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Clinical Trials:
Cancer Patients Satisfied With Experience
In Clinical Trials, Survey Of 2,000 Finds 

ASCO Annual Meeting: New Regimens
Promising For Metastatic Colon Cancer

By Lawrence M. Prescott
ATLANTA—A number of novel treatment approaches for patients 

with locally advanced or metastatic colorectal cancer appear to offer real 
benefit against one of the most frequent malignant tumors worldwide, said 
investigators presenting their studies at the annual meeting of the American 
Society of Clinical Oncology here last month.

Following are highlights of three different therapeutic modalities.

Cetuximab plus Chemotherapy in Metastatic Colorectal Cancer
Preliminary results of a phase II comparative study of the monoclonal 

antibody cetuximab (Erbitux, Imclone/MerckGaA) plus the chemotherapeutic 
agents capecitabine (Xeloda, Roche) and oxaliplatin (Eloxatin, Sanofi Aventis) 
(CCO) versus cetuximab plus capecitabine and irinotecan (Camptosar, 
Pharmacia & Upjohn) (CCI) point out that both treatment regimens are feasible 

While the majority of cancer clinical trial participants are highly satisfied 
with their experience, as few as one in 10 cancer survivors report ever being 
made aware of trial opportunities during treatment, according to a survey 
conducted by the Coalition of Cancer Cooperative Groups and Northwestern 
University.

Survey results from nearly 2,000 U.S. cancer survivors polled were 
reported at the American Society of Clinical Oncology annual meeting in 
Atlanta.

Currently, there are 4,970 clinical trials underway in the U.S. for the 
diagnosis, prevention, treatment, and management of symptoms for cancer, 
according to NIH.

Of these studies an estimated 3,200 pertain to the treatment of cancer, 
according to the National Cancer Institute’s PDQ database. NCI also shows 
that 1,405 of these treatment studies are being conducted with federal funding 
through the NCI; the remainder are being conducted by various private sector 
sponsors such as pharmaceutical companies, academic institutions and single 
investigators.

“We are at a real turning point in the development of new cancer 
treatments with the large number of clinical trials currently underway, but too 
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and highly effective as first-line therapy for patients 
with metastatic colorectal cancer, according to Volker 
Heinemann, professor of medical oncology, University 
Hospital and Medical Clinic III, University of Munich, 
Munich, Germany.

“While combinations of infusional 5-FU/FA with 
either oxaliplatin (FOLFOX) or irinotecan (FOLFIRI) 
have become standards of care in the treatment of 
metastatic colorectal cancer, in this trial, the replacement 
of 5FU/FA by capecitabine, an oral fluoropyrimidine, 
and the addition of cetuximab, an antibody directed 
against the EGF-receptor resulted in increased efficacy,” 
said Heinemann.

A total of 92 patients with metastatic colorectal 
cancer were enrolled in this randomized trial and 
randomly assigned to three week cycles of therapy with 
either CCI or CCO.  In the CCI arm, patients received 
cetuximab (400 mg/m2 iv on day 1 of cycle 1 and 250 
mg/m2 subsequently), capecitabine (2 X 800 mg/m2 
orally on days 1 to 14), and irinotecan (200 mg/m2 iv on 
day 1).  In the CCO arm, cetuximab was combined with 
capecitabine ( 2 X 1000 mg/m2 orally on days 1 to 14) 
and oxaliplatin (130 mg/m2 iv on day 1). The primary 
endpoint was objective response rate.  Secondary 
endpoints included time to progression, disease 
stabilization rate (CR + PR + SD), and tolerability.

Overall, there were 52 patients evaluable for 
efficacy, 27 in the CCI group and 25 in the CCO group, 
and 50 evaluable for toxicity, 25 in each group. The 
response rate in the CCI arm was 41% (11/27), with 
2 complete responses (CR) and 9 partial responses 
(PR), while the response rate in the CCO arm was 68% 
(17/25), with 2 CR and 15 PR. The disease stabilization 
rate (CR + Pr + SD) was 88.9% (24/27) in the CCI group 
and 92% (23/25) in the CCO group.  The treatment 
regimens were generally well tolerated with adverse 
events common to the drugs used.

