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ancer, in its various types and pre-

sentations, is the number 2 killer in

the United States.? This unfortunate
circumstance and position will only be forti-
fied as the ‘median ‘age of our population
increases. While cancer knows no exclusive
target, those individuals older than 55 years
of age constitute the majority of Americans
presented with a diagnosis of cancer every
year.? For the United States, for major
employers, and for managed care compa-
nies, access to and availability of cancer care
itself and the attendant costs of such care
will present an increasingly substantial man-
agement challenge. This monograph will
review clinical issues, coverage and reim-
bursement processes, evolving quality-of-
care ' models, ‘and the emergence of
consumer-driven' healthcare as they relate
to the cancer care challenge.

Factors Making Cancer Care a Priority

Clearly, a ‘higher prevalence of cancer
diagnoses in the population at large in the
coming vyears affirms the disease as a
major focus for healthcare managers in both
the public and in the private sectors. An
aging population is not the only reason that
cancer care will impact the healthcare sys-
tem in terms of quality, effectiveness, and
cost of care.

Research pipelines are replete with inno-
vative drugs and biologics that hold the
promise of more direct targeting of cellular
structures, nucleosides, and proteins that
control signals for a cancer cell’s life cycle,
its proliferation, and its death. These drugs
and biologics hold promise for patients but
have significant price tags associated with
their acquisition and use. These agents tend
not to replace existing chemotherapeutic

regimens. Rather they are add-ons to such
regimens because of distinct and more selec-
tive mechanisms of action. Additionally,
these agents are approved by the US Food
and Drug Administration (FDA) for'a single
indication, but, in many cases, have thera-
peutic potential for use against an array of
cancer types. Finally, the advent -of more
specific and targeted biologic agents-pro-
vides a more favorable safety/adverse event
profile than the traditional armamentarium
of cytotoxic agents. As such, many cancers
are being transformed into chronic diseases
where biologic agents are given until dis-
ease progression and even through progres-
sion of ‘disease. Taken together, these
factors presage cancers as diseases that will
be treated more effectively but that will
challenge our ability to pay for such better
treatment.

Prevalence, Incidence, and Costs

In the United States every. year, 1.372
million people are diagnosed with cancer.?
Of that figure, approximately 76% of new
diagnoses are forpeople 55 years of age and
older.? The most prevalent diagnosed cancer
types—are prostate cancer, breast cancer,
lung cancer, colon and rectal cancers, and
melanoma.!

The total direct costs of cancer care in the
United States on an annualized basis are $70
billion.? Indirect morbidity costs, or the cost
of lost productivity due to illness, are $16.9
billion, while indirect mortality costs, or
the cost of lost productivity due to prema-
ture death, are $103.5 billion.® Estimates of
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national expenditures for medical treatment
for common cancers, based on cancer preva-
lence in 1996 and cancer-specific costs for
1995-1998, expressed in 1996 dollars are as
follows: breast cancer—35.4 billion; colorec-
tal cancers—8$5.4 billion; lung cancer—
$4.9 billion; prostate cancer—3$4.6 billion;
melanoma—g0.7 billion.*

The rising prices of chemotherapy agents
comprise an increasing percentage of the
nation’s healthcare expenses. In her com-
mentary in The New England Jowrnal of
Medicine, Dr Deborah Schrag contemplates
the impact that the costs of novel treatments
for colorectal cancer are having on patients
and their families, the oncology community,
and public and private insurers.®> As advo-
cates for their patients, physicians often find
themselves in difficult positions as patients
look to them for recommendations regarding
what treatments to pursue. These recom-
mendations become more complicated
when the clinician considers the overall
costs of care and the amount to be covered
for a particular therapeutic regimen by the
patient’s private insurance company. As
more research progress is made and innova-
tive drugs and biologics are discovered to
treat diseases, all constituents of the cancer
care community increasingly will be con-
fronted with the challenge of determining
which chemotherapeutic regimen is best for
each individual patient, considering the clin-
ical outcomes and cost.

Historical Background: Cancer Care
and Managed Care

The early 1990s represented a time of
intense contentiousness between the prac-
ticing oncology community and managed
care medical directors. Cancer care became
a battleground as managed care companies
attempted to demonstrate the value of the
“managed care concept” to major employers
who were both pushing for and paying for
such services. The focus of managed care
activities in the 1990s was on reining in dou-
ble digit annual increases in healthcare
expenditures. One principal mechanism for
achieving this was control of the utilization
of healthcare technology (drugs, devices,
procedures) through the establishment of
coverage policies and often proactive imple-

mentation through preauthorization re-
quirements with attendant qualification cri-
teria. With preauthorization, coverage policy
was implemented on an individual case level
through medical necessity determinations.
In cancer, a serious and life-threatening dis-
ease area, denials of care through these
processes became a lightning rod for con-
frontation, adverse publicity, and major
lawsuits.

Issues of the 1990s: Bone Marrow Transplant
and Use Beyond the FDA Label

Managed care companies faced 2 major
issues and attempted to address them both
through the processes just outlined. The first
issue was the advent and widespread utiliza-
tion of a very expensive extension of tradi-
tional chemotherapy, that is, high dose
chemotherapy with autologous bone mar-
row/stem cell transplant (HDCT/ABMT/PSCT).
The therapeutic strategy was to achieve total
or extremely high percentage cancer cell
kill by purposely providing doses of
chemotherapeutic agents in regimens toxic
even to “normal” cells, including progenitor
red and white cells in the marrow.® This tech-
nology had been more fully developed in the
setting of hematologic malignancies and was
being applied broadly in solid tumors, espe-
cially in breast cancer. The focus of the thera-
py was advanced disease such that the
attendant risks, including death, were deemed
reasonable.

