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Lasofoxifene statistically reduced the overall risk of breast cancer, as 
well as ER positive invasive breast cancer in postmenopausal women with 
low bone density, according to a study published online Nov. 4 in The Journal 
of the National Cancer Institute.

Lasofoxifene is a SERM, or selective estrogen receptor modulator, that, 
like tamoxifen, blocks the effects of estrogen in breast tissue. Another SERM, 
raloxifene, has been shown to reduce breast cancer risk. In the Postmenopausal 
Evaluation and Risk-Reduction with Lasofoxifene (PEARL) trial, a double-
blind, placebo-controlled, randomized trial,  8,556 postmenopausal women 
with low bone density and normal mammograms were randomly assigned 
to two doses of lasofoxifene—either .25 or .50 milligrams of it per day, or 
placebo. 

Lasofoxifene was shown to reduce the risk of estrogen receptor positive 
breast cancer, but to determine whether lasofoxifene reduced the risks of 
ER positive invasive breast cancer and total breast cancer, Andrea LaCroix, 
of the Fred Hutchinson Cancer Research Center, analyzed these effects of 
lasofoxifene in all 8,556 women overall and across baseline characteristics 
influencing cancer risk, including age, body mass index, Gail score, and levels 
of serum sex hormones.

The women in the trial were between the ages of 59 and 80, and had 
osteoporosis. The researchers found that the women taking 0.5 milligrams 
of lasofoxifene, compared to the placebo, had a statistically significantly 
reduced risk of total breast cancer by 79%; the risk of ER positive breast 
cancer was also reduced by 83%. Furthermore, there was a 32% reduction 

Lung Cancer:
Over Half of ALK-Positive NSCLC Patients
Responded To Crizotinib In Colorado Study

A study in the New England Journal of Medicine shows more than half 
of patients with a specific kind of lung cancer are responding positively to 
a treatment that targets the gene that drives their cancer.

The study shows 57 percent of patients with ALK-positive advanced 
non-small cell lung cancer responded partially or completely to crizotinib, an 
investigational anaplastic lymphoma kinase (ALK) inhibitor. In some cases, 
the cancer becomes undetectable in body scans. The data were published 
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in the Oct. 28 issue of the New England Journal of 
Medicine.

“This study really supports the idea that we should 
always try to identify the patients that could benefit 
from a specific treatment in advance. By looking at 
lung cancer at the molecular level, we were able to 
find the patients most likely to respond to the ALK 
inhibitor and put them in this trial,” said D. Ross 
Camidge, one the of the study’s authors, director of the 
lung cancer clinical program at University of Colorado 
Hospital and member of theUniversity of Colorado 
Cancer Center Developmental Therapeutics and Lung/
Head & Neck Cancer Programs.

“At the University of Colorado Hospital, we look 
after one of the largest groups of ALK positive lung 
cancer patients in the world. About one in 20 lung cancer 
patients are ALK positive. Most feel better within days 
of beginning the drug in the trial and many have returned 
to active lifestyles with their cancer under excellent 
control,” said Camidge.

There were initially 82 ALK-positive lung cancer 
patients in the trial of the ALK inhibitor. ALK is 
believed to be a key driver of tumor development in 
some cancers.

Updated results from the study were presented 
earlier this month at the 35th Congress of the European 
Society for Medical Oncology in Milan, Italy, reporting 

on a total of 113 patients and the impressive activity of 
the drug in these patients remained consistently high. 
The preliminary median progression-free survival, the 
time it takes for the cancer to first start to grow again, 
was 9.2 months.

“Initially the cancer melts away, but it’s still there. 
And at some point, it usually figures out a way to get 
around this particular drug. We need to keep looking 
for new developments so that when this happens, we 
can supplement or replace the crizotinib with other 
treatments to help keep the cancer under long-term 
control,” said Camidge.

At the very least, Camidge said it is crucial for 
anyone diagnosed with lung cancer to get their tumor 
tested. Several commercially available tests are available 
but the definitive test that qualifies for entry into the 
study is only conducted in those centers with the trial. 
The University of Colorado helped to develop these 
tests and many others for taking one disease—lung 
cancer—and revealing that it is, in fact, several different 
diseases at the molecular level. Each one of the diseases 
may need a different treatment.

