Hospitals systems continue to be the primary
backers of ACOs, but physician groups are
playing an increasingly larger role.

4. Non-Medicare ACOs are experimenting with
more diverse models than Medicare- backed
ACO:s.

5. The success of any particular ACO model is
still undetermined.

The patient centered Oncology Medical Home
concept for treatment defines the oncologist as the
hub for managing patient care and costs associ-
ated with cancer. One challenge for this model is
the discussion of the role for managing co-morbid
conditions or cancer patients that do not move into
chemotherapy (surgical patients or those treated by
dermatology or urology physicians). An opportu-
nity for this model is the increased coordination and
management of patients for services such as hospi-
talization and diagnostics while under active onco-
logic treatment.

There are at least four existing initiatives where
practices have negotiated oncology medical homes
pilots with local plans. The execution of an oncology
medical home is a costly and complicated process for
an oncology practice, and the implementation of an
oncology medical home pilot between a plan and a
practice will require a high level of trust and sophisti-

cation in oncology contracting on both sides. Medi-
cal home contracting is not likely to be the first model
negotiated between a plan and a practice in any given
market, but could be an escalation of prior, successful
collaborative arrangements and pilots — usually pro-
cess driven. Pilot oncology medical homes are now
found in CA, FL, MI, NM, NY, MA, OH, PA and
discussions between payers and providers regarding
oncology medical homes are growing. The Commu-
nity Oncology Alliance (COA) has a growing on-
cology medical home initiative with guidance from
health plans, physicians, practice administrators, pa-
tients and patient advocates, among others.”* COA
has put together a list of informative resources on the
Oncology Medical Home and ACOs (http://www.
communityoncology.org/site/medical-home-aco.
htm One challenge is finding interest and technolog-
ical capability to address the complexity of the on-
cology medical home concept in both a health plan
and a provider in a given market geography. Many
examples exist where one or the other is interested
and capable, but not both.

How do we define “Evidence”?

A key aspect of oncology management is the ex-
pectation that oncology care will follow accepted
evidence-based treatments. However, the source of
the definition of “evidence” should be mutually ac-
ceptable to plans, physicians and patients. Histori-
cally, the NCCN Guidelines, NCCN Compendi-
um and ASCO Guidelines have been recognized
as the primary resources available for oncology
care. The process for creating these guidelines is
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transparent and rigorous, involving both academic
and practicing physicians (Exhibit 6). Treatments
reviewed under the NCCN process are assigned
varying levels of evidence and consensus and are
updated quarterly to reflect the rapidly changing
body of knowledge surrounding oncology drug
discovery and treatment.

The NCCN Compendium is a different resource
that includes discussion of drugs and treatments that
have been identified in the NCCN Guidelines, but
are indexed by the drug or biological agent. The
NCCN Guidelines are indexed by disease. The
NCCN Compendium addresses the pharmacologic
characteristics of each treatment, and use in specific
disease. It also includes information on route of ad-
ministration.

Both ASCO and NCCN have developed exten-
sive clinically driven resources for diagnostics, sup-
portive care, clinical tools, decision aides, and pa-
tient guides specific to cancer drugs and disease.
Most health plans utilize these tools as the basis for
their own coverage policies.

Cost of treatment has not been addressed in the
NCCN or ASCO reviews. Some physician groups,
most notably U.S. Oncology and the University of
Pittsburgh Medical Center, through their respective
Innovent and D3 Oncology Solutions programs,
have developed their own versions of clinical guide-
lines and pathways. In these versions, physicians
reviewed the levels of evidence publicly available,
and determined treatments which were prioritized
in terms of similar efficacy and toxicity, and then,
where possible, considered cost of treatment.

As practice technology evolved, and oncologists
started to adopt electronic medical records, there
was increased opportunity to select treatment choic-
es and drugs from within the software. However,
until April of 2011, there were no licensed solutions
that allowed integration of NCCN Guidelines in a
decision-making algorithm process INCCN Guide-
lines were available only in static, reference form).
Consequently, other programs were developed that
were loosely based upon the static references. Indi-
vidual practices, oncology management companies,
and programs such as P4Healthcare and eviti devel-
oped their own versions of guidelines and pathways.
However, uptake of these individualized programs
has been sporadic, and not universal. This has pre-
sented challenges to health plans, who seek solutions
that will be accepted by all physicians in their mar-
kets, not just the few who may have developed in-
ternal solutions, or proposals coming from vendors
without physician support.