The second issue was the increased focus
being paid by public and private insurers to
use-beyond FDA-approved labeling. While
the costs pale in comparison (on an inflation
adjusted basis) to some of the price tags we
are facing for interventions with chemo/bio
regimens today, insurers imposed preautho-
rization schema on these same drugs and, in
fact, began denying coverage for some drugs
and some regimens on the basis that the pro-
posed indication constituted an “investiga-
tional” or “experimental” use of such agent
or such regimen.

The issue of HDCT/ABMT/PSCT became
an intense battleground for 2 reasons. First,
the charges associated with provision of the
full range of services were often in the range
of $150 000 to $250 000 in the early 1990s.
Even as payors were growing accustomed to
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considering these charges, requests for repeat
transplants or tandem transplants were
offered up. Second, most institutions offering
this service were unwilling to proceed and
invest the necessary resources without first
achieving agreement by the payor to cover
the continuum of such services. Thus, the
provider side actually established a preau-
thorization process of their own that
involved upfront notification of the payor
before the services were provided.

Payors set up processes based upon clini-
cal inclusion criteria to evaluate requests for
coverage of HDCT/ABMT/PSCT. Addition-
ally, outside review processes were put in
place to involve “unbiased third party
experts” to evaluate and provide opinions
about the appropriateness of treatment
recommendations. Most requests were ap-
proved. Some denials were upheld. But
many denials ended up featured on 60
Minutes and local news shows and in court
(Fox vs. HealthNet, Goodrich vs. Aetna) with
resultant judgments against insurers of
$90 million and $120 million, respective-
ly.” In the late 1990s, both employers, as
purchasers of care for their employees,
and payors, as financially liable for their
coverage/medical necessity determinations,
backed off tough stances and denials of
treatments for cancer. The philosophy of
managed care/insurers transitioned to a
“hands-off” policy for such cases.

The use-beyond FDA-approved labeling
issue followed in the draft of the backing off
of the HDCT/ABMT issue. Upwards of 40
states and the federal government adopted leg-
islation that was translated into regulation
and ceded authority on decisions on appro-
priateness of off-label use to 2 established drug
compendia, the United States Pharmacopeia
Drug Information and the American Hospi-
tal Formulary Service Drug Information.

The processes of oversight described in
this section provide a flavor of the mecha-
nisms brought to bear and the tensions that
arose from same as payors attempted to rein
in the rate of rise of healthcare expendi-
tures. The major impact and success that
payors had was in negotiating down reim-
bursement rates for the provision of services
both on the facility side and on the individ-
ual provider (mainly physician) side. In
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essence a significant portion of the “fat”
available in the system was cut through such
contractual negotiations. These tactics
resulted in a brief, transient stabilization of
healthcare expenditures in the mid to late
1990s. However, we have entered the new
millennium and are at once offered large and
rich pipelines of new drugs, devices, and
procedures in all areas of medicine and chal-
lenged by the potential costs of widespread
adoption and use.

Indeed, the rate of rise of healthcare
expenditures is again accelerating driven by
the introduction and often rapid diffusion
of new, innovative healthcare technologies.
The challenge this time is that the oppor-
tunities to find savings by negotiating
reimbursement levels with providers and
provider institutions are much more circum-
scribed. Thus, the focus necessarily turns to
systems, processes, and mechanisms to
assure the most appropriate, effective, and
efficient way to use and pay for healthcare
technologies on behalf of patients. The
attention of all necessarily will be on care for
cancers given the multiplicity of factors dis-
cussed above.

Coverage in the 21st Century

The system of development of coverage
policies by managed care companies/insur-
ers has changed little since the 1990s. Large
managed care companies have small depart-
ments usually overseen by a medical direc-
tor with a PhD—scientist or nursing support.
It is the responsibility of this group to
monitor the fields of medicine and identify
significant new technologies that have
implications for wide application in care and
for the medical loss ratio. Individuals in
these groups develop coverage policies based
upon short in-house analyses of technologi-
cal advances and/or upon analyses/evalua-
tions done by third party specialty groups
such as ECRI, the Hayes Group, National
Blue Cross and Blue Shield TEC, etc.

Development of Coverage Policy

The basis for such evaluations and poli-
cies continues to be scientific data on the
safety and effectiveness of the application of
a healthcare technology for a specific clini-
cal indication. Evaluations of drugs, devices,
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and procedures identify relevant health out-
comes for patients and seek data from a
hierarchy of sources. For drugs and devices,
the approval status and approved indica-
tions also serve as a starting point. In-house
versions of these analyses have become
more abbreviated than some of the more in-
depth assessments performed in the 1990s.
Most large companies develop formal cover-
age policies based on abbreviated technolo-
gy assessments. The transparency of the
process and policy continues to improve as
in many cases both public and private pay-
ors have posted final policies and some sup-
porting synopses on their Web sites.