In the expansion cohort study which included 
82 patients with ALK-positive advanced NSCLC, 57 
percent (n=47)(95% CI 46%, 68%) of patients treated 
with crizotinib (PF-02341066) at a dose of 250 mg 
twice daily, had either a complete or partial response to 
treatment. An additional 33 percent (n=27) met criteria 
for stable disease, including five unconfirmed partial 
responses. At eight weeks, the disease control rate 
(complete response (n=1) + partial response (n=46) + 
stable disease (n=24)) was 87 percent (n=71). Three 
patients with stable disease were not included in the 
disease control rate because their evaluation for response 
was outside a pre-specified timeframe.

At the time of the analysis, 77 percent of patients 
(n=63) continued to receive treatment with crizotinib 
(PF-02341066). The median duration of treatment was 
6.4 months, and follow-up is ongoing. As such, the 
estimated probability of being progression-free at six 
months is 72 percent (95% CI: 61%, 83%).

Overall, crizotinib (PF-02341066) was generally 
well tolerated. The most commonly reported all-grade 
adverse events included nausea (n=44), diarrhea (n=39), 
vomiting (n=36), and mild visual disturbances (n=34). 
Grade 3 ALT (alanine aminotransferase) and AST 
(aspartate aminotransferase) elevations occurred in 
four patients. One patient experienced a Grade 4 ALT 
and one patient discontinued treatment due to Grade 3 
ALT increases. Tumors in the analysis were primarily 
of adenocarcinoma histology, and patients tended to 

Updated Results of Crizotinib
Study Show PFS of 9.2 Months
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in coronary events, and a 36% reduction in strokes. 
Vertebral fractures also decreased by 42%, and non-
vertebral fractures, by 24%.

The authors say the risk reduction for breast 
cancer with lasofoxofene was similar to that reported for 
tamoxifen and raloxifene. At the same time, lasofoxifene 
did not pose a risk for other cancers, unlike tamoxifen, 
which is associated with an increased risk of endometrial 
cancer and other gynecological safety concerns. 
Raloxifene has also been used less frequently because 
of its perceived insufficient spectrum of benefits.

Lasofoxifene may therefore have more potential 
benefits than the other SERMS: “The spectrum of 
activity for lasofoxifene, including the clinically and 
statistically significant reductions of non-vertebral 
fractures, stroke, and serious heart events, makes it an 
attractive option, particularly for use in postmenopausal 
women with osteoporosis or higher estradiol levels,” 
the authors write.

They also point out some limitations of the study, 
namely the small number of incident breast cancer cases, 
the lack of follow-up data after five years, and the lack 
of comparative data on the efficacy of lasofoxifene to 
reduce stroke and other coronary events and fractures 
compared to other SERMS.

In an accompanying editorial, Victor Vogel, 
of the Geisinger Medical Center, compared the 
results of the PEARL trial to those in the STAR trial 
(Study of Tamoxifen and Raloxifene). Women in the 
former were on average nine years older, and as a 
probable consequence, they had higher rates of venous 
thromboembolism.

However, the reductions in breast cancer incidence, 
and the stroke event rate with lasofoxifene were 
particularly “dramatic,” Vogel writes, adding that 
lasofoxifene may represent the long-awaited “tipping 
point” in breast cancer chemoprevention.

 “We need more complete information about the 
long-term effects of lasofoxifene on both beneficial and 
unfavorable outcomes, but the early data regarding its 
risks and benefits are encouraging,” Vogel writes.

Patients Prefer Silicone
Over Saline Implants 

A new study has found that women who receive 
silicone implants after a double mastectomy are more 
satisfied with their breasts than women who receive 
saline implants.

Published early online in CANCER, a peer-
reviewed journal of the American Cancer Society, 
the findings may help physicians and breast cancer 
survivors as they together make decisions related to 
postmastectomy reconstructive surgery.