Panitumumab in Metastatic Colorectal Cancer
Panitumumab (Amgen) a novel, fully human 

monoclonal antibody directed against epidermal growth 
factor receptor (EGFr) has been shown to have antitumor 
activity in refractory metastatic colorectal cancer 
patients with >10% EGFr tumor membrane expression 
levels, reported Jordan Berlin, associate professor of 
medicine, division of hematology-oncology, department 
of medicine, and clinical director, gastrointestinal 
oncology, Vanderbilt University Medical Center, 
Nashville, Tennessee.

“In this interim analysis, objective response rates 
were 8%, all partial response (PR), and 21% stable 
disease (SD), for a 29% disease control,” Berlin said. 
“The study is ongoing and the final analysis will be 
reported at a later date.”

In this multicenter, phase 2 study of 300 planned 
patients, to date, a total of 91 patients have been enrolled, 
all of whom have documented disease progression 
following adequate doses of fluoropyrimidine, irinotecan, 
and oxaliplatin (centrally confirmed refractory metastatic 
colorectal cancer) and EGFr staining in >10% of 
evaluable tumor cells. Panitumumab was administered 
at 6 mg/kg every two weeks until disease progression 
or drug intolerability. Tumor response assessments were 
to be carried out at weeks 8, 12, 16, 24, 32, 40, and 48 
and every three months until disease progression.  Safety 
monitoring was done throughout the study.

The 91 patients all received one or more doses 
of panitumumab and were considered the safety data 
set. In this group, 39 patients had 20 or more weeks of 
followup from enrollment date and were considered the 
efficacy set.  As noted earlier, at 16 weeks, there were 3 
PR, for an objective response rate of 8% and 8 SD, for 
a stabilization of disease rate of 21%.  In addition, 19 
patients or 49% had disease progression and 9 patients 
or 23% were unevaluable.  The median progression-free 
survival time was 7.6 weeks.

In the safety set, the median number of panitumumab 
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infuisons was 4, ranging from 1 to 18.  Although the 
clinical protocols did not require premedication or 
a loading dose for panitumumab, the incidence of 
infusion reactions was only 1.0%, with one patient 
having a grade 3 hypersensitivity reaction considered 
related to the drug.  This patient continued treatment 
with premedication. Overall, panitumumab was well 
tolerated, with no anti-panitumumab antibody formation 
detected and low-grade skin related toxicity as the most 
common drug-related adverse effect.

Oxaliplatin, Fluoropyrimidine, And Bevacizumab
Final analaysis of the TREE study points out that the 

addition of bevacizumab (Avastin, Genentech) added to 
the usual standard of care of oxaliplatin (Eloxatin, Sanofi 
Aventis) plus any of three fluoropyrimidine regimens 
such as an intravenous infusion of 5-fluorouracil (5-
FU) (Efudex, Roche)/leucovorin (LV) (Wellcovorin, 
Immunex) (FOLFOX), bolus 5-FU (bFOL), or oral 
capecitabine (Xeloda, Roche) (CAPEOX) is active 
and well tolerated in patients with previously untreated 
metastatic colorectal cancer, said Howard Hochster, 
professor, department of medicine, New York University 
School of Medicine.

“Adding bevacizumab to any of the three 
oxaliplatin/fluoropyrimidine regimens, we see that 
the response rate was increased by approximately ten 
percent for each arm, time to progression was increased 
by about two months, and overall survival went from 
18.2 to 24.4 months,” Hochster said.  “With the dose 
reduction of capecitabine in the TREE-2 cohort, 
CAPEOX plus bevacizumab was tolerated better than 
CAPEOX alone in the TREE-1 arm and had equivalent 
activity to FOLFOX with bevacizumab in terms of both 
response rate, time to progression and survival.”