It is clear that clinical decision-making following
a guideline or pathway process does reduce variation

and lead to effective care and ultimate cost savings
over care with more variation. However, clinicians
first and foremost understand that cancer is an indi-
vidual disease that can present and respond differ-
ently in each person. This is why clinicians prefer to
work within the parameters of the evidence that is
put forth by their trusted sources and tend to be very
suspicious and reluctant to work with guidelines or
pathways that have been developed by others, or
represent limitations or abstractions of the NCCN
or ASCO based clinical tools.

“Evidence” and the distinction between different
sources of “evidence” are hot topics for discussion
between plans and physicians. Successful programs
will start from a mutually accepted definition of
evidence. With the advent of tools that utilize these
specific sources in an electronic decision-making
algorithm, it will be far easier for plans and physi-
cians to produce mutually acceptable data of con-
cordance. It will be important for plans to carefully
consider other tools, and to require direct licens-
ing connections of those tools to the NCCN and
ASCO sources, for credibility or more universal ac-
ceptance of alternative programs by the physicians
in their markets.

One frequent health plan challenge to the clini-
cally preferred NCCN and ASCO guidelines is that
they include all possible treatments, and there is a
desire to narrow that band width to the most ap-
propriate treatments (including a review of cost of
treatment). Physicians typically respond that they
are following NCCN Guidelines and that they are
treating individuals appropriately because of the
individuality of cancers. It can be difficult to get
off the “he said, she said” rollercoaster because de-
tails of clinical treatment essential to determining
placement against guidelines are not included in the
claims administration data.

Because the technology systems in oncology to-
day (even oncology EMRs) have limited ability to
track specific concordance to the exact NCCN and
ASCO guidelines, which are the most commonly
accepted standards for both health plans and physi-
cians, such tracking has the chance to become the
first collaborative project between plans and physi-
cians. Until there is a mutually accepted depiction
of real world treatment concordance and variation,
it will be difficult to establish a baseline and com-
mon trust for further projects and discussions. Plan
programs that move directly to higher control and
limitation of treatment options, without reviews of
whether real world variation exists to a great ex-
tent in their markets, may be vulnerable to physician
challenges and resistance, in addition to possible pa-
tient challenges of restriction from standards of care.
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Comparative Effectiveness in

Oncology Management

Until we know what is currently being done in or-
der to create a complete picture of the total cancer
spend, it will be difficult to move into comparative
effectiveness models. The crux of comparative ef-
fectiveness is that there is understanding of the full
impact of treatment x versus treatment y, includ-
ing costs incurred in the outpatient and inpatient
settings. Building a full picture of the total cancer
spend and patient impact for different treatments
will lay the groundwork for true comparative ef-
fectiveness for oncology. The limited explorations
into comparative effectiveness to date appear to have
been focused solely on the cost of drugs in different
regimens, which is a completely different question,
and may miss a large piece of the picture on oncol-
ogy decision-making and spend.

Impact of Federal Policy Changes

Despite what private health plans do in the next few
years, there may be seismic changes that occur to
oncology delivery and treatment that are driven by
tederal policy, and which may actually move coun-
ter to private health plan and employer preferences
for such delivery models. Because Medicare patients
constitute about 50 percent of all cancer patients,
Medicare policy matters to oncology providers. Ad-
verse Medicare policy changes will in turn affect
the financial viability of the oncology physician and
hospitals to provide care to Medicare patients, and
in turn will affect not just health plans with Medi-
care Advantage programs, but also fully private pro-
grams. To the extent that Medicare reimbursements
fall below costs to provide care, and push physicians
into hospital employed models, private health plans
may see their net costs of care rise solely due to the
change in site of delivery.

Oncology Physician Shortages

There is a known pending shortage of oncology-
trained physicians. This will drive delivery model
changes, and site of care changes. Even with a po-
tential increased base of physician extenders (such
as PAs and oncology-trained pharmacists), it may
make direct collaboration with the remaining
oncologists to oversee and manage the total spend
in oncology care more essential. It is far easier
to use remote vendor and external management
tools in a market that is crowded and over capac-
ity. The oncology provider market is shrinking at
a time when the expected incidence and need to
manage cancer care is rising, so each remaining
oncologist is likely to be more important to each
health plan and employer.