Women who have one or both of their breasts 
removed as a treatment for breast cancer may wish to 
undergo breast reconstructive surgery with implants. 
Such postmastectomy implants may be filled with either 
saline (salt water) or silicone gel, and while both types 
have been approved by FDA, the safety and effectiveness 
of breast implants remain under close scrutiny. In 
addition to safety and efficacy, patient satisfaction and 
quality of life are also important considerations when 
comparing implant types.

Colleen McCarthy, of Memorial Sloan-Kettering 
Cancer Center, led a team that surveyed 672 women 
who had undergone postmastectomy reconstructive 
surgery with implants at one of three centers in North 
America.

A total of 472 patients in the study completed 
questionnaires. In 176 women, silicone implants 
were placed; in 306, saline implants were used. The 
investigators found that patients with silicone implants 
were more satisfied with their reconstructed breasts 
than patients with saline implants. Receiving radiation 
therapy after a mastectomy had a significantly negative 
effect on breast satisfaction in both silicone and saline 
implant recipients. In addition, for women who received 
either silicone or saline implants, satisfaction diminished 
over time.

“We now know that women who elect to proceed 
with the placement of a silicone implant report higher 
satisfaction with their reconstructed breasts than those 

Breast Cancer:
Lasofoxofene Risk Reduction
Similar To Other SERMS
(Continued from page 1)

be young, and were never or former light smokers. 
Ninety-three percent of patients (n=76) had received 
at least one prior therapy and five patients were treated 
in the first-line setting. This Part 2 expansion cohort 
study of patients with ALK-positive advanced NSCLC, 
independent of the number of previous chemotherapies, 
followed the completion of the dose-escalation study 
which enrolled 37 advanced cancer patients with various 
tumors, including NSCLC, colorectal, pancreatic and 
inflammatory myofibroblastic tumor (IMT) tumors.

These data were previously presented at the 
2010 American Society of Clinical Oncology annual 
meeting.
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who choose saline implants,” said McCarthy. “It also 
appears that patient satisfaction with postmastectomy 
implant-based reconstruction is generally high and 
that individual treatment variables—such as implant 
type—explain only a relatively small amount of the 
variance. Patient counseling should reflect these realities 
in order to reassure patients that high satisfaction may 
be obtained with both saline and silicone implants.”

More Breast Cancer Patients
Opt To Remove Both Breasts

Surgeons conducting the largest study yet of 
women who have cancer in one breast but have both 
removed have found that this option has grown rapidly 
despite a lack of evidence that it improves long-term 
life expectancy. 

The findings were reported in a study of almost 
1.2 million women whose cases are documented in the 
National Cancer Data Base of the American College of 
Surgeons. The study was published in the October issue 
of Annals of Surgical Oncology.

The researchers reviewed almost 1.2 million 
patients who had cancer diagnosed in one breast between 
1998 and 2007. Results defined patterns in the use of 
the surgical procedure to remove the noncancerous 
companion breast during mastectomy for the primary 
cancerous breast, a procedure called contralateral 
prophylactic mastectomy, or CPM. The researchers did 
not look at survival after the procedure, but study authors 
said they would investigate survival in the future once 
data has become mature.

“We have described a dramatic increase in the use 
of contralateral prophylactic mastectomy over the last 
10 years,” said senior study author David Winchester, 
medical director of cancer programs at the American 
College of Surgeons, a surgeon at NorthShore University 
HealthSystem, and faculty member at the University 
of Chicago. “The incidence increased from a fraction 
of a percentage, 0.4 percent in 1998, to 4.7 percent in 
2007.”

Researchers noted the greatest increase among 
white women younger than 40; more than 10.5 percent 
of whom with single-breast cancer underwent CPM.  
Women with private insurance were more than twice 
as likely to have contralateral mastectomy as uninsured 
women and Medicare beneficiaries. Likewise, women 
in the highest income zip codes were twice as likely 
to have CPM as women in lower income areas, the 
researchers reported.

