
Phase II Study of Cetuximab in Combination With
Chemoradiation in Patients With Stage IIIA/B
Non–Small-Cell Lung Cancer: RTOG 0324
George R. Blumenschein Jr, Rebecca Paulus, Walter J. Curran, Francisco Robert, Frank Fossella,
Maria Werner-Wasik, Roy S. Herbst, Philip O. Doescher, Hak Choy, and Ritsuko Komaki

George R. Blumenschein Jr, Frank
Fossella, Roy S. Herbst, and Ritsuko
Komaki, The University of Texas MD
Anderson Cancer Center, Houston; Hak
Choy, The University of Texas South-
western, Dallas, TX; Rebecca Paulus,
Radiation Therapy Oncology Group
Statistical Center; Walter J. Curran and
Maria Werner-Wasik, Thomas Jefferson
University Hospital, Philadelphia, PA;
Francisco Robert, University of Alabama
at Birmingham, Birmingham, AL; and Philip
O. Doescher, Medical College of Wiscon-
sin, Milwaukee, WI.

Submitted September 28, 2010; accepted
March 16, 2011; published online ahead of
print at www.jco.org on May 9, 2011.

Supported by Grants No. RTOG U10
CA21661, CCOP U10 CA37422, and Stat
U10 CA32115 from the National Cancer
Institute.

Presented at the 41st Annual Meeting of
the American Society of Clinical Oncology,
Orlando, FL, May 13-17, 2005; 11th World
Conference on Lung Cancer (International
Association for the Study of Lung Cancer
[IASLC]), Barcelona, Spain, July 3-6, 2005;
12th World Conference on Lung Cancer
(IASLC), Seoul, Korea, September 2-6,
2007; 43rd Annual Meeting of the Ameri-
can Society of Clinical Oncology, Chicago,
IL, June 1-4, 2007; and 44th Annual Meet-
ing of the American Society of Clinical
Oncology, Chicago, IL, May 30-June 2,
2008.

Authors’ disclosures of potential con-
flicts of interest and author contribu-
tions are found at the end of this
article.

Clinical Trials repository link available on
JCO.org.

Corresponding author: George R.
Blumenschein Jr, MD, Department of
Thoracic/Head and Neck Medical Oncol-
ogy, University of Texas MD Anderson
Cancer Center, 1515 Holcombe Blvd,
Box 432, Houston, TX 77030-4009;
e-mail: gblumens@mdanderson.org.

© 2011 by American Society of Clinical
Oncology

0732-183X/11/2917-2312/$20.00

DOI: 10.1200/JCO.2010.31.7875

A B S T R A C T

Purpose
Non–small-cell lung cancer (NSCLC) commonly expresses the epidermal growth factor receptor
(EGFR), which is associated with poor clinical outcome. Cetuximab is a chimerized monoclonal
antibody that targets the EGFR and, in preclinical models, it demonstrates radiosensitization
properties. We report a phase II trial testing the combination of cetuximab with chemoradiother-
apy (CRT) in unresectable stage III NSCLC.

Patients and Methods
Eligibility criteria included unresectable stage III NSCLC, Zubrod performance status � 1, weight
loss � 5%, forced expiratory volume in 1 second � 1.2 L, and adequate organ function. Patients
received an initial dose of cetuximab (400 mg/m2) on day 1 of week 1 and then weekly doses of
cetuximab (250 mg/m2) until completion of therapy (weeks 2 through 17). During week 2, patients
started CRT (63 Gy in 35 fractions) with weekly carboplatin at area under the [concentration-time]
curve (AUC) 2 and six doses of paclitaxel at 45 mg/m2 followed by carboplatin (AUC 6) and two
cycles of paclitaxel (200 mg/m2) during weeks 12 through 17. Primary end points included safety
and compliance of concurrent cetuximab and CRT.

Results
In all, 93 patients were enrolled and 87 were evaluable. Median follow-up was 21.6 months.
Response rate was 62% (n � 54), median survival was 22.7 months, and 24-month overall survival
was 49.3%. Adverse events related to treatment included 20% grade 4 hematologic toxicities, 8%
grade 3 esophagitis, and 7% grade 3 to 4 pneumonitis. There were five grade 5 events.

Conclusion
The combination of cetuximab with CRT is feasible and shows promising activity. The median and
overall survival achieved with this regimen were longer than any previously reported by the
Radiation Therapy Oncology Group.

