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Presentations from the 2011
Annual Meeting of the
American Society of Clinical

Oncology (ASCO) provide an ideal
forum for payers grappling with
reimbursement issues and benefit
design for patients with non–small-
cell lung cancer (NSCLC) and for
pharmacists who must understand
emerging treatments.
This article summarizes key clinical

studies and expert discussions that
describe current trends in the manage-
ment of this increasingly complex and
mutation-driven tumor and their cost
implications. The shifting landscape in
NSCLC management highlights the

need to align providers’ and payers’
strategies to enhance high-quality,
value-based patient care.

maintenance Therapy extends

Progression-free Survival by a

Slim margin

Two randomized phase 3 clinical tri-
als showed a progression-free survival
(PFS) benefit for maintenance therapy
with pemetrexed and gefitinib in
patients with advanced NSCLC. The
magnitude of the benefit, however,
was modest—a gain of just 1.3 to 2.2
months in remission time, with no
gain in overall survival (OS).
These studies fail to answer an

important question: is maintenance
therapy superior to second-line treat-
ment initiated once the disease pro-
gresses?
The maintenance strategy is based

on 2 observations: limited benefit from
4 courses of chemotherapy and im-
proved outcomes with second-line
chemotherapy after disease progres-
sion. Maintenance therapy can involve
continued treatment with the same
drug, as with pemetrexed in the
PARAMOUNT trial,1 or “switch”
maintenance, as in the INFORM study,
which initiated gefitinib after plat-
inum-based induction.2

The PARAMOUNT trial enrolled 939

patients with advanced nonsquamous
NSCLC after they received 4 standard
courses of treatment with pemetrexed
and cisplatin.1 Of these, 539 patients
achieved stable disease and were ran-
domly assigned tomaintenance therapy
with pemetrexed or to placebo (and best
supportive care). Maintenance peme-
trexed resulted in a 38% reduction in the
risk of disease progression.1

Median PFS in this group was 4.1
months versus 2.8 months for patients
receiving placebo (P = .006), and dis-
ease control (ie, response plus stable
disease) was attained in 71.8% and
59.6%, respectively, but maintenance
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therapy did not confer a quality-of-life
benefit.1

New findings from the PARA-
MOUNT trial “suggest that patients
can still continue to benefit from the
use of the same drug rather than ‘use
up’ an alternative early in the course of
treatment,” said lead investigator Luis
Paz-Ares, MD, PhD, Seville University
Hospital, Spain. “We believe the mag-
nitude of benefit is clinically signifi-
cant and may support the use of peme-
trexed as maintenance therapy. This
could change the standard of care for
these patients, at least in terms of
maintenance.” 
Similarly, in the phase 3 clinical

study INFORM, maintenance therapy
with gefitinib (after 4 cycles of plat-
inum-based chemotherapy) was asso-
ciated with significantly superior PFS
compared with placebo among 296
Chinese patients, but no difference in
OS was observed.2

At a median follow-up of 16.8
months, median PFS was 4.8 months
with gefitinib maintenance versus 2.6
months with placebo (P <.001), repre-
senting a 58% reduction in the risk of
disease progression. Approximately
one third of patients carried mutations
of the epidermal growth factor recep-
tor (EGFR), and they derived the best
outcomes from gefitinib.2

Despite both studies meeting their
primary end points, study discussant
Martin J. Edelman, MD, of the Uni-
versity of Maryland Greenbaum
Cancer Center, Baltimore, commented
that “maintenance therapy in NSCLC
is an ever-contentious issue,” suggest-
ing that “these studies raise more
questions than answers.”
He pointed out that PFS “does not

necessarily predict overall survival,”
and that when differences in PFS are
small, quality-of-life (QOL) analyses
can help define benefit. “But the quali-
ty-of-life data from maintenance stud-
ies is actually somewhat disappoint-
ing.…No differences have been
demonstrated, which indicates that
maintenance is not necessarily cost-
free in terms of toxicity,” said Dr
Edelman.
The PARAMOUNT study demon-

strated no improvement in QOL for
maintenance therapy with peme-
trexed.1 Along with increased toxicity
with continued treatment, the cost of
treatment also becomes a factor. “We
really need a cost-effective analysis in
this era of follow-up strategies, of fre-
quent visits and of scanning, with [a
study of] early institution of second-
line therapy, versus the maintenance
approach,” he said.
What has been learned from PARA-

MOUNT, said Dr Edelman, is that
“the drugs work in patients who

derive benefit from first-line chemo-
therapy. To date, there is no evidence
that early introduction of therapy will
improve survival compared with
introducing second-line therapy at
disease progression.”