The TREE trial began as a comparative study of 
oxaliplatin and fluoropyrimidine regimens to determine 
whether bolus F-FU or oral capecitabine when combined 
with oxaliplatin would give the same toxicity as the 
FOLFOX regimen or would have a different toxicity 
spectrum, Hochster said. In this cohort—the TREE-
1 study—150 patients were enrolled and randomly 
assigned to one of the three treatment regimens. The 
regimens in TREE-1 were standard dosages reported by 
European investigators, with an oral capecitabine dose 
of 1000 mg/m2 twice daily, on days 1 to 14 every three 
weeks. The TREE-2 study, which enrolled 213 patients, 
included the same three regimens in combination with 
the vascular epithelial growth factor (VEGF) inhibitor 
bevacizumab. In the TREE-2 cohort, the chemotherapy 
regimens were the same as in TREE-1 with the exception 

of the capecitabine dose, which was reduced to 850 mg/
m2 orally twice a day, based on the toxicity observed in 
TREE-1. The primary objective of the overall TREE trial 
was the incidence of grade 3/4 toxicity during the initial 
12 weeks of therapy. Secondary objectives excluded 
response rates, time to progression, time to treatment 
failure, and overall survival.

With regard to the primary objective, the addition 
of bevacizumab in TREE-2 did not increase the 
chemotherapy-related toxicities seen in TREE-1. 
Overall, incidence of any grade 3/4 toxicity in TREE-1 
versus TREE-2 was FOLFOX 75% vs 66%, 6FOL 42% 
vs 59%, CAPEOX 73% vs 54% respectively, with no 
unexpected toxicity.

Response rates increased by 10% in each arm of 
TREE-2 compared to TREE-1. Time to treatment failure 
was 5 months in TREE-1 versus 5.5 months in TREE-2, 
a non-significant difference. Time to tumor progression 
was improved with the addition of bevacizumab, from 
about 7 months in TREE-1 to over 9 months in TREE-2, 
showing that lowering the capecitabine dose improved 
the outcome.

The survival curve for the three arms in the TREE-
1 study was 18.4 months, in line with earlier clinical 
trials evaluating oxaliplatin plus fluoropyrimidine alone. 
The median overall survival in the TREE-2 study was 
24.4 months, with 26 months for FOLFOX, 27 months 
for CAPEOX, and a lower 21 months for the bFOL 
regimen. The two year survival in the TREE-2 study ws 
51%, among the highest reported overall survival rates 
for any randomized trial to date.

Lapatinib Improves Outcome
Of Advanced Breast Cancer

By Lawrence M. Prescott
A T L A N T A — L a p a t i n i b  ( T y k e r b , 

GlaxoSmithKline), an orally administered, dual 
kinases inhibitor, when added to standard treatment 
with oral fluoropyrimidine capecitabine (Xeloda, 
Roche) in women with HER-2 positive breast cancer 
whose disease has progressed following trastuzumab 
(Herceptin, Genentech) therapy helps delay progression 
of disease compared to capecitabine alone, according to 
Charles Geyer, speaking at a scientific special session at 
the annual meeting of the American Society of Clinical 
Oncology.

“I think that our results show that the combination 
of lapatinib with capecitabine is an effective new 
regimen for advanced HER-2 positive breast cancer 
and should be considered a new standard of care for 
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women meeting eligibility criteria of this trial,” said 
Geyer, director of breast medical oncology, Allegheny 
General Hospital, Pittsburgh, Pa., and the principal 
investigator of this trial.

Trastuzumab is a very effective drug that has 
substantially improved the available treatments for 
women with metastatic breast cancer that produces large 
amounts of the HER2/neu protein, Geyer said. Because 
trastuzumab eventually stops controlling these cancers, 
there is a need for effective alternative treatment. There 
is evidence that dual blockade of signaling may be more 
effective than single agent inhibition provided by such 
agents as trastuzumab.

Since lapatinib has a substantially different 
mechanism of action than trastuzumab, it was reasonable 
to initially evaluate the drug in trastuzumab-resistant 
breast cancer.

An international multicenter, open-label phase III 
clinical study was carried out to evaluate and compare 
time to progression among women with refractory 
locally advanced or metastatic breast cancer treated with 
lapatinib plus capecitabine compared with capecitabine 
alone, Geyer explained. Women were randomly 
assigned to receive oral lapatinib 1250 mg once daily 
continuously with oral capecitabine 2000 mg/m2 daily 
on days one to fourteen or capecitabine 2500 mg/m2 
daily on days one to fourteen, every three weeks. 
Patients received treatment until disease progresson or 
unacceptable toxicity.

