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New studies on the treatment of genitourinary cancers were reported 
at the third annual Genitourinary Cancers Symposium, March 5-7, in San 
Francisco. Some of the findings include:

• Investigational chemotherapy drug increases survival for advanced 
prostate cancer: An international phase III clinical trial reports that a new 
chemotherapy drug called cabazitaxel increases survival by 30 percent in 
men, compared with standard therapy, with metastatic prostate cancer that 

A phase III study showed the combination of Avastin (bevacizumab) 
and chemotherapy followed by maintenance use of Avastin alone increased 
the time women with previously untreated advanced ovarian cancer lived 
without the disease worsening (progression-free survival or PFS), compared to 
chemotherapy alone, according to Genentech Inc., the sponsor of Avastin.

A preliminary assessment of safety noted adverse events previously 
observed in pivotal trials of Avastin. 

Data from the study will be submitted for presentation at the American 
Society of Clinical Oncology annual meeting June 4-8, in Chicago.

In the three-arm study, known as Gynecologic Oncology Group 0218, 
women with newly diagnosed advanced ovarian cancer who already had 
surgery to remove as much of the tumor as possible were randomized to 
receive one of the following: 

Arm 1: Placebo in combination with carboplatin and paclitaxel 
chemotherapy followed by placebo alone, for a total of up to 15 months of 
therapy 

Arm 2: Avastin in combination with carboplatin and paclitaxel 
chemotherapy followed by placebo alone, for a total of up to 15 months of 
therapy 

Arm 3: Avastin in combination with carboplatin and paclitaxel 
chemotherapy followed by the maintenance use of Avastin alone, for a total 
of up to 15 months of therapy. 

The study showed that women who continued maintenance use of Avastin 
alone, after receiving Avastin in combination with chemotherapy (Arm 3), 

GU Cancers:
Study Validates Use
Of PCA3 Urine Test
For Prostate Cancer

. . . Page 3

Phase III Study Finds
Hormone Therapy Plus
Radiation Improves
Survival for Early
Prostate Cancer 

. . . Page 3

Breast Cancer:
For Early Disease
Spread To One Node,
No Benefit Seen
For Radiation

. . . Page 4

Few Breast Cancer
Patients May Benefit
From Contralateral
Mastectomy, Study Says

. . . Page 5

NCI-Approved Trials
. . . Page 8

(Continued to page 7)

PO Box 9905 
Washington DC 20016 

Telephone 202-362-1809

© Copyright 2010 
The Cancer Letter Inc.

All rights reserved.

Vol. 33 No. 3
March 2010

(Continued to page 2)

Ovarian Cancer:
Genentech Says Phase III Trial Shows
Avastin Improved PFS For Ovarian Cancer

Genitourinary Cancers Symposium:
Phase III Trial Finds Cabazitaxel Increases
Survival Of Advanced Prostate Cancer



The Clinical Cancer Letter
Page 2 n March 2010

has progressed despite docetaxel-based chemotherapy. 
There are currently no effective treatments in this 
setting.

• Molecular urine test predicts outcomes of 
prostate biopsy: A sub-analysis from a large prostate 
cancer prevention trial finds that the PCA3 urine test 
accurately predicts whether a prostate biopsy will reveal 
cancer—findings that may help guide prostate biopsy 
decisions in men suspected to have prostate cancer. 

• Adding hormone therapy to radiation 
improves survival, reduces recurrence in men with 
intermediate-risk early-stage prostate cancer: A large 
phase III study reports that men with early-stage prostate 
cancer who are at increased risk of recurrence live longer 
and are less likely to experience a recurrence when they 
receive short-term hormone therapy before and during 
moderate-dose radiation therapy compared with men 
who receive radiation therapy alone. 

• Adding urine biomarker tests to standard 
cystoscopy is not cost-effective for bladder cancer 
surveillance: Analysis demonstrates that routinely 
adding urine tests to out-patient cystoscopy unnecessarily 
increases the cost of monitoring for bladder cancer 
recurrence and the risk of a false-positive result, but 
does not improve tumor detection.