J Clin Oncol 29:2312-2318. © 2011 by American Society of Clinical Oncology

INTRODUCTION

Lung cancer remains the leading cause of cancer-
related death in the United States. It is estimated that
215,020 people were diagnosed with lung cancer in
2008, and approximately 161,840 people died as a
result of lung cancer during the course of that year.1

Non–small-cell lung cancer (NSCLC) accounts
for approximately 85% of lung cancer diagnoses.2,3

For the 35% to 40% of patients with locally ad-
vanced, inoperable disease, the recommended ther-
apeutic approach is combined-modality therapy
with thoracic radiation therapy (TRT) and chemo-
therapy.4-6 Within the Radiation Therapy Oncology
Group (RTOG) standard of care is paclitaxel and
carboplatin given concurrently with TRT, followed

by consolidation chemotherapy.7 An area under in-
vestigation is the addition of molecularly targeted
agents to chemoradiotherapy (CRT) regimens.

The epidermal growth factor receptor (EGFR)
pathway is associated with resistance to both cyto-
toxic chemotherapy and radiation therapy in cancer
cell lines and is a validated therapeutic target in
NSCLC.8-12 Cetuximab is an anti-EGFR immuno-
globulin G1 monoclonal antibody that targets the
extracellular domain of the EGFR and binds to the
receptor with an affinity that is 1 log higher than
the naturally occurring ligand.13 Preclinical data in-
dicate thatcetuximabcanamplify response tochem-
otherapy and has radiosensitizing properties.14-21

Combinations of cetuximab with various
chemotherapy regimens have been evaluated in
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patients with NSCLC in the metastatic setting demonstrating that
cetuximab is effective and tolerable with a manageable safety profile.22-26

Cetuximab is approved for use in patients with squamous cell carci-
noma of the head and neck (SCCHN) on the basis of the results of a
randomized phase III trial that demonstrated improvement in both
survival and locoregional control in those patients who received radi-
ation and cetuximab versus radiation alone.27

On the basis of these data, we hypothesized that adding an agent
targeting the EGFR pathway to CRT would improve the efficacy of
CRT in patients with NSCLC. We now report the results of a phase II
feasibility study to evaluate the safety, toxicity, and efficacy of the
addition of cetuximab to the standard RTOG CRT regimen in patients
with stage IIIA or IIIB NSCLC.

PATIENTS AND METHODS

Patient Selection

Patients were eligible if they were � 18 years of age with untreated patholog-
ically confirmed inoperable stage IIIA or IIIB NSCLC, weight loss of less than 5%
over the 3 months before registration, a Zubrod performance status (PS) of 0 to 1,
forced expiratory ventilation in 1 second � 1,200 cm3, measurable disease by
Response Evaluation Criteria in Solid Tumors (RECIST), and adequate organ
(bone marrow, kidney, liver, heart) function.28

Included in the prestudy evaluation were history and physical exam-
ination, assessment of PS, complete blood count, and laboratory profile
within 2 weeks before study entry. Patients had to have computed tomog-
raphy (CT) or magnetic resonance imaging scans of the chest, ECG, bone
scan (positron emission tomography could be substituted), CT or mag-
netic resonance imaging scan of the brain, and pulmonary function tests
within 4 weeks before study entry. CT scans were used for all subsequent
evaluations and for tumor measurements.

Informed consent was obtained from eligible patients before prestudy
assessments, and the protocol was approved by the institutional review board
of each participating center in agreement with local regulatory requirements.

Treatment Schedule

Eligible patients received an intravenous (IV) loading dose of cetuximab
(400 mg/m2) week 1 day 1 over 2 hours and then weekly cetuximab 250 mg/m2

IV over 60 minutes without interruption for the duration of treatment (17
weeks total). Cetuximab was given before the administration of chemotherapy

and TRT during the concurrent and consolidation portions of treatment,
respectively. During weeks 2 through 8, patients received CRT (63 Gy in 35
fractions) with weekly IV paclitaxel 45 mg/m2 administered over 1 hour
followed by IV carboplatin (target area under the [concentration-time] curve
[AUC] of 2 mg/mL � min; administered over 30 minutes) at AUC 2 for seven
doses. Beginning at week 9, patients continued to receive weekly doses of
single-agent cetuximab and, starting at week 12, after administration of cex-
tuximab, IV paclitaxel at 200 mg/m2 was administered over 3 hours followed
by carboplatin AUC 6 over 30 minutes every 3 weeks for two cycles (weeks
12 through 17; Fig 1). The dose of carboplatin was calculated by using the
modified Calvert formula which uses creatinine clearance estimated by the
Cockroft-Gault equation.29