The original sample size for the trial was projected 
to be 528 patients, Geyer said. In April 2006, based 
on the unanimous recommendation of an Independent 
Data Monitoring Committee enrollment in the study 
was stopped as the planned interim analysis had met 
its primary endpoint of time to disease progression and 
exceeded the predetermined stopping criteria outlined 
in the committee charter. 

By the time of the IDMC recommendation, accrual 
had increased to 392 patients, with 321 randomized 
patients available for evaluation, 120 women in the 
lapatinib plus capecitabine group and 161 patients 
treated with capecitabine alone.

Median time to progression on the capecitabine 
arm was 19.7 weeks compared to 36.9 weeks with 
the combination of lapatinib plus capecitabine, time 
to progression being almost twice as long with the 
combination therapy compared to capecitabine alone, 
Geyer said. Response rate also was higher in the 
combination arm compared to capecitabine alone, 22.5 
percent versus 14.3 percent respectively. Survival data 
was not yet matured and at this early point in the trial 

there was no difference, 29 deaths being reported in 
both arms of the study.

Another issue addressed in the trial was the 
important problem of increased risk of brain metastases 
in women with metastatic HER-2 positive breast 
cancer, Geyer said. Looking at central nervous system 
(CNS) relapse specifically, there were 11 patients in the 
capecitabine alone group with a recurrence of cancer in 
the brain compared to four women treated with lapatinib 
plus capecitabine. While this does not reach statistical 
significance due to the relatively low overall numbers, 
there is definitely interest due to the strong trend.

The new regimen was generally well tolerated, 
Geyer said. The overall pattern of adverse events 
was similar, albeit diarrhea, hand-foot syndrome, and 
skin rash were more common in the lapatinib plus 
capecitabine group compared to capecitabine alone, but 
these were mainly grade 1/2 toxicities.  

Careful attention was also taken due to the 
possibility that successful HER-2 blockade might be 
assoc-iated with adverse events on the myocardium. 
Four women in the combination group met the protocol-
defined symptomatic left ventricular dysfunction 
resulting in a relative decline equal to 20 percent from 
baseline due to treatment. 

All recovered and three went back on chemotherapy 
and did not have another drop in ejection fraction.

few patients are aware that these trials even exist,” said 
Robert Comis, president and chairman of the Coalition 
of Cancer Cooperative Groups. “Serious lag times will 
continue to occur in completing these studies unless 
there is an improved dialogue between the physician 
and patient about trial opportunities.”

According to the American Cancer Society, there 
are approximately 1.5 million new cancer diagnoses 
each year, and about 10 million people are living with a 
cancer history. Of this growing population of survivors, 
1.5 million were diagnosed more than 20 years ago. 
The coalition estimates that nearly 200,000 newly 
diagnosed patients each year may be clinically eligible 
to participate in a cancer treatment trial, but currently 
only about 50,000 patients participate per year.

Comis and Jon Miller, professor and director 
of the Center for Biomedical Communications at the 
Feinberg School of Medicine, Northwestern University, 

Clinical Trials:
Survey Finds Most Patients
Satisfied With Trial Experience
(Continued from page 1)
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developed the survey and analyzed its data.
The survey determined that only 10 percent of the 

1,788 cancer survivors knew participation in a cancer 
clinical trial was an option. Of those who learned about 
trials, 73 percent cited their physician as the source of 
information. The participants’ type of cancer influenced 
their awareness, as did type of treatment.

“One of the most important steps a patient can 
take to regain some control when faced with a cancer 
diagnosis is to be as informed as possible about his or 
her disease,” Miller said. “It was encouraging to find 
that most patients would be inclined to participate if 
enrollment in a clinical trial was presented as a treatment 
option.”

Of patients surveyed, knowledge of trials 
significantly differed by cancer type (p <0.01 for all).  
The highest proportion of awareness occurred among 
survivors of leukemia (26 percent), followed by breast 
cancer (15 percent), lymphoma (14 percent), lung cancer 
(14 percent), and prostate cancer (12 percent).

Awareness rates dropped to 10 percent and less for 
melanoma, renal, colon or rectal, bladder, other women’s 
cancers and thyroid cancer.

Awareness also varied according to the type of 
treatment a patient received.  Patients who received 
surgery alone had a 5 percent level of awareness, 
whereas survivors treated with some form of systemic 
therapy reported an 18 percent awareness level and the 
highest level of participation.