The need for a formal process to establish
coverage policy proceeds from contractual
mandates that specify coverage for health-
care technologies that have achieved a level
of scientific proof of safety and effectiveness.
In some cases, language regarding degrees of
medical acceptability still exists. The true
focal point of evaluations and policies is the
contractual term specifying that payors on
the private side will not pay for any health-
care services or technologies that are “inves-
tigational” or “experimental.” On the public
side, Medicare is legally bound to pay nei-
ther for services and technologies that could
be deemed “investigational” nor for services
that would not be considered “medically
necessary” for the individual patient.

The evaluations upon which coverage
policies are based are often difficult and con-
troversial. The tension in arriving at such
policies is based on identification of appro-
priate outcomes to be evaluated and the
type (eg, randomized trial, cohort analysis)
and quanta of data necessary to define a
technology as safe and effective and thus,
covered for a specified clinical indication.
The situation becomes even more difficult
when one begins to formulate policies relat-
ed to the setting of coverage policies in seri-
ous and life-threatening diseases like the
cancers.

Issues in Coverage Policy for Cancer

In cancer care, one is often evaluating
drugs, devices, and procedures with moder-
ate levels of supporting data and sometimes
data that is being extrapolated from one
tumor type to another. Added to this is the

circumstance that patients with metastatic
disease may have few treatment options
available to them initially or after first- or
second-line treatment. Often, these patients
are in a real life-or-death battle.

This positions cancers and other life-
threatening diseases in a special and more
difficult category for those individuals set-
ting coverage policy. A limited number of
more sophisticated processes have adopted
the philosophy that the more serious and
life-threatening the illness then the lesser
degree of certitude about effectiveness and
the greater risk of harm that physician,
patient, and payor should be willing to
accept.® Other payors have held firm and
distinguished very little between the thresh-
olds and levels of evidence necessary to
establish treatments as safe and effective for
low back pain versus for metastatic lung
cancer.

This has mattered little in the last 7 or 8
years as the bitter battles, adverse publicity,
and liability for substantial adverse legal
judgments experienced in the early to mid
1990s diminished the appetite of payors to
engage in the application of coverage poli-
cies to individual medical necessity determi-
nations in cancer patients that might result
in the denial for coverage for their care. But
is that about to change?

The very probable influx of expensive bio-
logics, described above, into cancer care is
forcing the hand of payors. Discussions with
medical directors and pharmacy directors,
even those who experienced the 1990s, indi-
cate mounting pressures from their cus-
tomers, the employers, “to do something” to
stem this new rate of rise in healthcare
expenditures; a rise that is driven by the
infusion, diffusion, and use of healthcare
technologies. The editorial by Schrag® cited
above points to issues faced by us all. The
fruits of biomedical research are offering the
potential to combine and develop multiple
lines of treatment for solid tumors that have
metastasized. Each line of treatment may
approximate the cost of the HDCT/ABMT as
experienced a decade before.

Payors on the private side are discussing
reimplementation of preauthorization schema
on a more selective basis. Targets would be
very high-cost biologics being used in situa-
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tions supported neither by an FDA-approved
indication nor by an indication listed in
mandated compendia. Cost pressures are
becoming so critical that a high-ranking offi-
cial of the Centers for Medicare & Medicaid
Services (CMS) offered the possibility that
Medicare might stop paying for uses beyond
the FDA-approved label.® The suggestion
ignited an expected firestorm and was dis-
creetly set aside. However, the issues and
pressures facing CMS have created an
intense interest on the side of private payors
to watch the “control” mechanisms that
CMS will implement to address their need to
remain in the range of budget parameters set
by Congress.

CMS is likely to revert to its typical
process for handling the issue of use-beyond
FDA-approved labeling. This process gener-
ally has been to cede control over most
issues to Medicare intermediaries and carri-
ers. Indeed, these regional and local arms of
CMS formulate a significant number of poli-
cies including coverage policies for use
beyond the label. Over the years, the num-
ber of national coverage policies developed
by CMS has been small and focused on
major issues of controversy or expense. In
oncology, the number of national coverage
policies pales in number compared to those
developed to address coverage for technolo-
gies in cardiac care.

Recent CMS Draft Decision Memos
and Implications

On January 28, 2005, CMS released 2
major coverage policies. One focused on the
use of drugs and biologics in colorectal can-
cers and the other focused generally on
coverage for the use of positron emission
tomography (PET) in cancer care. The cov-
erage decision memos were noteworthy in
that they reflected issues being driven in
part by the passage of the Medicare
Modernization Act (MMA). The first issue
was the aforementioned implications of new
agents and combinations of same to treat
cancer.

The second issue related to a concern
about the appropriate use of imaging with
PET in cancer care. This was being driven
by imaging advantages created by a technol-
ogy that can describe metabolic activities

Cancer and Managed Care in the 21st Century

and uptake of other agents and thus can be
used in a variety of settings including evalu-
ation of metastatic disease, follow-up of
treatment, etc. PET also was of concern to
CMS in that it was anticipated that the
reduction in reimbursement for the use of
drugs and biologics through the new average
sale price (ASP) plus 6% regulation (see
below) would result in substantial increases
in the utilization of and billing for other
services. PET scanning was indeed a service
of concern to CMS.