TRT began at week 2 and all patients received 3D conformal radiother-
apy. Patients received a total dose of 63 Gy in 35 fractions over 7 weeks, 1.8
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Gy � 25 fractions to an initial target volume, including selective elective nodal
irradiation, followed by 1.8 Gy � 10 fractions to a boost volume. The initial
target volume treated to 45 Gy included the primary tumor and grossly in-
volved lymph nodes (gross tumor volume) with a 1-cm microscopic margin
(clinical target volume 1 [CTV1]) plus the mediastinum and ipsilateral hilum
with a 2-cm margin (CTV2). The initial field borders for upper and middle
lobe tumors were 3 cm below the carina for CTV2. Contralateral supraclavic-
ular and hilar lymph nodes were not included (unless they were grossly in-
volved). The boost volume (CVT1) included the primary tumor and grossly
involved lymph nodes with a 1-cm margin. Radiotherapy and chemotherapy
quality assurance was performed by central review for all patients.

Treatment Modifications

CTV for this study was defined as the pretreatment gross tumor volume
plus 1 cm. Patients received a total dose of 63 Gy in 35 fractions over 7 weeks,
1.8 Gy � 25 fractions, then 1.8 Gy � 10 fractions using standard fractionated

radiotherapy. Standard fractionated radiotherapy was defined as 1.8 to 2.0 Gy
once daily radiation to a dose of 70.2 Gy or less, including 2D and 3D confor-
mal radiotherapy. Deviations of up to 5% were allowed for the daily dose.
Radiotherapy interruptions or delays were permitted for grade 4 esophagitis/
mucositis or skin toxicity and/or grade � 3 pulmonary toxicity; resumption of
radiotherapy was allowed once toxicity had resolved to grade � 2. Interrup-
tions in radiotherapy longer than 2 weeks resulted in removal of the patient
from protocol treatment.

Chemotherapy

During CRT, paclitaxel, carboplatin, and cetuximab doses were held if
the neutrophil level dropped below 1,000/�L or the patient experienced neu-
tropenic fever. Chemotherapy was held if the platelet count dropped below
75,000/�L, and cetuximab was held for platelet counts of less than 25,000/�L.
Treatment was resumed once the counts had recovered. Paclitaxel, carbopla-
tin, and cetuximab were held for grade 3 nonhematologic toxicities until the
toxicity had resolved to grade � 2. If paclitaxel and/or carboplatin dose was
held for more than two consecutive weeks, the drug(s) were held permanently
for the duration of concurrent therapy.

For the consolidation treatment, paclitaxel and carboplatin doses were
held if the neutrophil or platelet count dropped below 1,500/�L or 75,000/�L,
respectively, and were reduced by one dose level if the counts had not fully
recovered in 1 week. If the patient had neutropenic fever, a neutrophil count
below 500/�L, or platelet count less than 25,000/�L, chemotherapy was re-
duced by one dose level on recovery of the counts. Cetuximab was not held for
hematologic toxicities but the dose was reduced if said toxicities did not resolve
after chemotherapy was held. Nonhematologic toxicities were managed as
described for the concurrent portion of treatment. Dose delays greater than 2
weeks resulted in suspension of chemotherapy for the consolidation cycles.
Cetuximab was discontinued for grade 3 or 4 allergic, hypersensitivity, or
cytokine release reaction. Grade 3 skin toxicities induced by cetuximab were
managed as outlined in Figure 2.

Assessment of Efficacy and Safety

Data were collected on efficacy, safety, concomitant medications, and
therapies until the first follow-up visit to occur 4 weeks after discontinuation of

Table 1. Pretreatment Characteristics (n � 87)

Characteristic No. %

Age, years
Median 64
Range 42-85

Sex
Male 50 57
Female 37 43

Zubrod performance status
0 41 47
1 46 53

Stage
IIIA 40 46
IIIB 47 54

Table 2. Chemotherapy and Radiotherapy Review (n � 87)

Variable

Loading Dose
Cetuximab

Concurrent
Cetuximab and
Chemoradiation

Consolidation
Therapy

No. % No. % No. %

Chemotherapy review
Not reviewed 3 3 2 2 2 2
Reviewed 84 97 85 98 85 98
Per protocol 81 96 68 80 58 68

Not specified by reviewer 2 2 3 4 2 3
No modifications and/or delays 72 89 37 54 24 41
Modifications and/or delays 7 9 28 41 32 55