Results showed that regionally, women in the 

Midwest had the highest rates of CPM, 6.4 percent in 
2006-2007, followed by the South with 5.6 percent. The 
lowest rates were in the Northeast, 3.3 percent. Surgical 
procedure rates also varied depending on tumor size 
and type.

“In general, the trend showed the more early stage 
a cancer, the higher the rate for contralateral mastectomy 
as compared with a later stage cancer,” said lead 
author Katharine Yao, director of the breast program 
at NorthShore University HealthSystem, and faculty 
member at the University of Chicago. The smallest 
noninvasive tumors, or in situ tumors, had a CPM rate 
of 6 percent compared with the largest tumors, known 
as T4, at a rate of 2.4 percent. As for tumor type, in 
situ cancer of the breast and lobular carcinomas had 
a CPM rate of 5.6 percent while ductal cancers had a 
CPM rate of 3.9 percent.

The study also looked at the type of hospital 
where the operations were performed. “Patients seen 
at a teaching or academic medical center were 2.5 
times more likely to have a contralateral prophylactic 
mastectomy when compared with a small community 
hospital,” Yao said. “Treatment with contralateral 
mastectomy was also more frequent in high-volume 
centers—almost three times as likely as opposed to 
low-volume centers.”

Despite the paucity of published evidence that 
CPM prolongs life, Winchester said CPM makes sense 
for many women. He attributed its growth in utilization 
to greater awareness among women.

“There is a high level of awareness and anxiety about 
breast cancer in the United States,” he said. “Younger 
women, in particular, who have a very long life 
expectancy with a very long risk period—particularly 
those with a family history and knowing that they already 
have breast cancer—are making these decisions.”

Another factor influencing this trend may be a 
greater reliance on genetic testing for breast cancer, 
he said.

However, the National Cancer Data Base data the 
investigators used did not track family history or genetic 
testing. “But even without a genetic mutation and with 
or without a family history, the number one risk factor 
for breast cancer is a personal history of breast cancer,” 
Winchester said. With early stage noninvasive cancer 
of the mammary lobes and a family history, the risk of 
cancer can increase 2 percent a year. In a 40-year-old 
woman with a 40-year life expectancy, “you’re looking 
at a very, very high risk,” Winchester said.

Another consideration for double mastectomy 
for single-breast cancer is a woman’s desire for breast 
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symmetry and reconstruction.  “It’s usually necessary 
to operate on the companion breast to make a match 
when the cancer side undergoes reconstruction,” 
Winchester said. “Very often this approach makes 
cosmetic sense.”

The study underscores a need for thorough 
discussions between the surgeon and patient with breast 
cancer. “Contralateral mastectomy may make a lot of 
sense in some cases, but it needs to be an objective, 
evidence-based discussion between the surgeon, patient, 
and family,” Winchester said.

“If a woman with locally advanced breast cancer 
wants the opposite breast removed, the surgeon needs 
to carefully counsel that patient that her major risk is 
the breast cancer, not her opposite breast,” he said. 
Taking the time for removal of the opposite breast could 
delay postoperative chemotherapy or other treatment, 
“in which case I would encourage the patient not to 
have the contralateral prophylactic mastectomy,” he 
added. However, stage 1 or 2 cancer poses a different 
challenge. “Then the comparative risk would justify 
doing that CPM,” Winchester said.

The NCDB is a joint program of the Commission 
on Cancer of the American College of Surgeons and the 
American Cancer Society that contains approximately 
26 million records.  

Anal Cancer:
Small Study: Radiation, Chemo 
May Better Control Anal Cancer

PET/CT based Intensity Modulated Radiation 
Therapy (IMRT), a radiation therapy technique that 
delivers precise radiation to tumors while sparing 
the surrounding normal tissue, may effectively 
control and treat cancers of the anus when combined 
with chemotherapy, according to researchers from 
the University of Pittsburgh Cancer Institute. The results 
of the research were presented at the American Society 
for Radiation Oncology annual meeting in San Diego.