Both decision memos were noteworthy
because CMS offered a “novel” mechan-
ism/policy for coverage of new technologies.
The policy is being called “Coverage with
Evidence Development” (CED). The policy
sought to address head-on the issue of
promising new technologies that diffuse rap-
idly and achieve widespread use across a
number of indications beyond their intend-
ed initial application. The policy laid out a
means to cover the initial applications that
were substantiated by scientific data on
safety and effectiveness. The policy also
offered the opportunity through coverage to
make available on an earlier but more limit-
ed basis the technology for other indica-
tions where data were incipient, scarce, or
nonexistent.

In the colorectal agents’ decision memo,
the focus was bevacizumab, a biologic with
antiangiogenic activity approved by the FDA
in early 2004 as first-line treatment for colon
and rectal cancers. The CED policy offered
coverage for FDA-labeled indications and
also for indications like metastatic ovarian
cancer. Coverage of the latter indication was
available only for patients enrolled as sub-
jects on a specific clinical trial available at a
limited number of institutions. Debate
quickly ensued across various constituen-
cies of the oncology community as to
whether this policy offered an advantage of
early coverage but with the disadvantage
of significant limitations on what normally
would be a fairly steep trajectory of uptake,
use, and payment for such a promising, yet
expensive agent, especially in specific
cancers where effective treatments were
limited.

The PET scanning decision memo paral-
leled the one for colorectal agents. The deci-
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sion memo specified a listing of cancers for
which PET scanning would be covered. The
decision memo also indicated that other
uses would be paid for if the prescribing
physician registered patients with the indi-
cated uses and other information yet to be
specified on a national registry. The registry
model was viewed as less limiting for tech-
nology diffusion and adoption of new uses.
While CED was promulgated as a new
model in 2005, the concept was proposed by
a private payor in a 1992 editorial in the
Journal of the National Cancer Institute."’
This proposal was never implemented on the
private side but did generate much discus-
sion. It is likely that the follow-up CMS pro-
posal on CED will find limited application as
well. The CED concept has actually been
applied once before at CMS as a national pol-
icy for lung volume reduction surgery.!!
Coverage of the procedure for emphysema
was limited to a national clinical trial run
by the National Heart, Lung, and Blood
Institute at several sites around the country.
The study took several years to conduct and
to complete, eventually resulting in an affir-
mative coverage policy for the procedure.

Application of Coverage Policy
Mechanisms Today

It is likely that the mounting pressures of
a steady stream of newly introduced tech-
nologies will generate sufficient cost pres-
sures that coverage policy will be used as a
way to slow the introduction and, especially,
the diffusion of new technologies. Such
applications of coverage policy will be mod-
est and selective. Modesty of application will
proceed from society’s present mindset to
provide access to innovative technologies to
those with life-threatening illnesses for
which effective interventions are not avail-
able. Selectivity will proceed from the same
thinking and will clearly be illustrated by the
use of preauthorization and medical necessi-
ty determinations for technologies charac-
terized by the potential for broad use at a
high per unit cost.

Biomarkers in Cancer Care

Expansion of preauthorization and med-
ical necessity processes may actually be
stimulated by the same scientific advance-

ment that allows development of new biolog-
ic agents. The elaboration by biomedical
research of the cascades of biochemical
pathways resulting in the identification of
specific nucleoside, protein, and gene tar-
gets for new biologic therapies permits more
explicit and specific identification of patient
subpopulations for whom the agents are like-
ly to be effective. Overexpression of such
targets like the her-2-neu receptor enable
the identification of these targets as bio-
markers for more specific classification of
patients and the treatments (ie, trastuzu-
mab) that they should receive. Thus, appli-
cation of biomarkers as inclusion criteria for
patients in coverage policies and preautho-
rization schema will serve as enablers for
payors that wish to use such mechanisms in
select circumstances where they feel a need
and an opportunity to both improve and
control utilization.

One more area in the realm of coverage
policy in oncology needs to be mentioned,
that is, the use of formularies. Cancer drugs
and biologics have not seen the formulary
process applied to influence their availabili-
ty and usage. Traditionally, these agents
have been administered parenterally. Thus,
they have been covered under the medical
benefit in private plans and under both Part
A and Part B for Medicare. The establish-
ment of a prescription drug benefit under
MMA now provides a clear incentive that
was heretofore not present. That incentive is
for the development of new agents like
capecitabine, imatinib, and erlotinib, in oral
formulations. The very limited coverage of
oral agents under Medicare was a disincen-
tive to pharma/biotech companies for the
development of promising new chemical and
biological entities in oral formulations.
Passage of the MMA removes this barrier and
proffers the ability of chemo/bio therapy to
be delivered orally. Oral therapy will bring
new conveniences and efficiencies in admin-
istration but also raises issues such as mon-
itoring of patient dosing, compliance,
adverse events, etc.

One open question related to the overall
use and utility of formularies is the establish-
ment of a regulatory process by which gener-
ic versions of biologics will be allowed to be
marketed. The FDA has discussed this issue

S514

THE AMERICAN JOURNAL OF MANAGED CARE

DECEMBER 2005



for years, but it is still far away from the
release of a draft policy for comment. Manu-
facturers argue vigorously that the biologic
and biochemical manufacturing processes
necessary to assure the quality and purity of
biologic agents are exponentially more com-
plex than the chemical processes necessary
to manufacture traditional cytotoxic chemi-
cals. Thus, for some time, it is likely that the
use of formularies will be a very limited tool
in controlling costs through the preferential
positioning of generic biologics and control-
ling availability and utilization through selec-
tion of biologics with similar mechanisms of
action. To this latter point, development of
series of agents with the same or very similar
overall mechanisms of action (eg, antiangio-
genesis) may actually result in the use of
multiple antiangiogenic agents as they will
differ in their enzymatic, receptor, or other
targets. As such, agents of the same pharma-
cologic class (to use a traditional term) may
exhibit an additive therapeutic benefit at the
least, if not a synergistic one. The unraveling
of and the specific definition of nature’s code
of cell cycle control proffers great benefit for
patients but offers a broad array of possibili-
ties for those attempting to develop the more
mundane, yet critical forecasts of technolo-
gy utilization and costs.