Not per protocol 1 1 12 14 17 20
Modifications and/or delays with � 80% of protocol dose given 1 100 4 44 2 17
Modifications and/or delays with � 80% of protocol dose given 0 0 5 56 10 83

Not evaluable 2 2 5 6 10 12
Radiotherapy review

Reviewed 87 100
Per protocol 68 78

Acceptable variation 7 8
Unacceptable deviation 3 3
Incomplete RT/death 4 5
Incomplete RT/progression 1 1
No RT given 2 2

Not evaluable 2 2

Abbreviation: RT, radiotherapy.
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the last study drug. Post-treatment follow-up included an evaluation approx-
imately 30 days after completion of all protocol treatment. All patients were
followed for a minimum of 30 days after the last dose of study therapy or every
4 weeks until all study drug–related toxicities resolved, returned to base-
line, or were deemed irreversible, whichever was longer. Patients were seen
in follow-up every 3 months for 2 years and then every 4 months for 2 years.

Adverse events (AEs) were defined by National Cancer Institute
Common Terminology Criteria for Adverse Events (NCI-CTCAE) version
3.0. There were five reviews of the rate of grade 3 or worse of the following
nonhematologic toxicities: treatment-related esophagitis and pneumonitis
within 90 days of the first day of TRT. These occurred after the 10th, 20th,
30th, 60th, and 80th patients had been treated and followed for at least 90
days from the end of radiation therapy. Response rate (determined 2
months after completion of consolidation chemotherapy) was defined as
the proportion of patients who achieved a complete response or partial
response by RECIST.28

Statistical Analysis

The primary end point of this study was to assess the feasibility of
concurrent cetuximab and CRT as measured by safety and compliance; sec-
ondary end points included assessment of the treatment response rate, overall
survival (OS), and time to disease progression. With 80 evaluable patients, the
study provided sufficient power to evaluate both safety and OS. By using a
Fleming one-sample multiple test procedure with type I and type II errors of
15% and 14%, the study was able to test the null hypothesis that the true
toxicity rate of adding cetuximab to CRT followed by consolidation chemo-
therapy was greater than 75% versus the alternative hypothesis that the true
rate was no more than 60%.30 If no early stopping rules were met, at the final
look, if grade 3 or 4 nonhematologic AEs occurring before the start of consol-
idation therapy or within 90 days of start of TRT are reported for 55 or fewer

patients, the null hypothesis will be rejected and the conclusion will be that the
true rate of these AEs is no more than 60%. The sample size also provided 81%
power to detect an increase in median survival (MS) time from 17 months to
24 months with a one-sided alpha of .10.31 Adjusting by 5% to account for
ineligibility resulted in a final targeted sample size of 84 patients.

Safety was measured by the rate of grade 3 or worse nonhematologic
toxicities occurring before the beginning of consolidation therapy or within 90
days of the start of TRT; compliance was defined as the completion of the
treatment regimen with no more than minor variations. A failure event for OS
was considered a death due to any cause; OS rates were calculated by using the
Kaplan-Meier method. A failure event for time to progression was considered
the first of the following: local, regional, or distant progression. Patients with-
out failure were censored at the date of death or last follow-up; death without
failure was considered a competing risk. Time to tumor progression was
calculated by using the cumulative incidence method.32,33

RESULTS

Patient Characteristics

Between March 2004 and June 2005, 93 patients from 42 RTOG
centers were enrolled onto the study. Of the 93 patients enrolled, six
patients were deemed ineligible (one patient had an forced expiratory
ventilation � 1,200 cm3, two patients had weight loss � 5%, one
patient’s protocol treatment started before registration, one patient’s
staging workup was not completed, and one patient refused treatment
after consenting for therapy). Characteristics and stage subsets of 87
patients are listed in Table 1. The median age was 64 years, 54% of

Table 3. Adverse Events Reported As Definitely, Probably, or Possibly Related to Treatment (n � 87)