First-Line Erlotinib Superior to

Chemotherapy

Erlotinib, given as first-line treat-
ment to patients with advanced
NSCLC and EGFRmutations, substan-
tially prolonged remissions in the
phase 3 clinical trial EURTAC (Euro-
pean Randomized Trial of Tarceva vs
Chemotherapy).3

“EGFR tyrosine kinase–activating
mutations are present in 10% to 26% of
NSCLC tumors and are associated
with increased response to erlotinib
and gefitinib. But little is known about
the efficacy and safety profile of
erlotinib compared with chemothera-
py in EGFR-mutant Caucasian pa-
tients,” said Rafeal Rosell, MD, of the
Catalan Institute of Oncology,
Barcelona, Spain, who presented the
findings.3

The interim updated analysis of 173
patients in the EURTAC trial showed
significant efficacy for single-agent
erlotinib over a standard platinum-
based doublet in the up-front setting.
Erlotinib reduced the risk for disease
progression or death by 63%, nearly
doubling the median PFS, which was
9.7 months versus 5.2 months with
chemotherapy (P <.001). Objective
response rates were 58% with erlotinib
and 15% with chemotherapy.3

The death rate was also reduced by
20%, but this finding was not signifi-
cant (P = .417),3 presumably because of
high crossover from chemotherapy to
an EGFR inhibitor, and because the OS
data are not mature. Erlotinib was bet-

ter tolerated than chemotherapy, Dr
Rosell reported.

New Class of Agents May Change

Treatment for 5% of Patients with

NSCLC

The novel agent crizotinib, which
targets the EML4-ALK mutation that is
found in about 5% of patients with
NSCLC, is positioned to become an
integral part of treatment for this
NSCLC subgroup. The oral agent
crizotinib is first in a class known as
anaplastic lymphoma kinase (ALK)
inhibitors; it targets tumors harboring
rearrangements of the ALK gene,
which is involved in growth and sur-
vival of lung tumors.
Ross Camidge, MD, PhD, of the

University of Colorado, Denver, re-
marked in an interview, “Knowing
that ALK-positive patients respond to
crizotinib—you can take this to the
bank.” He said that the data show a
“consistency of message” and form the
basis for confirmatory registration
studies that will compare crizotinib
with chemotherapy. These will “nail
down where the drug fits in the treat-
ment paradigm for what is essentially
a new disease—ALK-positive lung
cancer,” he said.
Crizotinib nearly doubled OS

among ALK-positive patients with
NSCLC in an update of a phase 1
study reported at ASCO 2011 by
Alice T. Shaw, MD, PhD, of Massa-
chusetts General Hospital, Boston.4

The study involved 82 heavily pre-
treated patients with the ALK fusion
gene who received crizotinib after
tumor progression.
The objective response rate was

57%, the disease control rate was 87%,
and more than 90% of the tumors
regressed in the ALK-positive group

who received crizotinib. The survival
rate was 74% at 1 year and 54% at 2
years. Median OS has not yet been
reached, because more than half of the
82 subjects are still alive. Side effects
with crizotinib were generally mild
and transient, although unusual visual
effects were common.4

By comparison, the OS rate among
ALK-positive control patients receiv-
ing standard chemotherapy was 44%
at 1 year and 12% at 2 years; median
OS was 6 months. The median OS was
similar for ALK-positive patients who
received chemotherapy and for pa -
tients lacking the ALK rearrangement,
Dr Shaw reported.4

In a separate presentation, Dr
Camidge reported on a combined
analysis of these 82 patients plus the
first 19 ALK-positive patients who
received crizotinib.5 After a median
follow-up of 11 months, median PFS
was 10 months and OS has not been
reached; 79% of the patients remain
alive, yielding a survival probability of
90% at 6 months and 81% at 1 year, Dr
Camidge said.5

Accelerated approval for crizotinib in
ALK-positive NSCLC has been sought
from the US Food and Drug Admin-
istration in conjunction with the ongo-
ing confirmatory phase 3 program.