Reimbursement

Discussion about appropriate ways to
control utilization of healthcare technology
during the tension-filled days of the 1990s
often turned to admiration of the fact that
Medicare sought to control utilization less by
limiting availability through coverage and
more through incentives determined by
level of reimbursement. Indeed, in establish-
ing the hospital-based prospective payment
system in the 1980s to reimburse inpatient
care, CMS, then Health Care Financing
Administration, established clinically logical
groupings of interventions and let the clini-
cians (and hospital administrators) decide
what technologies would be available to
manage patients under the relevant diagno-
sis related grouping (DRG). Indeed, the con-
cept was later extended to the hospital
outpatient side with the establishment of
ambulatory groupers as the basis for reim-
bursement of this care.

Cancer and Managed Care in the 21st Century

MMA and Changes in Reimbursement
for Cancer Care

The DRG system actually was an effective
mechanism of influencing technology uti-
lization and costs, including in cancer care.
However, cancer care had a system that
troubled those at CMS and the federal gov-
ernment’s Office of Management and Budget
for years. These government bodies felt that
reimbursement for oncologic and supportive
care drugs administered in the community-
based oncologist’s office resulted in a wind-
fall for that oncologist and his oncology
colleagues. The older reimbursement system
was based on the term, “average wholesale
price [AWP],” which was very hard to define
(even for the government) given the dis-
counts, rebates, in-kind services, etc, that
could be wrapped into purchasing agree-
ments between manufacturers or third party
distributors and oncologists’ offices. So,
whether reimbursement was based on AWP,
AWP minus 5%, or AWP minus 12%, CMS felt
that from a financial standpoint, oncologists
were always far ahead of the game at the end
of the day.

Repeated efforts by the federal govern-
ment to address this situation were met by
strident opposition by the oncology commu-
nity and its representative organizations
who maintained that the overpayment for
oncologic agents only made up for gross
underpayment or complete lack of payment
for the variety of components (infusion,
pharmacy storage, nursing support, invento-
ry management) that composed the neces-
sary care infrastructure and services in an
oncologist’s office. Underpayment for these
services was indeed acknowledged as a real-
ity by CMS. But CMS maintained its position
that the overpayment on the drug side far
outweighed underpayment on the office
services side. This issue continued much
like an old family argument until the passage
of the MMA.

Indeed the expansion of benefits under
the MMA offered CMS the opportunity, as
the MMA was in development, to address the
perceived inequity for the payment for drugs
on the physician office side in oncology. The
key to exerting better control was to estab-
lish a more clear definition of the purchase
price for drugs and biologics to be adminis-
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tered in the community oncologist’s office.
The adopted and operative term, “ASP,” is
defined as the manufacturer’s sales to all
purchasers (excluding sales exempted from
computation) in the United States for such
drug or biological in the calendar quarter
divided by the total number of such units of
such drug or biological sold by the manu-
facturer in such quarter.’? Sales exempt
from this computation include those sales
exempt from the inclusion in the determi-
nation of best price and sales that are nom-
inal in amount. Pharma/biotech companies
are required by law to report on a quarterly
basis accurate “ASP” for their marketed
agents. Reimbursement for the use of onco-
logic and supportive care agents is then
provided at ASP plus 6%. Based on fees col-
lected by third party distributors, some
oncology offices believe that the new reim-
bursement level for them is actually ASP
plus 4% to 4.5%.

Regardless, the ASP plus 6% level is meant
to better define, account for, and stabilize a
Medicare drug spend that is about to under-
g0 substantial escalation in 2006. Threats
of a mass exodus of oncologists from com-
munity practice through retirement or
other mechanisms have not been realized.
Indications that many patients with
“unprofitable diagnoses” would be referred
to and thus overwhelm the hospital setting
have not materialized to any great extent.
Indeed some practices, especially large
ones or networks of large practices are
already maneuvering through the new
reimbursement schema quite well based on
group purchasing power, more efficient
management, the 6-month lag in actual
ASP reporting, and diversification of servic-
es provided.

CMS from its position is pleased with the
fact of implementation of this improved
reimbursement schema. Additionally, CMS
will take back in FY 2006 part of the
increase in the reimbursement for office-
based services related to the administration
of oncologic agents. An existing issue is: Will
CMS continue to give back some of the lost
reimbursement to community oncologists
in 2006 as it did through the 2005 quality
demonstration program? At this writing it
is likely, as the US Congress just passed a

resolution supporting such continuation.
Whether or not the 2005 supportive care
quality demonstration is continued, aug-
mented, changed, and replaced is an open
question. Finally, will CMS shock the system
by becoming a direct purchaser of drugs and
biologicals as the Veterans Administration
has been doing for some years? This concept
is one that is picking up steam and support
in Congress.