Category

At Any Time Prior to Beginning Consolidation or Within 90 Days of RT Start

Grade Grade

1

2 3 4 5 1 2 3 4 5

No. % No. % No. % No. % No. % No. % No. % No. % No. %

Allergy/immunology 2 2 3 1 0 2 2 4 1 0
Auditory/ear 0 1 0 0 0 0 0 0 0 0
Blood/bone marrow 7 12 31 17 0 13 16 29 6 0
Cardiac arrhythmia 0 3 2 0 0 1 0 0 0 0
Cardiac general 3 4 3 2 0 2 3 0 1 0
Constitutional symptoms 14 40 17 0 0 31 27 11 0 0
Death 0 0 0 0 1 0 0 0 0 0
Dermatology/skin 13 40 20 1 0 19 37 19 1 0
Endocrine 0 2 0 0 0 1 1 0 0 0
GI 14 47 12 2 0 18 45 8 0 0
Hemorrhage/bleeding 23 0 0 0 0 19 0 0 0 0
Hepatobiliary/pancreas 2 1 0 0 0 1 0 0 0 0
Infection 0 10 9 2 1 0 4 5 2 0
Lymphatics 5 0 0 0 0 0 0 0 0 0
Metabolic/laboratory 22 15 13 2 0 26 9 12 0 0
Musculoskeletal/soft tissue 4 0 1 0 0 3 0 0 0 0
Neurology 22 18 9 0 1 12 4 6 0 0
Ocular/visual 6 7 0 0 0 5 2 0 0 0
Pain 12 24 9 0 0 11 16 8 0 0
Pulmonary/upper respiratory 20 26 14 1 4 13 12 11 0 3
Renal/genitourinary 1 2 0 0 0 0 1 0 0 0
Syndromes 0 0 2 0 0 0 0 2 0 0
Vascular 0 0 0 2 0 0 0 0 2 0
Worst nonhematologic 0 24 28 46 53 7 8 6 7 2 2 30 34 44 51 5 6 3 3
Worst overall 0 12 14 44 51 21 24 6 7 0 23 26 48 55 10 11 3 3

RTOG 0324
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patients had stage IIIB, 25% had N3 disease, and 57% of patients were
male. Pretreatment positron emission tomography scans were ob-
tained in 84% of patients and used in staging for 64% of patients. All
patients had dose volume histograms and Zubrod PS of 0 to 1.

Treatment Delivery and Compliance

Chemotherapy reviews were complete for 84 patients (97%).
Eighty-one patients (96%) completed induction cextuximab per pro-
tocol, with one patient receiving the induction cextuximab with mod-
ifications and/or delays within � 80% of the intended protocol dose;
two patients were not evaluable because of lack of documentation.

Sixty-eight patients (80%) completed concurrent cetuximab and
CRT per protocol, 12 patients (14%) were not treated per protocol,
and five patients were not evaluable. During the consolidation portion
of therapy, 58 patients (68%) were treated per protocol with 17 pa-
tients (20%) treated outside the parameters described by the study and
10 patients (12%) not evaluable. Details of the chemotherapy review
are listed in Table 2.

Seventy-five patients (86%) had TRT delivered per protocol or
with an acceptable variation, and three (3%) had unacceptable devia-
tion. Of the remaining nine patients, five (6%) had incomplete TRT
because of progression (n � 1) or death (n � 4), and four (4%) had no
TRT (n � 2) or were not evaluable (n � 2; Table 2).

Safety

The AEs reported as definitely, probably, or possibly related to
treatment are outlined in Table 3. Fifty-two patients (60%) experi-
enced treatment-related grade 3 or worse nonhematologic AEs before
the start of consolidation therapy or within 90 days of start of TRT.
Since this number is � 55, the safety conclusion is that the true rate of
the specified AEs is not more than 60%. Overall, 59 patients (68%) had
grade 3 or higher treatment-related nonhematologic AEs. The grade 3
esophagitis rate was 7%, and the grade 3 and higher pneumonitis rate
was 9%. There were six grade 5 adverse events that were reported as
definitely, probably, or possibly related to treatment. These events
included acute respiratory distress syndrome with associated hypoxia
87 days after starting TRT, sepsis 65 days after starting TRT, enceph-
alopathy and hypoxia 99 days after starting TRT, pneumonitis 46 and
84 days after starting TRT, and death not otherwise specified (thought
to be a cardiopulmonary arrest) 95 days after the start of TRT. Three of
the six grade 5 AEs attributed to study treatment (acute respiratory
distress syndrome with hypoxia, encephalopathy and hypoxia, and
pneumonitis at 46 days) had unacceptable study deviations in TRT
planning, with volume of lung receiving at least 20 Gy of 65%, 40%,
and 50%, respectively.