“Having a new chemotherapy drug for advanced 
prostate cancer is a very exciting development,” said 

Nicholas Vogelzang, chair and medical director of 
the Developmental Therapeutics Committee of US 
Oncology. “Increasing survival among patients with 
advanced disease is a difficult feat, and a major step 
forward in clinical cancer research.”

The Genitourinary Cancers Symposium is 
co-sponsored by the American Society for Clinical 
Oncology, the American Society for Radiation 
Oncology, and the Society of Urologic Oncology. 

Cabazitaxel Prolongs Survival
An international phase III randomized clinical trial 

has shown for the first time that the investigational drug 
cabazitaxel increases survival by 30 percent in men with 
metastatic prostate cancer that has progressed despite 
hormone therapy and docetaxel-based chemotherapy, 
compared with standard therapy.

“There are no effective treatments available to 
help men with metastatic castration-resistant prostate 
cancer whose disease continues to grow despite standard 
chemotherapy, and this large study shows an unequivocal 
survival benefit for patients who received cabazitaxel,” 
said lead author Oliver Sartor, the Piltz Professor for 
Cancer Research at Tulane Cancer Center. “This agent 
will provide an important new therapeutic option for 
men with this advanced form of prostate cancer.”

Therapies that reduce the production of testosterone 
are often used to treat advanced prostate cancer. When 
cancer progresses even in the absence of testosterone, it 
is called “metastatic castration-resistant prostate cancer” 
(mCRPC), and is then treated with the chemotherapy 
drug docetaxel. However, patients eventually become 
resistant to docetaxel because of a mechanism in prostate 
cancer cells called the multidrug resistant (MDR) pump, 
which pumps the anticancer drug out of the cancer cell 
before it can exert its effects. The MDR pump appears 
to be unable to recognize cabazitaxel, enabling the drug 
to enter and effectively kill the prostate cancer cells.

This trial, called the TROPIC study (Treatment 
of Hormone-Refractory Metastatic Prostate Cancer 
Previously Treated with a Taxotere-Containing 
Regimen), was conducted at 132 centers in 26 
countries and involved 755 men with mCRPC. Patients 
were randomly assigned to receive cabazitaxel plus 
prednisone, or mitoxantrone with prednisone.

After a median follow-up of 12.8 months, men in 
the cabazitaxel group lived a median of 15.1 months, 
while those in the mitoxantrone group lived 12.7 
months—a difference that was highly statistically 
significant.

Progression-free survival, tumor response rates, 
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PSA response, and PSA progression all favored the 
cabazitaxel group; specific data on these endpoints will 
be presented at the 2010 ASCO Annual Meeting. Men in 
the cabazitaxel group were more likely than those in the 
mitoxantrone group to experience fever with declines in 
white blood cell counts (febrile neutropenia: 7.5 percent 
versus 1.3 percent, respectively).

Sartor noted that findings from this study will 
form the basis of a submission to the U.S. Food 
and Drug Administration for marketing approval of 
cabazitaxel. Other studies are being planned to assess 
the effectiveness of cabazitaxel earlier in the course 
of prostate cancer treatment, before patients stop 
responding to docetaxel.

Study Validates Use of PCA3 Urine Test
A prospective sub-analysis conducted as part of a 

large prostate cancer prevention trial (REDUCE) finds 
that the PCA3 urine test accurately predicts whether a 
prostate biopsy will reveal cancer. The results confirm 
and expand on previous studies indicating that the 
PCA3 test can be used as another tool to determine how 
frequently prostate cancer biopsies are needed in men 
suspected to have prostate cancer.

“The addition of the PCA3 urine test to routine 
PSA testing significantly improves the ability to 
accurately diagnose prostate cancer,” said lead author 
Jack Groskopf, director of Research and Development 
in Cancer Diagnostics at Gen-Probe Incorporated, the 
manufacturer of the PCA3 test. “This study confirms that 
the PCA3 test can help physicians determine whether 
repeat prostate biopsy is needed among men with an 
elevated PSA test.”