The study, led by Regiane de Andrade, a resident 
of radiation oncology with UPMC Cancer Centers and 
overseen by Dwight Heron, associate professor and vice 
chairman of the Department of Radiation Oncology, 
revealed that patients with anal carcinoma who had a 
diagnostic PET/CT as part of their radiation treatment 
planning had excellent response rates to treatment and 
experienced fewer overall toxicities.

“While treatment options for patients with 
anal cancers have come a long way, they can still 
be physically debilitating,” said de Andrade. “With 

IMRT we can decrease toxicities and improve patients’ 
compliance with treatment.”

The study reviewed the experiences of 31 patients 
treated for cancers of the anus at UPMC Cancer Centers 
between March 2003 and March 2009. All patients 
underwent PET/CT imaging before treatment to better 
assess the extent of their disease and to accurately 
identify the tumors to be targeted. All patients received 
chemotherapy concurrent with radiation, and all patients 
completed the planned treatment with few toxic side 
effects and excellent control of the disease.

The combination of PET/CT and IMRT allows for 
more accurate tumor localization for radiation delivery 
while reducing toxicity to the rest of the body, said de 
Andrade.

While chemoradiation has become the standard of 
care for treating patients with anal carcinoma, typically 
resulting in good disease control and the ability to 
avoid a colostomy, treatment-related toxicities can be 
significant and cause patients to delay or even cease 
treatment.

Melanoma:
BRAF Inhibitor Shrank Tumors
In Phase II Genentech Study

Genentech Inc. announced results from a phase II 
clinical study of RG7204 (PLX4032), an investigational 
first-in-class molecule designed to selectively inhibit 
a cancer-causing, mutated form of the BRAF protein 
found in approximately half of metastatic melanoma 
tumors.

The open-label study, known as BRIM2, showed 
that RG7204 shrank tumors in more than half of people 
with previously treated BRAF V600E mutation-positive 
metastatic melanoma. People who participated in the 
trial lived a median of 6.2 months without their disease 
getting worse (median progression-free survival or PFS). 
Typically, progression-free survival for these patients is 
approximately two months and median overall survival 
is six to nine months.

The data were presented at the seventh International 
Melanoma Research Congress of the Society for 
Melanoma Research in Sydney, Australia, by Jeffrey 
Sosman, on Nov. 5.

“We are pleased by the RG7204 study results in 
advanced melanoma, one of the top causes of cancer 
deaths in young adults,” said Sosman. “We now have 
additional data that confirm promising clinical activity in 
previously treated patients with BRAF V600E mutation-
positive metastatic melanoma.”
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“We are very encouraged by these data and based 
on the phase II findings we are working to open an 
expanded access program. This would make RG7204 
available to people with BRAF-mutation positive 
advanced melanoma who have had at least one prior 
medicine,” said Hal Barron, head of Global Product 
Development and chief medical officer. 

BRIM2 is a single-arm, multi-center, open-label 
phase II study that enrolled 132 patients with previously 
treated BRAF V600E mutation-positive advanced 
melanoma. Mutation status was determined by the cobas 
4800 BRAF V600 Mutation Test, a Roche Molecular 
Diagnostics companion diagnostic assay being co-
developed with RG7204. Study participants received 
RG7204 twice daily until disease progression.

The primary endpoint of the study was overall 
response rate as assessed by an independent review 
committee. Secondary endpoints of the study included 
duration of response, PFS, and overall survival. Of the 
132 patients who received RG7204, results showed:

• 52 percent of patients had tumors decrease in size 
by 30 percent or more for at least two consecutive scans 
as assessed by an independent review committee.

• 82 percent of patients had either a response or 
stable disease (52 percent responders plus 30 percent 
stable disease)

• People who participated in the trial lived a 
median of 6.2 months without their disease getting worse 
(median progression-free survival or PFS).

• Median duration of response was 6.8 months.
• Median overall survival has not yet been 

reached.
• The safety profile was generally consistent with 

previous RG7204 clinical studies. In the study, the 
most severe (Grade 3 or greater) adverse events were 
abnormal liver function (14 percent), joint pain/arthritis 
(11 percent) and gastrointestinal (dysphagia/pancreatitis) 
(10 percent). The most common adverse events were 
rash, photosensitivity, hair loss, and joint pain.