National Association of Managed Care
Physicians (NAMCP) Medical Director
Member Interests and Initiatives

NAMCP member interests regarding oncology
NAMCP surveyed its medical director members
about their oncology concerns and interests in 2010
and 2012. In 2010, when asked about utilization of
NCCN Guidelines and the NCCN Compendium,
86 percent of the respondents stated that they used the
NCCN Guidelines, and 77 percent said that they use
the NCCN Compendium. When asked about use of
external oncology benefit managers, the vast major-
ity, 86 percent of the respondents, stated that they
did not use such external vendors. When asked what
were the five major issues related to cancer in their
organizations, 100 percent of those who responded
noted a concern with the costs of cancer, 67 percent
of the respondents were looking for some definition
of “appropriate” care, while almost half (42 percent)
were concerned about end of life issues, management
and costs. Other areas of concern included compara-
tive effectiveness, imaging costs and management,
site of service costs and variation, and quality.

NAMCEP also asked its members in this survey
about what they hoped NAMCP could provide as
support for member management of oncology. Of
the responses to this question, there was wide varia-
tion, but almost one-third (28 percent) of respon-
dents sought information on comparative effective-
ness, a quarter (25 percent) asked for information on
advanced care planning and end of life management,
and about 16 percent each asked for either assistance
in treatment options, trends in oncology and stay-
ing informed, or information on oncology benefit
management trends.

In 2012, NAMCP conducted two brief surveys of
members related to oncology issues. In the spring,
respondents noted that their top three concerns re-
lated to oncology were related to 1) clinical compli-
ance with guidelines and evidence (35 percent), 2)
the cost of oncology (28 percent), and 3) end of life
management in oncology (8 percent). The vast ma-
jority relied upon NCCN Guidelines (80 percent)
or NCCN Compendium (70 percent) for reference.
Most medical director members (75 percent) chose
not to use external vendors for oncology manage-
ment. Of the 25 percent who noted they did use
external vendors, 54 percent and 46 percent respec-
tively used such vendors for Prior Authorization or
Medical Review. Far fewer used vendors for treat-
ment guidelines (38 percent), treatment pathways
(25 percent) or drug pricing and disease manage-
ment (25 percent each). Only 17 percent of the 25
percent who use external vendors did so for drug
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delivery to physicians or patients.

These spring 2012 respondents showed 80 percent
noting a variety of programs under development or
in use with providers, including: prior authorizations
(41 percent of the 80 percent with programs), use
of NCCN Guidelines (34 percent), palliative care
programs (27 percent), use of Web-based guidelines
(25 percent), drug pricing/review (18 percent), use
of preferred treatments (14 percent) and just 9 per-
cent each were focusing on episodes of care or ER
management in oncology. Medical management of
oncology trailed far behind with 5 percent of the 80
percent who responded as participating in programs.

By the fall of 2012, NAMCP members responded
to a survey of concerns related to oncology. The fo-
cus of concern appears to have migrated toward the
concept of defining value in cancer care. More than
60 percent of the respondents noted their highest
concerns were ensuring that drug treatment is bal-
anced for clinical and cost effectiveness (75 percent
ranked this concern as 4 or 5 - highest ratings for a
scale of 1 to 5), ensuring treatment choices are ap-
propriate for the disease (71 percent total ranked this
4 or 5) concerns about the rate of future oncology
drug spend (75 percent total ranked this 4 or 5 — but
mostly 4), and integrating palliative care manage-
ment with active treatment (64 percent ranked this
4 or 5). The lowest concerns for this group of re-
spondents were using external vendors for outsourc-
ing oncology management (just 27 percent ranked
this a 4 or 5 - the highest rankings on a scale of
1 to 5), and hospital acquisition of private oncol-
ogy practices (only 17 percent gave this concern the
highest 4 or 5 ranking).

While cost remains a constant concern for NAMCP
medical directors of health plans, employers and in-
tegrated systems, the concern for defining and eval-
uating based upon value is rapidly rising. Value is
increasing not just about the cost of the drug, but in
also looking at the residual clinical effect (positive
and negative) of the act of treatment, and in assur-
ing that appropriate treatments are being selected.
NAMCP members have also expressed an interest in
identifying the landscape of the oncology market, in
creating a framework for effective review of options
and alternatives for managing oncology, and to fa-
cilitate discussions between plans and providers to-
ward effective, collaborative oncology management.

NAMCP Oncology strategies and initiatives

Clearly, there are many rapidly changing elements
involved in the management of oncology wheth-
er from the perspective of the plan, the purchaser
or the physician. Under the guidance of Dr. Ron
Hunt, President of NAMCP and of Blue Cross Blue

Shield of Georgia, and Dr. Bill Williams, Executive
Vice President, NAMCP is dedicated to improving
communications between those diverse perspectives
for the goal of improving patient outcomes. The
Oncology Institute Executive Leadership Council,
headed by Dr. Alan Adler, of Independence Blue
Cross Blue Shield, has created a strategy and plan
for addressing the interests and needs of the NAMCP
members. They continue to move forward with
these initiatives, and to solicit feedback from mem-
bers and to support the industry at large in order
to better improve patient outcomes in oncology.
For medical directors, the value equation becomes
a function of benefits over costs, and by moving for-
ward with plans, purchaser and physician medical
directors, the hope is to be able to improve benefits,
enhance communications and collaborations, and to
reduce costs of care overall.