Men who have an elevated PSA test may need 
to have a biopsy of the prostate to see if they have 
prostate cancer. If the biopsy is negative and PSA 
remains elevated, they may undergo repeat biopsies 
periodically, subjecting them to an invasive procedure 
that is occasionally associated with complications such 
as infection.

PCA3 (prostate cancer gene 3) is a gene that is 
overexpressed in prostate cancer, but not in benign 
prostate disorders such as prostatitis or enlarged 
prostate (disorders which can also elevate PSA). The 
PCA3 molecular test measures PCA3 expression in 
urine samples. It has been validated in previous smaller 
studies. The test marketed in Europe as PROGENSA 
PCA3, and is available in certain certified laboratories 
in the U.S. as an “LDT” (laboratory developed test). The 
manufacturer is currently enrolling subjects in a separate 
clinical trial under U.S. Food and Drug Administration 

guidance, a required step before the test can be submitted 
for FDA approval, expected later this year.

In the largest study to date to examine the PCA3 
test, the researchers evaluated the test among 1,072 men 
who were in the placebo arm of the REDUCE Trial. The 
primary goal of the four-year REDUCE Trial was to 
determine if the drug dutasteride reduces prostate cancer 
risk. The current analysis was performed on patients in 
the REDUCE trial because all men in the placebo arm 
were already scheduled to undergo regular biopsies at 
two and four years into the study.

Researchers found that PCA3 score was 
significantly correlated with a positive prostate biopsy 
result, and that men who had higher PCA3 scores 
were more likely to have prostate cancer: cancer was 
diagnosed in only 6 percent of men with a PCA3 score 
below 5, but in 57 percent of men with a PCA3 score 
over 100. PCA3 scores also correlated with cancer 
aggressiveness: median PCA3 scores were higher in men 
with high-grade cancers than in those with low-grade 
cancers. The PCA3 test also predicted the likelihood of 
having prostate cancer diagnosed on a future biopsy: 
men with elevated PCA3 scores and a negative biopsy 
at the two-year mark were twice as likely as men with 
lower PCA3 scores to have cancer detected through 
prostate biopsy at the four-year mark.

Hormones Plus Radiation Improves Survival
A large phase III Radiation Therapy Oncology 

Group study reports that men with intermediate-risk, 
early-stage prostate cancer (early-stage disease that is 
likely to recur) who undergo short-term hormone therapy 
before and during moderate-dose radiation therapy live 
longer and are less likely to experience a recurrence, 
compared with men who receive the same radiation 
therapy alone. However, the addition of short-term 
hormone therapy does not appear to confer the same 
benefit to men with low-risk, early-stage disease.

“These data indicate that men with early-stage 
prostate cancer who have intermediate-risk disease stand 
to benefit from the addition of four months of hormone 
therapy prior to and during radiation therapy,” said study 
author Christopher Jones, a partner of Radiological 
Associates of Sacramento who serves as their principal 
investigator for RTOG.

Hormone therapy is often used to slow prostate 
cancer growth in men with advanced disease, and its use 
in men with earlier-stage cancer is being investigated. 
In this study, researchers compared overall survival and 
recurrence (as determined by repeat prostate biopsies) in 
987 men with localized prostate cancer who had a PSA 
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of 20 or less and who received four months of hormone 
therapy (HRT), starting two months before radiation 
therapy, and 992 similar men who received radiation 
therapy alone (the standard treatment).

After a median follow-up of 8.4 years in the HRT 
group and 8.1 years in the radiation-only group, the study 
met its primary endpoint by documenting that 51 percent 
of the patients who received HRT were still alive at 12 
years, compared with 46 percent of those who received 
radiation alone. The survival benefit of hormone therapy 
appeared to be greatest among men with intermediate-
risk disease (a Gleason Score of 7, or a Gleason Score 
of 6 or less with either a PSA between 10 and 20 or 
clinical T2b disease); 54 percent of patients in this study 
had this stage of disease. Investigators found that men 
with low-risk disease (35 percent of participants) did not 
benefit from the addition of hormone therapy.