• Also reported was Grade 3 cutaneous squamous 
cell carcinoma (cSCC), a type of skin cancer in 26 
percent (34/132) percent of patients. In cases of cSCC, 
the lesions were excised and the patients continued with 
treatment. The incidence of cSCC was consistent with 
that observed in a previous study of RG7204.

RG7204 is being co-developed under a 2006 
license and collaboration agreement between Roche 
and Plexxikon. A polymerase chain reaction-based 
companion diagnostic, the cobas 4800 BRAF V600 
Mutation Test is being co-developed by Roche Molecular 
Diagnostics and Plexxikon in parallel to identify people 

whose tumors carry the BRAF V600E mutation.
A phase III study (BRIM3) of RG7204 in previously 

untreated metastatic melanoma patients whose tumors 
test positive for the BRAF V600E mutation by the 
companion diagnostic test is currently ongoing. 

Prostate Cancer:
Colorectal Cancer Risk Rises
In ADT Use In Prostate Cancer

Men taking androgen deprivation therapy for 
prostate cancer may have an increased risk of colorectal 
cancer, according to a study published online Nov. 10 
in The Journal of the National Cancer Institute.

Androgen deprivation therapy is a widely-
prescribed treatment in men with prostate cancer, 
although its usage for low-risk disease remains 
controversial, given the adverse side effects, including 
osteoporosis, cardiovascular disease, diabetes and 
obesity; the last two are risk factors for colorectal 
cancer.

To determine whether prostate cancer patients taking 
androgen deprivation therapy are at an increased risk of 
colon cancer, Silke Gillessen, of the Cantonal Hospital 
in St. Gallen, Switzerland, and colleagues, did an 
observational study of men with prostate cancer 
identified through the NCI Surveillance, Epidemiology, 
and End Results (SEER) database. Specifically, they 
identified 107,859 men aged 67 years or older who 
were diagnosed with prostate cancer between 1993 and 
2002, with follow-up through 2004. The men received 
the ADT either in the form of gonadotropin-releasing 
hormone (GnRH) agonists, or an orchiectomy.

The researchers found that after adjustment for 
confounding variables such as age and socio-economic 
status, there was a 30-40% relative increase in the rate 
of colorectal cancer among the men treated with ADT 
compared with those who were not. Furthermore, the 
longer the men took ADT, the greater their risk of 
developing colorectal cancer. However, further study 
would be needed to determine the risk with treatment 
over longer periods than could be observed in this 
study.

The authors write that the study results could 
have “important implications” for men with prostate 
cancer taking ADT, especially those with localized, 
slow-growing disease, for whom the duration of ADT 
is generally longer.

In an accompanying editorial, Jennifer Lin 
and Edward Giovannucci, of Brigham and Women’s 
Hospital, write that the study shows that an elevated risk 
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Clinical Trials Approved By NCI 
The National Cancer Institute Cancer Therapy 

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

Phase I
8449 A Phase I Trial of Lenalidomide and 

Radiotherapy in Children with Diffuse Intrinsic Pontine 
Gliomas and High-Grade Gliomas, National Cancer 
Institute Pediatric Oncology Branch. Warren, Katherine 
E. (301) 435-4683. 

8477 Phase I Pharmacodynamic Trial of Sequential 
Sunitinib with Bevacizumab in Patients with Renal Cell 
Carcinoma and Other Advanced Solid Malignancies, 
University of Wisconsin Hospital and Clinics. Liu, 
Glenn (608) 265-8689.

8518 A Phase I Study of  Neoadjuvant 
Chemotherapy With The Gamma Secretase Inhibitor 
RO4929097 in Combination with Paclitaxel And 
Carboplatin In Patients With Clinical Stage II-III Triple 

Negative Breast Cancer, Ohio State University Medical 
Center. Mrozek, Ewa (614) 293-6401.

8604 A Phase I Study of ABT-888 in Combination 
with Oxaliplatin and Capecitabine in Advanced Solid 
Tumors, University of Wisconsin Hospital and Clinics. 
Schelman, William Russell (608) 263-3961.