Oncology Education - One first step was to
survey the members for their key interests and
concerns. As a follow-up to the members’ request
for more information on trends in oncology, ses-
sions have been added to the programs presented at
NAMCP conferences, a teleconference was added
to present key oncology issues, and this NAMCP
Medical Directors Guide: Oncology was developed
to serve as a resource.

Oncology Resources - NAMCP presents a fo-
cused Oncology Track at each spring and fall na-
tional conference to discuss both clinical advances
and trends in oncology management. An Oncology
Web Based Resource Center has been created for the
Oncology Institute, which will also include separate
Medical Director Web Based Resource Centers as
they are developed for specific cancers. The Multiple
Myeloma Resource Center is now available on the
website as are Resource Centers for Breast and Lung
cancers. In addition, the NAMCP Oncology Institute
website will provide tools and resources for medical
directors, as well as patient resources and tools.

Interactive Discussion - NAMCP sponsors a
discussion group for the members of the Oncology
Institute for addressing specific or general oncology
issues, questions, and concerns. Besides the breadth of
organizations involved in the NAMCP as members,
there are several Corporate Partners now engaged in
discussions and providing resources related to oncol-
ogy care through the Oncology Institute. NAMCP
has also engaged an oncology consultant with deep
experience in the issues and perspectives of plans,
employers and physicians, as a resource to the orga-
nization and its members for oncology strategy.

Oncology Research Studies - NAMCP is also
actively engaged in projects to identify and analyze
research data on oncology issues, in order to facili-
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tate informed policy decision-making and actions
among its members.

NAMCEP has entered into discussions for potential
collaborations with key oncology provider organiza-
tions such as ASCO and NCCN. The Community
Oncology Alliance (COA) and NAMCP conducted
a study on the cost variations between site of service
delivery models — of increasing importance given
the trend toward hospital acquisition of private prac-
tices.” Another project with COA is exploring the
concept of the oncology medical home, to see if there
is potential for the concept that could bring value to
the plans, physicians and patients, thus reducing costs
by bringing greater efficiency to the process.

As discussed earlier, NAMCP completed a study
that tracked the impact on drug costs of different
drug delivery models.”* Further evaluation of this
issue is expected in 2013.

Other potential studies for NAMCP members will
be to explore collaborative evidence-based oncolo-
gy management and decision-making. These studies
could be intended to see if this type of project could
develop a mutually accepted model to explore ex-
isting variation (or not) from evidence-based treat-
ments and serve as a rallying point for collaboration
for turther oncology- based initiatives in those mar-
kets. If successful, better tracking of evidence-based
treatment could result in reduced overhead costs,
for both plans and physicians, including lower costs
for of oversight processes like prior authorizations,
and better care for the patients and system at large.
Those interested in any of these studies or in sug-
gesting other initiatives may contact Katie Eads, in
the NAMCEP office (keads@namcp.org).

Next Steps and Action for Health

Plans and Employers

Oncology is a complex disease, touching most
Americans in their lifetime. Historically, it has been
a brutally fatal disease, but is now evolving into a
manageable, chronic disease. Every year, more is
learned about ways to identify and define tumors,
and to target them for more precise treatment.
There are challenges that come with these success-
es: When more cancers are identified earlier, there
is a better hope for successtul treatment, but people
may live longer — requiring more medical resources
over the course of their lives to manage the disease.
Clinical trials are always a viable treatment alter-
native for cancer patients, but by their nature, and
the nature of Federal Drug Administration (FDA)
expectations for clinical drug approvals, most new
cancer drugs evolve into combination therapies, or
may first be approved for more advanced cancers,
and then build peer-reviewed evidence for other

applications. The role of oncology compendium,
tracking these new peer-reviewed applications, is
an essential stopgap between the FDA initial drug
approval and real-world experience. The NCCN
Guidelines, while considered broad by many health
plan medical directors, do reflect the varying levels
of consensus and evidence that a rapidly changing
field like oncology (where delays to treatment can
become a matter of life or death), and provide a
universal basis for evidence-based discussions be-
tween payers and providers. However, data collec-
tion and records technology is still severely lacking
for both providers and payers, and will continue
to evolve rapidly. The costs of oncology are now
known to be far more complex than simple prices
of individual drugs, and programs are developing
between payers and providers to monitor, analyze
and address these costs on a collaborative basis, even
if such collaborations are unique and not yet fully
scale-able to a broad market.