Mutation Testing Poised for

Routine Use

Based on the results of mutational
testing through the new Lung Cancer
Mutation Consortium, Ramaswamy
Govindan, MD, Washington Uni-
versity, St. Louis, said EGFR testing is
ready to be clinically applied in lung
cancer and that EML4-ALK (the target
of crizotinib) fusion testing is not too
far behind.
Dr Govindanwas the invited discus-

sant of a presentation by Mark G. Kris,
MD, of Memorial Sloan-Kettering Can-
cer Center, New York. The Consortium
evaluated 1234 patients with stage IV
adenocarcinoma for 10 known muta-
tions using standard multiplexed
assays and fluorescence in situ
hybridization.6

Driver mutations were identified in
54% of adenocarcinomas—most often
KRAS (22%), EGFR (17%), and EML4-
ALK rearrangement (7%). Less com-

Figure 1 Use of Erlotinib versus Platinum-Based Chemotherapy in EGFRmut NSCLC

EGFRmut indicates epithelial growth factor receptor mutation; Chemo, chemotherapy; NSCLC, non–
small-cell lung cancer.
Source: MDoutlook, powered by The Arcas Group, LLC. Used with permission. 
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Crizotinib nearly doubled 
OS among ALK-positive
patients with NSCLC in a
phase 1 study reported 
at ASCO 2011.
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mon were alterations in BRAF,
PIK3CA, HER2, Met amplification,
MEK1, NRAS, and AKT1.6

“While an individual mutation may
be rare, having a mutation of some
kind that is actionable is very common
in adenocarcinoma,” Dr Kris said.
Mutation identification allowed EGFR-
positive patients to be selected for
erlotinib and patients with other muta-
tions to be referred to clinical trials of
other targeted agents.
The collaborative effort represents

the revolutionary changes taking place
in the management of lung cancer and
the potential for personalized treat-
ment, Dr Kris added.

Oncologists Plan to Use More

Targeted Agents

Oncologists who treat NSCLC plan
to rely more on erlotinib therapy and
less on platinum-based chemotherapy
in advanced disease, according to
results of a survey conducted im -
mediately after ASCO 2011—the
MDOutlook ASCO 2011 Quick Poll—
facilitated by the Arcas Group.7

The survey showed that approxi-
mately 50% of patients with mutations
of EGFR now receive erlotinib, and
about 45% receive chemotherapy.
However, survey respondents antici-
pated prescribing erlotinib for 65% of
their patients in the next year and
reducing the use of platinum-based
chemotherapy by 15% (Figure 1).7

The oncologists also indicated high
interest in crizotinib therapy for
patients with the EML4-ALK gene
rearrangement. More than 55% of the
respondents predicted that theywould
“always” prescribe crizotinib to this
mutation subgroup and 25% said they
would “often” prescribe the new drug
(Figure 2).7 The respondents also
expected to start integrating c-Met
inhibitors, especially in the setting of
NSCLC resistant to EGFR inhibitors.

Novel Agents Show

Encouraging Activity

New EGFR Inhibitor Comparable
with Gefitinib
Icotinib, an EGFR inhibitor manu-

factured in China, was found to be as
active and effective as gefitinib in
patients with advanced NSCLC and
EGFR mutations who had received
previous treatment.8 In the noninferi-
ority randomized ICOGEN trial of 395
patients, icotinib was comparable to
gefitinib in PFS, OS, and QOL, but it
was better tolerated than gefitinib8.
The median PFS was 137 days for

icotinib versus 102 days for gefitinib,
and median OS was 419 days and 467

days, respectively. As expected,
patients with EGFR mutations had
preferential benefit over those with
wild-type EGFR, with responses
observed in more than 50% of this
group compared with 5% of patients
without the mutation.8