At two years following treatment, 843 men 
underwent repeat prostate biopsies. In those treated with 
hormones and radiation, 78 percent of these biopsies 
showed no cancer, versus 60 percent in the radiation-
only group. Hormone therapy was well-tolerated by 
the majority of patients, and analyses are continuing to 
examine potential late side effects.

The authors added that recent advances in 
radiotherapy technology have led to the administration 
of higher radiation doses than those given to men in 
this study, so it remains uncertain whether hormone 
therapy would provide the same or greater benefit to 
current patients. To answer this question, RTOG recently 
opened a new trial (RTOG 0815) examining the role of 
hormone therapy combined with modern radiotherapy 
techniques for the same patient population—men with 
intermediate-risk, early-stage prostate cancer.

Cystoscopy Cost-Effective to Monitor Bladder
A new study shows that routinely adding urine 

tests to cystoscopy unnecessarily increases the cost of 
monitoring for bladder cancer recurrence and the risk 
of a false-positive result. 

Cystoscopy—the examination of the inside of 
the bladder with a camera—is the current standard of 
care for surveillance of patients treated for early-stage 
bladder cancer. In recent years, urine tests for certain 
cancer biomarkers have been increasingly performed to 
increase the likelihood of detecting a recurrence early.

“Our findings suggest that rigorous screening with 
cystoscopy alone is the most cost-effective surveillance 
approach for patients with a history of bladder cancer,” 
said lead author Jose Karam, a urologic oncology fellow 
at The University of Texas M. D. Anderson Cancer 

Center. “Adding urine tests to ongoing cystoscopy 
could result in unnecessary procedures, and possibly 
unwarranted patient anxiety.”

Patients treated for early-stage bladder cancer, in 
which the disease has not invaded nearby muscle, have 
a high risk of recurrence and are routinely monitored 
with cystoscopy every 3 to 6 months for life.

In this analysis, Karam and his colleagues 
compared the accuracy and cost per cancer detected 
(using Medicare 2009 reimbursement data) of the 
most common bladder cancer surveillance strategies—
cystoscopy alone and with the urine tests NMP22, FISH, 
cytology, and NMP22 plus FISH to confirm abnormal 
NMP22—in 200 patients with a history of bladder 
cancer. Cystoscopy alone was associated with the fewest 
false-positives (two), while cystoscopy plus FISH was 
associated with the most false-positives (30).

Cystoscopy alone was also the least expensive test 
($7,692 per cancer detected), followed by cystoscopy 
with NMP22 confirmed by FISH ($9,557), cystoscopy 
plus cytology ($10,267), cystoscopy plus NMP22 
($11,143), and cystoscopy plus FISH ($19,111).

Breast Cancer:
No Benefit For Radiation
For Early Stage Disease
Spread To Only One Node

Breast cancer patients with early stage disease that 
has spread to only one lymph node may not benefit from 
radiation after mastectomy, because of the low present-
day risk of recurrence following modern surgery and 
systemic therapy, a finding that could one day change the 
course of treatment for thousands of women diagnosed 
each year, according to researchers at The University 
of Texas M. D. Anderson Cancer.

The research, presented at the plenary session 
of the Society of Surgical Oncology Annual Cancer 
Symposium, showed that stage I and II patients without 
spread to axillary lymph nodes or with 1-3 lymph nodes 
with metastasis who received surgery and adjuvant 
chemotherapy without radiation to the chestwall post-
mastectomy had a low overall risk of locoregional 
recurrences (LRR).

According to Henry Kuerer, professor and Training 
Program director in M. D. Anderson’s Department of 
Surgical Oncology, 90 percent of patients diagnosed 
with node-positive disease will present with three or 
fewer nodes. An estimated 47,000 women are diagnosed 
annually with breast cancer involving 1- 3 lymph 
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nodes. Of those, 30,000 have only one lymph node 
involvement.