Medical directors of health plans, employers and in-
tegrated providers face new challenges in managing
oncology. Resources such as this guide will help to lay
the framework and context for action. Further explo-
rations of individual topics, including palliative care,
payer physician programs, ACOs and oncology medi-
cal homes, and defining/supporting evidence-based
clinical decision-making will develop as other topics
in the NAMCP Medical Directors Guide series.

Next Steps for medical directors will include:

* Comparing your local market pressures and
evolution to the perspectives in the NAMCP
Medical Directors Guide: Oncology.

- What oncology management tools have been
employed in your market to date and what
have been the results? Successes?
Limitations?

- Who are the clinical leaders in oncology?

- What delivery model changes have been
happening?

- Are there ACOs in development and has
oncology been considered in that process?

- Are there state associations or key clinical
leaders in oncology who can be contacted, or
who may have made their interest in
working with you visible in the past?

- Are external vendors seeking your attention
related to oncology? Have you evaluated
them under the suggestions set forth in the
NAMCP Medical Directors Guide:
Oncology? And are you ready to move
forward with them; the clinicians in your
market; or some combination?

- Utilize the resources available through
NAMCEP for general information and
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comparisons of opportunities/alternatives.
* Start the conversation

- Reach out to the key oncology leaders (both
private and hospital based in the market)

—ideally to leaders where there is a known
commonality of values and interest.

- Identity differences in perspectives.

- Clarity differences and potential
commonalities of goals of all parties, and
seek common data platform for initial
discussions and evaluation.

- Identify quality, value and financial impact of

programs.

* Take the Next Step

- Start the first pilot.

- Set expectations realistically, and recognize
the challenges and barriers that may arise.

- Establish plan for resolving conflicts and
continuing to move forward.

Conclusion:

Cancer is a very complex disease, and of great impor-
tance to plans, purchasers, physicians and patients.
Many health plans have not yet adopted significant
oncology management processes, but are increasing-
ly concerned about how changes in the marketplace
will affect them and the members they cover. These
changes include site of service shifts, depth of the on-
cology pipeline, lack of detailed information about
oncology treatments in relation to evidence, prices of
drugs, and lack of predictability of costs for a disease
that can both be fatal and chronic.

Oncology physicians are concerned about fed-
eral and private payment and coverage policy, the
costs of drugs that they pay for in advance of reim-
bursement, the access issues their patients are facing
through benefit design and oncology management
processes, and how to prove the quality of their care
in a challenging technology environment.

Purchasers (employers) are concerned about the
impact of health costs and benefits on their own or-
ganization’s financial viability, as well as the impact
that cancer will have on their employee population.

Patients are concerned about whether their physi-
cian can afford to treat them in their preferred site of
service, about whether they can afford the appropri-
ate oncology treatment given drug prices and benefit
design, and the daily mental and physical challenges
of battling cancer. All these differing perspectives still
ultimately have the admirable goal of wanting to see
the right treatment, delivered to the right patient at
the right time in the right setting, at the right cost.

There are a number of individual market chal-
lenges, driven as much by past relationships between
plans and physicians as by other external challenges

affecting oncology policy. There are many vendors
shopping solutions to either plans or physicians, and
careful evaluation of key elements of each program
and vendor are necessary to avoid exacerbating an al-
ready volatile situation.

NAMCEP as an organization is uniquely positioned
to encourage mutual information sharing, discus-
sion, collaboration, and analytics between its di-
verse membership of plans, purchasers and providers.
NAMCP has also been able to initiate collaborative
discussions with other key oncology organizations
to bring a comprehensive set of perspectives to the
discussion table. With the increasing activities of the
NAMCP Oncology Institute, there are great oppor-
tunities for all involved to effect significant change
and reform in the oncology space, while enhancing
quality of care and patient outcomes even as they re-
duce overhead burdens and costs.

Dawn Holcombe, MBA, FACMPE, ACHE is president of DGH Con-
sulting and has extensive experience in oncology focused strategies
and quality programs for both providers and managed care. She is a
past President for AOHA (the Medical Group Management Associa-
tion’s oncology leadership association), is the Editor-in-Chief for “On-
cology Practice Management” and on the Editorial Advisory Board
for “Value Based Cancer Care.” Dawn is a Fellow in the American
College of Medical Practice Executives (ACMPE).
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