Also showing promise was the Met
inhibitor MetMAb (an antibody to
c-Met) combined with erlotinib in a
study of 137 previously treated pa-
tients.9 Met gene expression is associ-
ated with a worse NSCLC prognosis.
Among patients with the Met muta-

tion, the combination (compared with
erlotinib alone) extended median PFS
to 2.9 months compared with 1.5
months with erlotinib alone (P = .04),
and extended median OS to 12.6
months versus 3.8 months (P = .002).
A phase 3 trial of this combination
will begin later in 2011.9

Second-Generation Hsp90 Inhibitors
in the Pipeline
Geoffrey Shapiro, MD, PhD, of Dana

Farber Cancer Institute, Boston,
reported encouraging results for the
heat shock protein 90 (Hsp90)
inhibitor ganetespib from an open-
label phase 2 trial of 96 patients who
received previous treatment for
advanced NSCLC. The median PFS
was 24.1% by week 16.10

Ganetespib provides potent Hsp90
inhibition and better safety than first-
generation compounds. The dose-lim-
iting hepatic and ocular toxicity, which
has complicated the development of
other Hsp90 inhibitors, is absent.
“Ganetespib showed promising clini-
cal activity as a single agent, especially
in tumors harboring the ALK re-
arrangement,” Dr Shapiro noted.

Surash S. Ramalingam, MD, of
Emory University, Atlanta, comment-
ed on the Hsp90 inhibitor pipeline.
Despite a strong biologic rationale for
these drugs, he said, there have been
many hurdles in drug development,
primarily involving formulation is-
sues, dose-limiting hepatic toxicity,
and less than robust efficacy. The sec-
ond-generation compounds, includ-
ing ganetespib, are structurally differ-
ent and more potent than the
first-generation agents and have a
favorable safety profile that facilitates
their use in combination.
“Therefore, there is a resurgence of

interest in these compounds,” Dr
Ramalingam said. More than a dozen
are in various stages of development,
of which the most active in solid
tumors are ganetespib, retaspimycin,
and AUY-922.

Ganetespib and retaspimycin have
produced “robust anticancer effects,”
with tumor regression or disease stabi-
lization seen in almost allALK-positive
patients, Dr Ramalingam noted.
“Hsp90 inhibitors have entered the
therapeutic algorithm for ALK-posi-
tive disease,” he concluded. “In the
historically disappointing develop-
ment of Hsp90 inhibitors, it is my
belief that we have reached an impor-
tant and exciting turning point.”

Chemoimmunotherapy with 
Toll-Like Receptors
The toll-like receptor (TLR)-2 agonist

mycobacterium w (Cadi-05) looked
promising in a study presented by
Chandra Belani, MD, of Penn State
Hershey Cancer Institute, Hershey, PA.
Mycobacterium w works best when
combined with paclitaxel and cisplatin
as chemoimmunotherapy; this regi-
men was evaluated in 121 patients.11

Chemoimmunotherapy led to high-
er response rates and disease control
rates than chemotherapy alone. The
median PFS was 199 days with the
combination versus 97 days with
chemotherapy alone, representing a
31% risk reduction (P = .052). Al -
though OS was similar at 208 days ver-
sus 196 days, respectively, a survival
benefit was observed among the sub-
set of patients with squamous-cell car-
cinoma: median OS was 229 days with
chemoimmunotherapy versus 172
days with chemotherapy, representing
a 46% risk reduction (P = .031).11

In addition, in the analysis of
patients who completed all 4 cycles,
median PFS was 253 days with
chemoimmunotherapy versus 157
days with chemotherapy, a 57% risk
reduction (P = .001), and OS was 299
days versus 233 days, respectively, for
a 36% risk reduction (P = .043). For
patients with squamous-cell carcino-
ma who completed 4 cycles, median
OS reached 364 days with chemoim-
munotherapy versus 254 days with
chemotherapy alone, representing a
60% reduction in risk of dying (P =
.041), Dr Belani reported.11