8627 A Phase I Study of AZD6244 in Combination 
with Cetuximab in Refractory Solid Tumors, University 
of Wisconsin Hospital and Clinics. Schelman, William 
Russell (608) 263-3961. 

ADVL1013 A Phase I Study of MK-2206, an 
AKT Inhibitor, in Pediatric Patients with Recurrent or 
Refractory Solid Tumors or Leukemia, COG Phase I 
Consortium. Fouladi, Maryam (513) 803-0721.

Phase I/II
8597 A Pilot and Phase II Study of Entinostat and 

Anastrozole in Postmenopausal Women with Operable 
Triple Negative Breast Cancer to Evaluate Biomarkers 
and Surrogates for Response, University of Chicago. 
Chumsri, Saranya (410) 328-2594.

8600 A Phase I/II Trial of Rituximab, Bendamustine, 
and Obatoclax in Patients with Relapsed or Refractory 
Indolent Non-Hodgkin’s Lymphoma, Ohio State 
University Medical Center. Christian, Beth A. (614) 
293-7807.

                                                                         
Phase II

8323 A Phase 2 Study of AZD2171 (Cediranib) 
with Modified FOLFOX6 in Patients with Advanced 
Biliary Cancers, Case Western Reserve University. 
Krishnamurthi, Smitha Subramanyan (216) 844-5467.

8436 Phase II Trial of mTOR Inhibitor 
Temsirolimus Combined with MEK Inhibitor AZD 6244 
in Treatment-naive Patients with BRAF Mutant Stage 
IV Melanoma, Moffitt Cancer Center and Research 
Institute. Kudchadkar, Ragini Reiney (813) 745-8581.

8444 Randomized Phase II Study of AZD6244 
(Mitogen-activated Protein Kinase Inhibitor) MEK-
Inhibitor with Erlotinib in KRAS Wild Type Advanced 
Non-Small Cell Lung Cancer and a Randomized Phase 
II Study of AZD6244 with Erlotinib in Mutant KRAS 
Advanced NSCLC, National Cancer Institute Medicine 
Branch. Giaccone, Giuseppe (301) 402-3415.

8476 A Phase II Randomized Study of Cediranib 
Alone Compared with the Combination of Cediranib 
plus BMS-354825 (dasatinib, Sprycel) in Docetaxel 
Resistant, Castration Resistant Prostate Cancer, 
University Health Network-Princess Margaret Hospital. 
Hotte, Sebastien J. (905) 387-9495 ext. 64605.

8490 A Phase II Study of the Gamma Secretase 

of colorectal cancer may be an additional consideration 
in the decision to use ADT, especially given the side 
effects and their effect on quality of life.

Head and Neck Cancer:
Radiotherapy Plus Cetuximab
May Control Head/Neck Cancer

Stereotactic body radiotherapy, a radiation therapy 
procedure pioneered at the University of Pittsburgh 
Cancer Institute that precisely delivers a large dose 
of radiation to tumors, may effectively control and 
treat head and neck cancers when combined with the 
chemotherapy Cetuximab, according to researchers 
from UPCI.

The results of the research were presented today 
at the American Society for Radiation Oncology annual 
meeting in San Diego.

The study, led by Dwight Heron, professor of 
otolaryngology and vice chairman of the Department 
of Radiation Oncology at the University of Pittsburgh 
School of Medicine, enrolled 24 patients with recurrent 
head and neck cancers who had previously undergone 
radiation therapy treatment. Patients received Cetuximab 
a week before and during the two-week course of SBRT. 
The study showed that the regimen is a safe treatment 
option and may improve overall patient survival rates.
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Inhibitor RO4929097 in Previously Treated Metastatic 
Pancreas Cancer, University of Colorado Cancer Center 
- Anschutz Cancer Pavilion. Messersmith, Wells A. 
(303) 724-3808.

8598 A Phase II Study of AZD6244 plus Erlotinib 
for Advanced Gemcitabine-Refractory Pancreatic 
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