Reimbursement methodology and schema
for cancer care on the Medicare side seem
pretty well set for the near term. Clearly, pri-
vate payors and their employer clients are
waiting, watching, and evaluating the effects
and effectiveness of the CMS programs.
Private payors, on their own, are increasing-
ly looking for ways to address the same issue
as Medicare has through ASP plus 6%.
Possibilities for implementation include
introduction of a similar reimbursement
model, new attempts at management
through the use of specialty pharmacy inter-
mediaries, transition of management of par-
enteral agents to the pharmacy side from the
medical side, case rates, etc. Whatever the
mechanism, stemming the rate of rise of
healthcare expenditures attributable to the
expanding use of expensive drugs and bio-
logicals will be a reimbursement challenge
for some time to come.

Quality-of-Care Evaluation:
The Last Great Hope?

A variety of strategies and schema have
been developed and implemented applying
coverage and reimbursement policies as a
means to achieve some control over the uti-
lization of healthcare technologies and some
relief from a steady rate of rise in healthcare
expenditures. These efforts have met with
modest success. Now the technological
imperative is driving more and more drugs,
devices, and procedures to the healthcare
system as the fruits of biomedical research
are being realized. Many policy makers are
shifting their view to ongoing and public
evaluation of the quality of care delivered as
the primary means to achieve the biggest
bang for one’s healthcare buck or as de-
scribed in more erudite circles maximizing
value from the healthcare dollar spend.
Thus, as Relman!? proposed in 1988, maybe
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we are indeed about to enter medicine’s “Era
of Accountability.”

The quality-of-care paradigm involves
basic components as follows. Evidence-
based guidelines should communicate
specifically and clearly the appropriate algo-
rithmic progression of care for patients with
certain clinical characteristics. From the
pool of guideline recommendations, quality
indicators are identified that serve as meas-
ures that can be used to evaluate the care
delivered by providers as clinicians or insti-
tutions. These measures can be bench-
marked against the median or against best
practices and then fed back to providers in
a continuous quality improvement loop to
establish a basis for action and for improve-
ment by that provider.

The measures and quantitative data can
be taken to the public arena. Public report-
ing of performance data will be used by the
payors and purchasers, including patients,
to better select the setting and the provider
likely to provide optimal care. Attainment of
the ability to benchmark and rank order or
assign a hierarchical categorization to
providers can then be used as a means to
distinguish and reward those “high perform-
ers” and to encourage their peers to aspire
to such recognition. Prospective or retro-
spective financial rewards for these high
performers have been called “pay for per-
formance” (P4P). Interest in this area is so
keen that it is difficult to open one’s mail at
work without receiving an invitation to yet
another P4P conference.

The basis for quality evaluation is the
establishment of the parameters for appro-
priate care in clinical guidelines. A major
impetus for the establishment of clinical
guidelines arose from the studies on the
great variation in clinical practice
described by John Wennberg in his publica-
tions'»15 in the late 1980s. Wennberg
showed, for example, substantial variation
in the per capita rates of laminectomy
between 2 communities, Boston and New
Haven, that were only 100 miles apart and
for which there was no scientific or clinical
basis for such variation other than physi-
cian discretion and preference.*

These studies along with others that
identified unnecessary use of common
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procedures such as cholecystectomy and
hysterectomy drove the call for the develop-
ment of guidelines to literally better “guide”
the care being offered to patients. A pletho-
ra of guidelines has been developed since.
Most have not been used and have been dis-
carded or lost in nice leather bound editions
that sit on bookshelves. The major reasons
for the lack of use are mainly 3-fold. First,
most guidelines are delivered “dead on
arrival.” Laborious processes can take years
to deliver a single guideline that is out of
date as soon as it is finished. Secondly, most
guidelines are not specific. A lack of speci-
ficity about what constitutes appropriate
care limits the utility of such documents
to clinicians. Third, and most important,
guidelines have not been regularly updated.
In a rapidly advancing field like cancer care,
lags in updating diminish the utility of the
guidelines to the end user. To develop, main-
tain, and update a comprehensive set of
guidelines in one area of medicine is a
daunting challenge.

In 1995, the National Comprehensive
Cancer Network (NCCN) initiated develop-
ment of a comprehensive set of guidelines
for oncology. The NCCN guideline process
aimed to overcome the shortcomings of
other guideline efforts and within the space
of 3 years developed a comprehensive
library of 110 guidelines that covers the care
for about 97% of all patients, for their sup-
portive care, and for prevention, screening,
and early detection. The NCCN Clinical
Practice Guidelines in Oncology™ are now
widely recognized and applied in both the
community practice and academic practice
settings as the standard for clinical policy in
oncology. The NCCN Guidelines are increas-
ingly being used by payors to set coverage
policies. In August of 2005, more than
484 000 guideline files were downloaded
from www.ncen.org. A major reason for the
success of the NCCN guideline effort is a true
sense of urgency in the translation of
research results and FDA approvals into
continual updates that are available in a
matter of a few weeks.