“The addition of Cadi-05 to paclitax-
el and cisplatin improved OS and PFS
in the prespecified subset of patients
completing 4 cycles, and its efficacy
was better in patients with squamous-
cell carcinoma than with adenocar-
cinoma,” Dr Belani concluded.
Raffit Hassan, MD, of the National

Cancer Institute, said that several im-
munotherapy approaches for NSCLC
were moving forward, including vac-
cines and TLR agonists, such as
mycobacterium w. “Hurdles remain,
and no agent has been approved,” Dr
Hasson said, “but recent randomized
phase 2 trials show hints of activity,
leading to phase 3 trials.”
The vaccines in phase 3 trials are

belagenpumatucel-L (Lucanix), L-
BLP25 (Stimuvax), and the MAGE-A3
vaccine, which showed OS benefits
(or trends) in phase 2 trials.
TLR agonists, by contrast, have been

disappointing in phase 3 trials, al-
though mycobacterium w is showing

Continued on page 45
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Ganetespib provides potent
Hsp90 inhibition and better
safety than first-generation
compounds.

Figure 2 Frequency of Crizotinib Use in the Treatment of ALK-Positive NSCLC

NSCLC indicates non–small-cell lung cancer.
Source: MDoutlook, powered by The Arcas Group, LLC. Used with permission.
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promise, he said.
“The results of the ongoing phase 3

trials will be important to validate
immunotherapy as a valid option in
lung cancer,” Dr Hassan concluded.

Future of Some Once-Promising
Agents Uncertain 
Several investigational agents, how-

ever, turned in disappointing results.
One of these is motesanib, which
inhibits a number of tumors. When
combined with chemotherapy in the
randomized, placebo-controlled phase
3 MONET (Motesanib NSCLC Efficacy
and Tolerability) 1 clinical study of
1090 patients with advanced nonsqua-
mous NSCLC, motesanib—which was
once considered a promising drug for
NSCLC—did not improve OS over
chemotherapy alone.12

The vascular-disrupting agent vad -
imezan has also failed to improve effi-
cacy versus chemotherapy alone in a
global phase 3 clinical trial of front-line
treatment in 1299 patients.13

Aggressive Care at End of Life Still
Common, Expensive
The practice of overly aggressive

care at the end of life has been recog-
nized as a concern. A study presented
at last year’s ASCO showed that OS in
patients with NSCLC was actually
compromised, not improved, by
chemotherapy administered in the
final months.14 However, the message
that aggressive end-of-life care is
unwarranted is still falling on deaf
ears, ASCO studies suggested.

One in 5 Patients Receives
Aggressive End-of-Life Care
This appears true even at institu-

tions of the National Comprehensive
Cancer Network (NCCN). In an analy-
sis of patients with metastatic NSCLC
treated at NCCN institutions, almost
20% of patients received aggressive
end-of-life chemotherapy or treatment
in the intensive care unit (ICU).15

Investigators identified 1092 pa-
tients with metastatic NSCLC who
received treatment at 8 NCCN insti-
tutions between 2007 and 2010.
Aggressive end-of-life care was

defined as (1) the initiation of a new
chemotherapy regimen within 30
days of death, (2) the receipt of
chemotherapy within 14 days of
death, or (3) any ICU admission with-
in the last 30 days of life. The analysis
revealed that15:
• 18.9% of patients received aggres-
sive end-of-life chemotherapy or
care in an ICU

• 10.7% started a new chemotherapy
regimen in the last 30 days of life

• 11.8% received chemotherapy dur-
ing the last 14 days of life

• 3.2% were admitted to the ICU in
the last 30 days of life

• 43% of patients with poor perform-
ance status received aggressive end-
of-life chemotherapy

• 34% of patients receiving aggressive
chemotherapy were starting their
first and only treatment line

• 37.5% of patients receiving an EGFR
inhibitor as their final treatment
were still using the drug 14 days
before death 

• 48% of patients receiving chemo -
therapy in the last 14 days of life
were taking erlotinib.
“This is a higher rate than I was

hoping for,” said lead author
Kathleen Bickel, MD, from the
University of Michigan Compre -
hensive Cancer Center, Ann Arbor.
“And this is recent data. It’s not
patients treated 10 years ago.” 