Overall, three percent of survivors participated 
in a clinical trial, and an equal percentage declined. 
Enrollment in a cancer clinical trial was dependent upon 
the type of treatment the patient received, with 8 percent 
of the 492 patients who received some form of systemic 
therapy having entered a clinical trial as opposed to other 
treatments, which ranged from 1 to 3 percent.

Clinical trial participants reported very high 
levels of satisfaction, with several descriptions of their 
experience.

Specifically, 96 percent said they were treated with 
dignity and respect, 92 percent said they had a positive 
experience and 91 percent would recommend that family 
or friends participate in a trial if faced with cancer.

Only 9 percent said they felt like a guinea pig, 
contrary to the commonly held perception.

Survey participants were obtained from a sample 
of 40,000 adults, recruited by Knowledge Networks. 
Participants agreed to weekly surveys in exchange for 
a free WebTV box and ISP service. Of the 2,029 who 
reported a cancer diagnosis, 1,788 agreed to participate 
in the study reported at ASCO.

Cervical Cancer:
GSK Vaccine Prevents
Lesions Associated With HPV

Cervarix, GlaxoSmithKline’s candidate vaccine 
for cervical cancer prevention, showed 100 percent 
efficacy over 4.5 years against precancerous lesions 
associated with human papillomavirus types 16 and 18, 
the two most common cancer-causing HPV types, a new 
follow-up study shows. 

HPV 16 and 18 are responsible for more than 70 
per cent of cervical cancers globally.

The study, published in The Lancet, also found 
that HPV 16 and 18 antibodies were detected in over 
98 per cent of women for up to 4.5 years, indicating a 
sustained vaccine response.

The study provided evidence that Cevarix 
demonstrated substantial protection against infection 
with the third and fourth most prevalent cancer-causing 
types of HPV, namely types 45 and 31. This protection 
also extends over 4.5 years. GSK is conducting further 
large studies to determine the potential mechanism 
and extent of the demonstrated broader oncogenic 
protection.

HPV types 16, 18, 45 and 31 are responsible for 
80 percent of cervical cancers globally.

Moreover the study provides additional evidence 
that the vaccine is generally safe and well tolerated. 

“The results of this long-term follow-up analysis 
are an exciting milestone for those of us who are 
working to prevent cervical cancer, said Diane Harper, 
from Dartmouth Medical School. “These data illustrate 
that this AS04-adjuvanted candidate vaccine has so far 
demonstrated sustained protection against HPV 16 and 
18 infections and associated cervical lesions with no 
evidence of waning protection for these two HPV types. 
The vaccine has also shown evidence of protection 
against infection with other cancer-causing types of 
HPV beyond 16 and 18. In practice, these key findings 
may mean that GSK’s candidate HPV vaccine may offer 
long-term, sustained protection against a broader range 
of the most common cancer-causing types of HPV.”

The study was an extended follow-up analysis of 
women who participated in the primary efficacy study 
of GSK’s candidate HPV 16/18 vaccine. 

The primary study was a double-blind, controlled 
trial of 1,113 young women, between 15-25 years of 
age, randomized to receive three doses of the GSK’s 
candidate vaccine for cervical cancer formulated with 
the AS04 adjuvant system or, of a placebo on a 0, 1 and 
6 month schedule. 
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The extended follow-up study looked at study 
endpoints for 776 women from the same cohort of 
women for a period of up to 53 months.

The trial was conducted in the US, Canada 
and in Brazil and evaluated the efficacy, safety and 
immunogenicity of a HPV-16/18 L1 virus-like particle 
vaccine for the prevention of HPV 16 and/or HPV 18 
infections, as well as associated Pap smear abnormalities 
and cervical lesions.  In the extended follow up study, 
women were evaluated for HPV DNA using cervical 
samples and annual cervical cytology evaluations 
were performed.  Women were referred for colposcopy 
following protocol guidelines. Women were also 
assessed for long-term immunogenicity and safety.  The 
study follow-up continues.

The GSK’s vaccine was filed for approval in 
Europe in March 2006, with submission to the U.S. 
Food and Drug Administration expected by the end of 
2006.

It is currently undergoing extended phase III 
clinical trials involving more than 30,000 women 
worldwide.