“There is currently no question that radiotherapy 
after mastectomy is effective at decreasing the chances 
of LRR and is indicated in breast cancer patients with 
lymph node spread in greater than four nodes and where 
the risk of LRR is higher than 10 to 15 percent. However, 
the need for post-mastectomy radiation in early stage 
breast cancer patients has been a topic of great debate 
within the cancer community for decades,” said Kuerer, 
the study’s senior author.

In the 1990s, two landmark randomized trials 
demonstrated a survival benefit for early stage breast 
cancer patients with lymph node metastases who 
received the therapy post-mastectomy, explained Kuerer. 
Subsequently, in 2005, a meta-analysis of randomized 
clinical trials that were conducted in the 1960s to 1980s 
showed both a survival benefit, and a decreased risk of 
LRR for women with node positive breast cancer. These 
study findings shifted clinical practice: the National 
Comprehensive Cancer Network altered their medical 
guidelines in 2007 to suggest that stage I and II breast 
cancer patients with one to three lymph node metastases 
“strongly consider” radiation post-mastectomy.

“We have entered a new era of breast cancer 
diagnosis and treatment,” Kuerer said. “Modern day 
advances in all modalities have been dramatic and, 
collaboratively, have had a significant impact on 
recurrence and survival. Given these advances, the goal 
of our study was to assess the present-day LRR risk in 
women who present with smaller breast tumors and 
metastases to fewer lymph nodes.”

Kuerer and his colleagues studied clinical and 
pathological factors from 1,022 stage I or II breast cancer 
patients who received a mastectomy at M. D. Anderson 
between 1997 and 2002. Of those women, 79 percent 
had no lymph node involvement, 26 percent had 1-3 
positive lymph nodes, with the majority having just one 
positive node. None received post-mastectomy radiation 
and/or pre-operative chemotherapy; 77 percent received 
post-operative chemotherapy and/or hormonal therapy. 
The median age was 54 years and the median follow up 
time was 7.5 years.

The researchers found that there was no statistical 
difference in the 10-year risk of LRR in women without 
lymph node spread versus those with spread to one node 
- 2.1 percent to 3.3 percent, respectively.

The only independent risk factor for LRR was 
age; patients age 40 and younger, regardless of node 
involvement, were at significant increased risk for 
LRR.

“For these younger women, not less, but more 
treatment may be needed,” said Rajna Sharma, a fellow 
in M. D. Anderson’s Department of Surgical Oncology, 
who presented the findings.

“For the overwhelming majority of early-stage 
breast cancer patients treated with modern surgery and 
systemic therapies, LRR rates may be too low to justify 
routine use of post-mastectomy radiation,” said Kuerer. 
“This research will provoke much discussion among 
those caring for women with early-stage breast disease. 
Replicating these findings should be a priority to ensure 
that patients only receive therapy that is medically 
necessary.”

Only 10% Of Breast Cancer
Patients May Benefit From
Contralateral Mastectomy

Contralateral prophylactic mastectomy (CPM), a 
preventive procedure to remove the unaffected breast 
in patients with disease in one breast, may only offer 
a survival benefit to breast cancer patients age 50 and 
younger, who have early-stage disease and are estrogen 
receptor negative, according to researchers at M.D. 
Anderson Cancer Center.

Published online in the Journal of the National 
Cancer Institute, it’s the first population-based study to 
find an association between the procedure and survival 
in any group of breast cancer patients. 

According to Isabelle Bedrosian, assistant 
professor in M. D. Anderson’s Department of Surgical 
Oncology, a growing number of breast cancer patients 
are opting for the procedure; recent statistics have shown 
that the rate of CPM in women with stage I-III breast 
cancer increased by 150 percent from 1998 to 2003 in 
the U.S.