Early Palliative Care Reduces
Intravenous, but Not Oral, Drug Use 
Early initiation of palliative care

resulted in a 2.7-month (30%) survival
benefit and QOL improvements in the
randomized study by Temel and col-
leagues that was presented last year at
ASCO 2010.14 A secondary analysis
examined the reasons for this finding
and was presented at ASCO 2011.16

“Palliative care services are tradi-
tionally delivered late in the course of
disease, when their benefits may be
limited. Ideally, they should be inte-
grated throughout the course of illness
and in tandem with life-prolonging
treatment,” said lead investigator
Joseph Greer, PhD, Massachusetts
General Hospital Cancer Center,
Boston.
Within 8 weeks of a metastatic

NSCLC diagnosis, 151 patients were
assigned to early palliative care inte-
grated with standard oncology care
(regularmeetingswith a palliative care
specialist) or to standard care (ad
hoc palliative care upon request).16

Although the early palliative care
intervention did not result in less use
of oral chemotherapy, other benefits
were obvious, he reported.
Patients in the early palliative care

group were significantly less likely to

receive intravenous (IV) chemothera-
py, and, although about 70% of
patients in each arm entered hospice,
the patients who received early pallia-
tive care enrolled earlier and spent
almost 3 times as many days under
hospice care (P = .004).16

IV chemotherapy was administered
within 60 days of death to 25% of the
palliative care group versus 45% of
patients receiving standard care (P =
.01); within 30 days of death in 10%
versus 25%, respectively (P = .07); and
within 14 days of death in 2% and 10%
(P = .06). Less use of IV chemotherapy
in the early palliative care arm had no
detrimental effect on survival.16

The use of oral agents, however, did
not differ between the 2 groups. Oral
agents were prescribed within 60 days
of death to 28% of patients who
received early palliative care and 22%
of the standard care group; within 30
days in approximately 20% per arm;
and within 14 days in 10% per arm.16

The more frequent use of oral drugs
might be the result of a “clinical com-
promise” or may reflect that they can
be started while patients are enrolling
in hospice, Dr Greer suggested, but the
reasons for their frequent use in the
palliative care setting must be deter-
mined.
The bottom line is that early integra-

tion of palliative care means that the
timing of final chemotherapy will
probably bemore appropriate and that
patients will access hospice services
sooner, he said, “which are key meas-
ures of quality end-of-life care.”

End-of-Life Care More Expensive
than Biologics
An analysis of the total cost of man-

aging patients with advanced NSCLC
yielded a few surprises, showing that
the most costly segment was end-of-
life care, and targeted agents were
responsible for only a modest portion
of the active treatment costs.17

Investigators from the University of
Texas Health Science Center at San
Antonio used the PharMetrics claims
database of 5847 patients to character-
ize the direct cost of treating patients
with advanced NSCLC between 2000
and 2009.
They divided the study period into a

“preperiod” (2000-2002), “transition
period” (2003-2005), and “current peri-
od” (2006-2009) to account for the
move from standard chemotherapy to
the introduction of the newer agents
pemetrexed, tyrosine kinase inhibitors
(TKIs), and biologics.17

The mean costs of various segments
of care over the study period were17:
• Total cost: $162,134 per patient (for

≥5 months of therapy)
• Cost per patient per month (PPPM):
$10,284 

• Cost related to diagnosis, PPPM:
$9162 

• Active mean treatment cost, PPPM:
$10,141

• End-of-life cost, PPPM: $18,033 
PPPM costs were similar in all 3

periods: $8662 in the preperiod,
$10,578 the transition period, and
$10,141 in the current period. Newer
agents accounted for 16% of active
treatment, including pemetrexed (5%),
TKIs (6%), and biologics (5%). In total,
newer agents accounted for just 4% of
the overall cost.17

Cost of Treatment Highly Variable
Researchers from McKesson Spe-

cialty Care Solutions in South San
Francisco, CA, evaluated adherence to
national treatment guidelines for
NSCLC and chemotherapy costs in the
adjuvant and first-line metastatic set-
tings among community oncology
practices.18