The NCCN Guidelines respond directly to
a recommendation made by the National
Cancer Policy Board (NCPB) of the Institute
of Medicine that called for the development
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of an authoritative set of guidelines upon
which clinicians could rely.!® Additionally,
the NCPB called for the establishment of
databases that would evaluate the quality
of cancer care on an ongoing basis. These
recommendations proceeded from a fairly
drastic conclusion of the NCPB that “there
is no national cancer care program or sys-
tem of care in the United States...The ad
hoc and fragmented cancer care system
does not ensure access to care, lacks coor-
dination, and is inefficient in its use of
resources.” The NCPB, composed of lead-
ing clinicians and patient advocates, had
issued a call to action for the oncology
community.

The wide acceptance, application, and
availability of NCCN Guidelines have facili-
tated their use in a variety of quality assur-
ance and quality improvement programs.
More specifically, guideline recommenda-
tions have been the basis for the identifica-
tion of circumscribed sets of quality
indicators by a number of different organi-
zations including the National Quality
Forum, the Commission on Cancer, private
hospital systems, and a joint effort of the
NCCN and the American Society for
Clinical Oncology.

To what purpose? As in diabetes with
hemoglobin A1C and acute myocardial
infarction with B-blocker administration,
indicators in oncology will gradually find their
way into quality improvement programs. The
identification of a set of 3 to 5 indicators
would allow for more focused and efficient
data collection on underlying practice.
This is a key point as the collection of data
across practices in different settings in the
United States would be a major challenge.

One organization has been able to collect
data over the years through a process used
to accredit cancer centers across the United
States. The Commission on Cancer, a mem-
bership organization, led by the American
College of Surgeons, the American Cancer
Society, and other major associations, has
developed the National Cancer Database
that houses data collected principally
through tumor registries in local hospitals.
This model is useful to evaluate in terms of
the possible development of a national
reporting system to measure quality.

CMS Watch

In oncology, the focus, at this writing, is
clearly on CMS. CMS leadership has exhibit-
ed a true openness and willingness to work
with the medical community to achieve a
reasonable basis for moving forward on the
quality and value proposition for healthcare.
The quality demonstration project for fiscal
year 2005 involved the use of codes and
reimbursement for community practices to
evaluate and report on the status of treated
patients with respect to levels of fatigue,
pain, and nausea and vomiting. Physicians
had 4 codes for each symptom and used 1 of
the 4 codes to denote the degree of same
from no symptom to severe. While some
have criticized the demonstration project as
not collecting any usable data, others under-
stand that conceptually CMS is sending a
message to the oncology community that
starting now reimbursement is likely to be
tied to some form of data reporting.

The existence of a specific Medicare
Quality Demonstration Project in oncology
for 2006 has not been determined at this
writing. However, discussions have indicated
that CMS may establish a demonstration pro-
gram that seeks to deliver the message that
guidelines, like the NCCN Guidelines, devel-
oped through a formal systematic process by
an authoritative source should be the basis of
care delivered. In following these discus-
sions, we see a system evolving that uses
guidelines as a foundation and that encour-
ages the identification of quality indicators
from such guideline recommendations.

These quality indicators must be scientif-
ically valid. Collection of data to establish
evaluative processes requires that such data
elements pass the feasibility test in terms of
data collection. The indicators must identify
a practice that has demonstrated variability
in order that improvement might be achiev-
able. Importantly, quality indicators must be
assessed to sufficiently impact patient out-
comes to warrant the effort and resources
that will be invested in data collection,
analysis, and reporting. Also, quality indica-
tors must have value to the end user. Finally,
any such process will have to overcome a
major deficit in claims data available to
managed care companies, that is, the lack of
stage of the cancer.
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These activities in both the public and pri-
vate sectors eventually will lead to a cancer
delivery system where public reporting of per-
formance data will be common and expected.
Also, P4P will gradually become an applied
mechanism to drive the system to the attain-
ment of optimal return in terms of patient
benefit for every healthcare dollar expended.

Consumer-driven Healthcare

One of the major objectives of quality
evaluation efforts is to provide clinical infor-
mation and provider performance data to
patients and families to involve the patient
side more prominently in the decisions
about the specific clinical interventions,
about the setting of care, and about the
selection of the provider of care. Both pro-
viders and managed care companies are
developing Web sites with informational
components to address these 3 areas and
more. Synopses about disease and appro-
priate clinical interventions with reference
and links to explanatory and supporting
articles are provided. These informational
and educational efforts seek to mold the
clinical decision-making process into a
patient/physician partnership.

Patients are being provided with user-
friendly versions of information previously
available to clinicians. Such information
includes the guidelines and scientific evalu-
ations of interventions available to clini-
cians. Additionally, building upon the
publication of specific performance meas-
ures for cardiac surgeons that continues to
this day in New York State, organizations are
beginning to publicly publish such data or
offer it on a consultancy basis. CMS has
launched a Web site, www.hospitalcom
pare.hhs.gov, that seeks to provide patients
with information on the quality of car-
diac care delivered at hospitals across the
country. Specific quality process measures
for acute myocardial infarction like “aspirin
at discharge” or for pneumonia like “oxy-
genation assessment” are described and per-
formance will be detailed. On April 1, 2005,
Dr Mark McClellan, administrator for CMS,
launched the Web site and commented:

“We are trying to equip consumers to
think more concretely about quality, to
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realize that quality can differ significantly
across facilities, that valid and widely
used measures of quality can be a tool to
help understand quality differences, and
even more importantly, that individuals
can impact quality through their ques-
tions and through their choices.”!”