Laryngeal Cancer:
ASCO Releases Guideline
On Larynx Preservation

The American Society of Clinical Oncology has 
developed a new clinical practice guideline on how to 
preserve laryngeal function in patients with cancer of 
the larynx. 

The new guideline is being published in the Aug. 
1 print issue of the Journal of Clinical Oncology.

The guideline includes a series of recommendations 
for larynx preservation. The first approach for the 
treatment of nearly all patients with early-stage 
laryngeal cancer should be with intent to preserve the 
larynx, the guideline states. For patients with later-
stage laryngeal cancer that does not extend outside the 
voice box and into the surrounding soft tissue, the most 
widely applicable approach for preserving the larynx is 
chemoradiation therapy.

“Larynx-preservation therapy is intended to 
improve the quality of life and function for patients with 
laryngeal cancer, without compromising their survival,” 
said David Pfister, senior author of the guideline and 
chief of the Head and Neck Medical Oncology Service 
at Memorial Sloan-Kettering Cancer Center. “There 
is often more than one treatment option for patients 
with laryngeal cancer, and it is important that the 
treating team discuss with patients the advantages and 

disadvantages of all available options.”
Treatment options available to preserve the 

larynx include: radiation therapy; chemoradiation 
(radiation therapy along with chemotherapy); and partial 
laryngectomy (surgery that removes part of the larynx). 
Evidence shows that larynx-preservation approaches 
can be used for selected patients without compromise 
of survival. However, no approach offers a survival 
advantage compared with total laryngectomy followed 
by additional therapy as necessary. A total laryngectomy 
is surgery that removes the entire larynx, and can be 
used as initial treatment for later-stage larynx cancer, or 
when a larynx-preservation approach is not successful. 
Afterwards patients can no longer speak using their 
vocal cords.

The guideline recommends that laryngeal cancer 
is best treated with a specialized team of doctors and 
other health-care professionals who can provide support 
and rehabilitative services. Patients are encouraged to 
talk with their doctors about the risks and benefits of 
various treatment options, including those that preserve 
the larynx as well as total laryngectomy.

“The removal of the larynx, or total laryngectomy, 
is widely recognized as one of the surgical procedures 
most feared by patients. Studies show that voice 
preservation is very important to many cancer patients,” 
Pfister said. “This guideline offers treatment options 
that focus on preservation of the organ and its function 
without compromising patient survival.”

Breast Cancer:
Chest X-Rays In BRCA Carriers
May Increase Cancer Risk

An analysis of 1,600 women with BRCA 1/2 
mutations suggests that exposure to chest X-rays may 
increase the risk of breast cancer, and that exposure 
before the age of 20 may be linked to particularly 
heightened risk. 

The research, conducted by a consortium of 
European cancer centers, was the first to analyze the 
impact of low-level X-ray exposure among women 
at genetically high risk for the disease. The study was 
published online June 26 in the Journal of Clinical 
Oncology.

“This is one of the first studies to demonstrate that 
women genetically predisposed to breast cancer may be 
more susceptible to low-dose ionizing radiation than 
other women,” said David Goldgar, a lead author of the 
study who was the chief of the Genetic Epidemiology 
Group at the International Agency for Research on 
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NCI-Approved Clinical Trials
The National Cancer Institute’s Cancer Therapy 

Program approved the following clinical research studies 
last month. For further information about a study, contact the 
principal investigator listed.

Phase I
Safety and Feasibility Study of  Bevacizumab with 

Paclitaxel, Carboplatin and Chest Radiotherapy in Patients 
with Locally Advanced Non-Small Lung Cancer. University 
of Chicago, protocol 7213. Mauer, Ann, phone 773-702-
4138.

Phase I Study of Ispenisib (SB-715992) in Pediatric 
Patients with Relapsed or Refractory Solid Tumors. COG 
Phase I Consortium, protocol ADVL0517, Dubowy, Ronald, 
phone 315-464-6133.

Phase I/II
Phase I/II Study of E7389 Halichondrin B Analog in 

Metastatic Urothelial Tract Cancer and Renal Insufficiency. 
City of Hope National Medical Center, protocol 7435, 
Aparicio, Ana, phone 323-865-0470.