“In our clinic, we’ve seen a dramatic increase 
in the number of women requesting CPM, and across 
the breast cancer community, studies have shown that 
the utilization of the procedure is skyrocketing,” said 
Bedrosian, the study’s co-corresponding author. “Until 
now, we’ve counseled these patients on a very important, 
personal decision in a vacuum. With our study, our goal 
was to understand the implications of the surgery and 
who may benefit.”

For the retrospective, population-based study, the 
researchers used NCI’s Surveillance, Epidemiology 
and End Results registry, the population-based cancer 
registry representing 26 percent of the country’s 
population, to identify 107,106 breast cancer patients 
who underwent a mastectomy for treatment, as well as a 
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subset of 8,902 women who had CPM. All of the women 
were treated for stages I-III breast cancer between 1998 
and 2003. Patients were stratified for ER status, stage of 
disease and age. Breast cancer-specific survival served 
as the study’s primary endpoint.

Rigorous analysis was paramount in the design 
of the study, said George Chang, assistant professor in 
M. D. Anderson’s Department of Surgical Oncology.

“It was important to take a critical eye and look at 
all the different ways the data could be misinterpreted 
to ensure that biases were not impacting our findings,” 
said Chang, the study’s co-corresponding author. 

“Using multi-variable analysis as well as risk 
stratification, we did our analysis in many different 
ways—through SEER, comparing the survival of these 
patients to that of the general population, as well as 
examining non-cancer related versus cancer-specific 
survival. All alternative analyses resulted in the same 
conclusion; we found one group for whom this surgery 
offers a true survival benefit.”

The researchers found a clear survival benefit for 
a select group of women that represents less than 10 
percent of the breast cancer population. Those younger 
than age 50 with stage I or II cancer with ER negative 
disease had a survival benefit of 4.8 percent at five 
years.

However, both Bedrosian and Chang expect that 
future research will show increased survival benefit 
with longer follow-up in the population, as a patient’s 
likelihood of getting a second breast cancer increases 
with time.

While the findings should serve as a guideline for 
breast cancer patients and their physicians to have an 
informed, medically-based discussion about CPM, they 
do not determine that CPM is medically inappropriate 
for all others with the disease, said the researchers.

“Our research found that breast cancer patients 
over the age of 60 can be reassured that they will not 
benefit from CPM,” said Bedrosian. “However, there 
are other populations—such as women between the age 
of 50 and 60—where the findings about the procedure 
remain less clear. In addition, for young women with 
early stage, estrogen receptor positive breast cancer who 
receive Tamoxifen for only five years, we really do not 
know whether they would derive a life-long protective 
effective from a second breast cancer event. Therefore, 
for some additional breast cancer patients, CPM may 
very well be a medically-appropriate option.”

The study captured neither family history nor 
BRCA status; it also did not include DCIS, or stage 0 
breast cancer patients.

Osteoporosis Treatments
Associated With Decreased
Risk Of Breast Cancer

Women who take some types of bone-building 
drugs used to prevent and treat osteoporosis may be at 
lower risk of breast cancer, according to a study by U.S. 
researchers published in the British Journal of Cancer. 

The study found that women who used 
bisphosphonate drugs, such as Fosamax, Boniva and 
Zomita, for more than two years had a nearly 40 percent 
reduction in risk as compared to those who did not, 
according to lead author Polly Newcomb, head of the 
Cancer Prevention Program at Fred Hutchinson Cancer 
Research Center. 

“This large study provides new evidence that the 
use of bisphosphonates is associated with a potentially 
important reduction in breast cancer risk,” Newcomb 
said.

The protective effect was observed only among 
women who were not obese. “Obese women may have 
elevated estrogen levels, so underlying hormones may 
influence the ability of bisphosphonates to reduce breast 
cancer risk,” Newcomb said.

The way in which these drugs may prevent breast 
cancer is not known, but several research observations 
may be relevant. “These drugs may affect cell function 
and be important in cell growth and death—specifically 
the death of tumors or even premalignant disease,” 
Newcomb said. Researchers have found that some 
kinds of bisphosphonates directly cause tumor apoptosis 
(cellular suicide), inhibit angiogenesis (prevent tumors 
from establishing a blood supply) and prevent tumor-
cell adhesion (the ability of cancer cells to bind to one 
another).