A total of 811 adjuvant and 2761
metastatic regimens were adminis-
tered by 333 practices in 41 states.
National guidelines recommended 26
adjuvant and 67 metastatic regimens.
The rate of guideline adherence was
significantly higher with the metastat-
ic regimen than with the adjuvant reg-
imen. In both treatment settings, car-
boplatin-containing regimens were
given more often than cisplatin-con-
taining regimens.18

Based on Medicare reimbursement
rates for 3 months of treatment, the
costs varied for the top 5 regimens in
the adjuvant and metastatic settings. A
standard course of therapy in the adju-
vant group ranged from $2803 (for car-
boplatin and etoposide every 3 weeks)
to $7362 (for carboplatin and paclitaxel
every 4 weeks).18

Metastatic regimens ranged from
$3297 (for carboplatin and paclitaxel
every 3 weeks) to $29,322 (for carbo-
platin, paclitaxel, and bevacizumab
every 3 weeks).18

“A large number of unique regi-
Continued on page 46

OS in patients with NSCLC
was actually compromised,
not improved, by chemo -
therapy administered in 
the final months.

The most costly segment 
was end-of-life care, and
targeted agents were
responsible for only a 
modest portion of the 
active treatment costs.
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mens were administered in the meta -
static group, and costs for the top 5
regimens varied considerably,” the
investigators observed. �
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Cost Implications for Novel Therapies and Strategies... Continued from page 45

Evidence-based medicine and a
focused clinical orientation are
key elements to delivering the

right care at the right time to the right
person. The recent findings reported at
the 2011 American Society of Clinical
Oncology annual meeting regarding
the use of novel therapies and strate-
gies in the treatment of non–small-cell
lung cancer make achieving these
goals harder than ever.
Each year, treatment approaches

become more complex and variable,
and translating protocols that demon-
strate positive outcomes into daily
community practice seems more diffi-
cult than ever.
Beyond the waste and nonbeneficial

care for those not well-matched for
treatment, we face the additional prob-
lem of sizing and comparing treatment
efficiencies within a disease state. How
would experts in process control and
quality improvement from other
industries handle this issue?
Oncology care in the United States

today reflects 2 dramatic contrasts.
Although admirable in its application
of molecular biology (the pinnacle of
science), oncology care is still very
nonsystematic and inconsistent in the
way new discoveries and practices are
being incorporated into the patient
care realm.
If data are the drivers of quality

improvement, how do we collect and
measure that quality information in
real-life cancer care? Auniversal oncol-

ogy care data repository does not exist
today. Without the regular application
of agreed upon gold standard National
Comprehensive Cancer Network–
derived pathways, the typical commu-
nity oncology practice, even if verbally
espousing commitment to best prac-
tices, is practicing “mass inspection”
for quality rather than building quality
into the product in the first place.
Academic oncology practices

should also not be given a pass on this

issue, because quality is more than a
glossy advertising campaign.
We are in dire need of decision sup-

port and data storage tools that
address oncologists’ needs in real time.
We also need reporting that helps us
all learn what is the most effective and
efficient care at an aggregate level.
Without this, we will never know

whomight be better servedwithmain-
tenance therapy, when to use erlotinib,
and how we can apply companion
diagnostic testing (to detect mutations
in, for example, epithelial growth fac-
tor receptor, EML4-ALK, heat shock
protein 90, and toll-like receptor 2) to
the right patients so that theymay ben-
efit from more targeted agents.
Finally, the application of aggressive

end-of-life care will surely decline
when all treating oncologists have
more data-linked confidence in the
“best care options.” When this hap-
pens, we will have our “focused facto-
ries,” and the gods of process control
will be smiling down upon us. �

Addressing Cost and Quality Issues in Novel Treatment
Strategies for Non–Small-Cell Lung Cancer: Where Is Our
Focused Factory?
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COMMENTARY

We are in dire need of decision
support and data storage tools
that address oncologists’ needs in
real time. We also need reporting
that helps us all learn what is 
the most effective and efficient
care at an aggregate level. 
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