Phase II
Phase II Study of R115777 in Large Granular 

Cancer in Lyon, France, at the time the research was 
conducted. “If confirmed in prospective studies, young 
women who are members of families known to have 
BRCA1 or BRCA2 mutations may wish to consider 
alternatives to X-ray, such as MRI.”

Researchers analyzed questionnaire data completed 
by more than 1,600 women who were involved in the 
International BRCA 1/2 Carrier Cohort Study (IBCCS) 
- a collaborative European study of women who carry 
BRCA 1/2 mutations. While all women were carriers, 
not all had developed breast cancer. The questionnaire 
asked whether a woman had ever received a chest X-ray, 
whether she had received chest X-ray before age 20, 
after age 20, or during both periods, and how many X-
rays she had been exposed to during each timeframe.

The study found that women with BRCA 1/2 
mutations who reported ever having a chest X-ray were 
54% more likely to develop breast cancer than women 
who had never undergone the procedure. In addition, 
women who were exposed to X-rays before age 20 
had a 2.5-fold increased risk of developing the disease 
before age 40, compared with women who had never 
been exposed.

“Since BRCA proteins are integral in repairing 
damage to breast cells, we hypothesized that women 
with BRCA 1/2 mutations would be less able to repair 
damage caused to DNA by ionizing radiation,” said 
Goldgar. “Our findings support this hypothesis and stress 
the need for prospective studies.”

Investigators noted two primary limitations of 
the study. The first was the potential for “recall bias,” 
meaning that women who had developed breast cancer 
might be more likely to remember receiving an X-ray 
than women who had not been diagnosed with the 
disease. The second was the lack of data on the specific 
dose and timing of radiation that was received.

Lung Cancer:
Female Smokers Face 
Double Risk For Lung Cancer

A study published in the Journal of the American 
Medical Association involving nearly 17,000 U.S. 
smokers confirms that women are twice as likely to 
develop lung cancer as men.

The findings also suggest that women are more 
likely than men to survive the disease. The results of the 
multicenter study led by Claudia Henschke of NewYork-
Presbyterian Hospital/Weill Cornell Medical Center 
were published in the July 12 issue of JAMA.

“These findings highlight the need to educate 

younger women that they are at higher risk of developing 
lung cancer, even when they’re smoking the same 
amount as men,” said Henschke, principal investigator of 
I-ELCAP and chief of Chest Imaging in the Department 
of Radiology at NewYork-Presbyterian/Weill Cornell. 
“Based on their excess vulnerability to tobacco smoke, 
women may also need to get screened for lung cancer 
earlier than men.”

This study follows up on preliminary research 
involving 2,490 smokers taking part in the Early Lung 
Cancer Action Project (ELCAP). The new data includes 
a total of 7,498 female and 9,427 male smokers who 
underwent CT lung cancer screening at centers across 
North America.

All of the study participants were current or former 
smokers aged 40 or older who showed no symptoms 
of lung cancer at the time of screening. Lung cancer 
was diagnosed in 156 of the 7,498 female participants 
(2 percent) and 113 of the 9,427 men in the study (1.2 
percent). After adjusting for differences of age and 
smoking history, women were found to have almost 
twice the risk of lung cancer (odds ratio of 1.9).

“That means that female smokers were nearly 
twice as likely to develop lung cancer compared to men 
of the same age and smoking history,” Henschke said.

Women who developed lung cancer were also 52 
percent less likely to die from the disease than men.
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Geisinger Health System has exciting opportunities for
cancer specialists to join the staff at The Henry Cancer
Center in Wilkes-Barre, Pennsylvania.  The Henry Cancer
Center is a partnership between Geisinger and Fox Chase
Cancer Center focused on the development of cancer
prevention strategies, cultivating cancer research, enhancing
diagnostic techniques and providing advanced treatment,
clinical trials and research to the people of North-
eastern and Central Pennsylvania.  A position at this
cutting-edge facility offers the opportunity to work under
the leadership of Mohammed Mohiuddin, MD, FRCR,
FACR, Medical Director of The Henry Cancer Center,
Co-Director of Geisinger Cancer Institute and renowned
cancer specialist.