Efficacy

With a median follow-up of 21.6 months, the 24-month progres-
sion failure rate was 55.2% (95% CI, 44.6% to 65.7%; Fig 3). The
24-month survival rate was 49.3% (95% CI, 38.3% to 59.3%), and MS
was 22.7 months (95% CI, 15.3 to 30.4 months). There were 25
patients (29%) who had a complete response and an additional 29
patients (33%) who had a partial response for an overall response rate
of 62%. Fourteen patients had stable disease (16%), and 10 patients
(11%) had progressive disease as their best outcome. Nine patients
(10%) had no or inadequate reassessment or their records were un-
available for review.

DISCUSSION

This regimen proved to be well tolerated and did not reveal any
unexpected safety signals. The incidence of grade � 3 nonhematologic
toxicities was 60% (n � 52), which is similar to the rate of 68%
reported in arm 3 (CRT followed by consolidation chemotherapy) of
the locally advanced multimodality protocol (LAMP)/ACR427 trial,
which served as historical control.7 The most frequently occurring AEs
that were attributable to protocol therapy included skin, GI, pulmo-
nary, and metabolic/laboratory toxicities. The rate of grade 3 esoph-
agitis reported in this study is 7%, which is better than the 28% rate
reported in arm 3 of LAMP/ACR427 and the 25% rate reported in the
concurrent arm of RTOG 9410.6,7 The 9% rate of grade 3 to 5 pneu-
monitis in this study is consistent with rates previously reported for
CRT alone.6,34,35

There were six deaths reported in this trial as potentially related to
protocol therapy. Three of these had a respiratory component and
unacceptable study deviations in the volume of lung included in the
radiation fields. Previous CRT trials have seen grade 5 toxicities of 2%
(LAMP), 3.5% (RTOG 9410), and 4% (Southwest Oncology Group
[SWOG] 9504).6,7,34

The lack of added grade 3 and higher toxicity from the addition of
cetuximab to CRT mirrors the findings in a phase III trial in SCCHN
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reported by Bonner27 in which the combination of cetuximab and
radiation did not increase local toxicities within the radiation field
compared with radiation alone.27,36

The trial also met its feasibility end point in regard to compliance
because the majority of patients were able to complete the intended
therapy. TRT was delivered per protocol or within acceptable varia-
tion for 86% of patients treated. The cetuximab-chemotherapy com-
binations were delivered per protocol in a majority of patients, with
96% of the patients receiving their loading dose of cetuximab per
protocol, 80% receiving the concurrent portion of cetuximab and
chemotherapy per protocol, and 68% receiving consolidation treat-
ment of cetuximab and chemotherapy per protocol. Delivery of
cetuximab-chemotherapy combination therapy was similar to the
rates of chemotherapy administered in the CRT-consolidation arm
of LAMP/ACR427 (70% for concurrent therapy and 67% for con-
solidation therapy).7 There was no increase in toxicity or decline
in dose intensity of treatment with the addition of cetuximab to
standard CRT.

Although cetuximab has marginal activity as a single agent in
metastatic NSCLC, there is strong preclinical rationale for its use in
combination with either chemotherapy or RT.18-21,37 The additive
effects of cetuximab to either chemotherapy or radiation have been
validated by the results of several large randomized clinical trials in
both NSCLC and SCCHN. The FLEX trial, which compared the
regimen of vinorelbine and cisplatin with or without the addition of
cetuximab in 1,125 chemotherapy-naive patients with metastatic
NSCLC, reported a statistically significant improvement in OS when
cetuximab was added to platinum-based chemotherapy.26 The phase
III trial by Bonner et al27 showed an improvement in both local control
and OS with the combination of cetuximab and radiation compared
with radiation alone, supporting a radiosensitizing effect of cetux-
imab. The efficacy observed in RTOG 0324 demonstrates a clinical
benefit superior to that seen in previously reported RTOG studies. The
progression-free survival reported in this trial was 12 months with an
MS of 22.7 months and a 2-year survival rate of 49.3%. In comparison,
the third arm of the LAMP/ACR427 trial reported a progression-free
survival of 8.7 months, an MS of 16.3 months, and 2-year survival rate
of 31%.7 In RTOG 9410, the concurrent arm reported an MS of 17
months and a 2-year survival rate of 37%.6

In conclusion, the regimen of cetuximab with the RTOG stan-
dard of weekly paclitaxel, carboplatin, and TRT is feasible and can be
successfully administered to patients in a cooperative group setting.
The efficacy observed in RTOG 0324 appears to be promising when
compared with historical data from previous RTOG studies. A confir-
matory intergroup trial, RTOG 0617, is currently evaluating the addi-
tion of cetuximab to CRT in a phase III setting.
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