A variety of organizations on the private
side are poised to contribute parallel com-
parative performance measures and data to
patients and providers alike. National
managed care companies are planning a
phase 2 beyond their phase 1 work that
provides more general clinical information.
That phase 2 will emulate what the state of
New York and what CMS are doing. Com-
panies like Ingenix, MedStat, etc, are build-
ing very large databases to benchmark
performance and efficiency of healthcare
providers for payors and employers.

Major portals for health information like
WebMD seem to be readying themselves to
provide similar information; witness the pur-
chase by WebMD of HealthShare Technology
that heretofore had provided hospitals, man-
aged care companies, and employers “with
Internet tools that lead to more informed
choice of hospitals for inpatient care, con-
sidering both cost and quality.”'® Con-
sidering the WebMD target audience, the
general public, one could surmise that these
tools will soon be available to patient con-
sumers of care. Notwithstanding some aca-
demic concerns about validating the models
and tools used to develop clinical and/or
financial hierarchies and tiers of providers,
these models are being developed and read-
ied for delivery to users of a variety of deci-
sion makers and users of the healthcare
system; full steam ahead!

As mentioned above, cost, financial, or
efficiency of care data will be released as
well. Attempts are being made by payors and
employers to inform patients about the costs
of their care and to incentivize them to use
providers who are more efficient in their
delivery. The models to incentivize are
presently in flux. The move toward tiered
networks where patients would assume
increasing co-pays based upon some formu-
larized expression of the costliness and/or
the quality of care of the provider that
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patients might choose compared to other
available providers has not been greeted
enthusiastically by patients, not to mention
providers. Additionally, most employers have
assumed a wait and watch position and
have not moved to make such tiered net-
work programs either an option or mandate
for their employees.

A final and quite important consideration
in this discussion is the use of “co-pays” to
make patients and families more aware of
the total cost of their care and the degree of
subsidization of such care be that by major
employer, employer coalition, or state or
federal government. The term “co-pay” is
used here more generically and broadly than
usual. Co-pay is meant to include the aggre-
gate of the costs borne by patients in the
form of coinsurance (eg, 20% of accepted
charges), deductibles (eg, payment of first
8500 for medical care), or actual traditional
co-pays (eg, 810 for a generic prescription).
Payors are seeking to calibrate the appropri-
ate threshold of copayments that will make
the patient explicitly consider the personal
worth of the potential clinical and quality-of-
life benefits to be derived from the patient’s
expenditure of her/his healthcare dollar.
For example, if a second-line oncology
chemo/bio regimen will cost a patient a co-
pay of 83000 and the median increase in
survival seen with the regimen is 2.5 months
over traditional much less costly regimens,
will the patient deem the expenditure of
83000 likely to provide a sufficient enough
return on investment in terms of improved
patient outcome? The same decision-mak-
ing process might be invoked in evaluating a
co-pay for the use of agents to ameliorate a
patient’s state of fatigue.

The degree to which the co-pay concept
is implemented and at what level of co-pay
will be examined on a societal basis. For
most patients, decisions about annual
expenditures of $3250, $5000, or 88000
over 2 to 3 years are major decisions. The
integration of such financial considerations
and incentives/disincentives into benefits
language will likely attract much attention,
including legislative attention not too far
down the road. As discussed all through this
review, in serious and life-threatening dis-
ease, language, processes, and policies that

impact the availability of care and access to
care will be scrutinized intensely.

Summary

The healthcare system is once again being
challenged by financial pressures and ten-
sions reminiscent of the late 1980s and early
to mid 1990s. An aging population and a
major influx of new healthcare technologies
will serve only to accentuate the challenge.
The federal government and major employers
must address the accelerating rate of rise in
their healthcare dollar spends. Policy makers
are again reviewing methods and models to
do so. Lessons learned from the battles of the
1990s between providers and payors are evi-
dent in some models and seem to be disre-
garded in others. Proposals to institute the
more draconian coverage policy-based meth-
ods of the 1990s are scarce. Selectivity and
sensitivity in implementation of processes
that might intrude into the physician/patient
relationship are being exhibited. Recognition
of the coverage decision as a risk benefit
analysis that more closely approximates the
serious and life-threatening nature of cancer
types is critical. Reimbursement methodolo-
gies are being fine-tuned, but residuum of
“fat” to cut is meager.

Ongoing evaluation of the quality of care
provided by clinicians is now viewed as the
focal point for maximizing the value derived
from the expenditure of healthcare dollars.
Continuous quality improvement, measure-
ment, and reporting programs will empha-
size the necessary foundation of practice as
evidence-based practice guidelines are
developed, distributed widely, and updated
by authoritative groups in a timely fashion.
Physicians and other clinical professionals
will be incentivized through P4P to follow
practice guidelines and to be judged on
guideline recommendations translated into
quality indicators. Patients, as those with
the greatest investment (both health and
financial) in the outcomes of care, will be
encouraged to participate more fully in
decisions regarding the money they spend
and in the care that such monies buy. To
accomplish this, clinical information and
comparative performance benchmarking
data will become more available to patients
and to corporate purchasers of healthcare.
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The bet is that after all the studies and all
the applications of models (eg, capitation,
disease management programs) over the
past 20 years, a return to and a focus on the
science of care through the application and
implementation of guidelines with perform-
ance measurement will lead to the highest
quality care, the best patient outcomes, and
the most efficient expenditure of healthcare
dollars. It is a trillion-dollar bet!
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