Due to extraordinary growth and expansion of services, we
are currently seeking physicians in the following specialties:

� Surgical Oncology � Medical Oncology
� Gynecologic Oncology � Thoracic Medicine

� Hematology/Oncology � Mammography

Geisinger offers physicians:
� Comprehensive benefits package including full med/

mal coverage with tail coverage
� Robust clinical and research opportunities

� Opportunities for advancement and leadership
� Interconnectivity with Geisinger’s network of primary care

physicians via EPIC electronic health record

� Our stable population base and our advanced electronic
health records provide an ideal opportunity for the evalu-
ation of medical outcomes and best practices

To discuss these opportunities, contact:
Tina O’Neill, Physician Recruiter
Geisinger Department of Professional Staffing
100 North Academy Avenue, Danville, PA 17822-2428
Tel: 1-800-845-7112, ext. 6  � Fax: 1-800-622-2515
e-mail: toneill@geisinger.edu
Geisinger is a drug-screening employer; EOE/M/F/D/V
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Leading Cancer Care.

Lymphocyte Leukemia. Case Western Reserve, protocol 6823, 
Loughran, Thomas, phone 717-531-1078.

Phase II Study of Oral Suberoylanilide Hydroxamic 
Acid in Recurrent or Metastatic Transitional Cell Carcinoma 
of the Urothelium. City of Hope National Medical Center, 
protocol 6879, Quinn, David, phone 323-865-3956.

Randomized Phase II Trial of Sequential Versus 
Concurrent Docetaxel and PS-341 in Previously Treated 
Non-Small Cell Lung Cancer. City of Hope National Medical 
Center, protocol 7077, Lara, Primo, phone 916-734-3771.

Phase II Study of SGN-30 in Combination with CHOP 
in Anaplastic Large Cell Lymphoma. M.D. Anderson Cancer 
Center, protocol 7372, Pro, Barbara, phone 713-792-2860.

Phase II Study of ABT-751, an Orally Bioavailable 
Tubulin Binding Agent, in Children with Relapsed or 
Refractory Neuroblastoma. Children’s Oncology Group, 
protocol ANBL0621, Fox, Elizabeth, phone 301-402-6641.

Phase II Study of Bevacizumab in Combination 
with Definitive Radiotherapy and Cisplatin Chemotherapy 
in Untreated  Patients with Locally Advanced Cervical 
Carcinoma. Radiation Therapy Oncology Group, protocol 
RTOG-0417, Schefter, Tracey, phone 720-848-0116.

Phase II Study of Combination Rituximab-CHOP and 
Bortezomib Induction Therapy Followed by Bortezomib 
Maintenance Therapy for Patients with Newly Diagnosed 
Mantle Cell Lymphoma. Southwest Oncology Group, 
protocol S0601, Bernstein, Steven, phone 585-275-3504.

Phase III
Treatment of Down Syndrome Children with Acute 

Myeloid Leukemia and Myelodysplastic Syndrome Under 
the Age of 4 Years. Children’s Oncology Group, protocol 
AAML0431, Taub, Jeffrey, phone 313-745-5515.

Randomized  Phase  I I I  Tr i a l  t o  Eva lua t e 
Radiopharmaceuticals and Zoledronic Acid in the Palliation 
of Osteoblastic Metastases from Lung, Breast, and Prostate 
Cancer. Radiation Therapy Oncology Group, protocol RTOG-
0517, Seider, Michael, phone 330-375-3557.

Randomized Study of Soy Protein and Effexor on 
Vasomotor Symptoms of Men with Prostate Cancer. Wake 
Forest University Health Sciences, protocol WFU-97405, 
Vitolins, Mara, phone 336-716-2886.

Other
Pharmacokinetics of Daunomycin in Children. 

Children’s Oncology Group, protocol ABTR06C1, Berg, 
Stacey, phone 832-824-4588.

Multiplex Analysis of Serum Biomarkers for Prediction 
Interferon Therapy Response in Melanoma Patients. Eastern 
Cooperative Oncology Group, protocol E1L06T1, Gorelik, 
Elieser, phone 412-623-3217.

Ancillary Laboratory Protocol for Collecting Diagnostic 
Material on Patients Considered for Studies of Plasma Cell 
Disorders. Eastern Cooperative Oncology Group, protocol 
E3A05, Natalie Scott 608-263-1836.