The study involved nearly 6,000 Wisconsin 
women, aged 20 to 69. Half had been diagnosed with 
invasive breast cancer and half had not. The women 
were interviewed about their bone health—their history 
of fractures, whether they’d been diagnosed with 
osteoporosis and their history of bisphosphonate use.

Breast cancer risk factors such as first-degree 
family history of the disease, age at first birth, 
postmenopausal hormone use and body mass index were 
accounted for in the analysis. “Because we were able to 
account for important cofounders, these findings may 
reflect real benefits due to the anti-tumor mechanisms 
of these medications,” the authors wrote.

The study was conducted in collaboration with 
researchers at the University of Wisconsin Carbone 
Comprehensive Cancer Center.
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lived longer without the disease worsening compared to 
those who received chemotherapy alone. Women who 
received Avastin in combination with chemotherapy, but 
did not continue maintenance use of Avastin alone (Arm 
2), did not live longer without the disease worsening 
compared to chemotherapy alone. 

“This is good news for women with ovarian, 
primary peritoneal or fallopian tube cancers,” said GOG 
0218 study chair Robert Burger, of Fox-Chase Cancer 
Center. “This study showed that after initial surgery, the 
combination of Avastin and chemotherapy followed by 
extended treatment with Avastin improves progression-
free survival in women with newly diagnosed advanced 
tumors.”

The trial is sponsored by the National Cancer 
Institute under a Cooperative Research and Development 
Agreement between the NCI and Genentech.

In a related development, he Gynecologic 
Oncology Group notified Cell Therapeutics Inc. that the 
phase III GOG-212 clinical trial of CTI’s Opaxio used 
as maintenance therapy for ovarian cancer remains a 
high priority and enrollment will continue.

The GOG made the statement to clarify that the 
recent results of the GOG-218 clinical trial bevacizumab 
in maintenance therapy for ovarian cancer has not 
influenced the importance of completing the GOG-212 
clinical trial. 

GOG leadership noted that, “GOG-218 and 
GOG-212 differ in the type of patients under study.  It 
is important to note that some of the patients who 
completed the initial 6 cycles of chemotherapy 
in GOG-218 had clinical evidence of persistent 
tumor and where randomized to either placebo (no 
treatment) or bevacizumab. Thus a subset of GOG-218 
patients received no therapy, despite the presence of 
persistent tumor. This is not the typical setting of using 
maintenance or consolidation therapy and it is not the 
setting for patients enrolled in GOG-212.  In GOG-212, 
only patients who have achieved a complete clinical 
response are considered candidates for enrollment in 
the trial.”

“Reliance upon the data from GOG-218 to establish 
the ‘standard of care’ must take into consideration the 
actual treatment effect (i.e. duration of benefit), the 
cost of the treatment, and the associated toxicity... [in 
GOG-212] the toxicity of the intervention may have 

less associated mortality and the incremental cost-
effectiveness ratio may be more acceptable to patients 
and the health care economists. Thus the GOG has 
no intention to discontinue enrollment in GOG 212 
as they feel that the study is addressing a different 
scientific question and the primary outcome study goal 
is survival, not progression free survival, an outcome 
of greater importance to both physicians and patients,” 
the statement added. 

The Data Monitoring Committee is scheduled to 
conduct an interim analysis of overall survival when 
130 events are recorded among patients in the no 
maintenance treatment arm. The statistical analysis 
plan utilizes pre-specified boundaries for early stopping 
for success. Based on current enrollment and study 
duration, the interim analysis could be conducted as 
early as 2011.

Ovarian Cancer:
GOG To Continue Study 212
Despite Avastin Trial Results
(Continued from page 1)

Clinical Trials:
Study Seeks Newly Diagnosed
Prostate Cancer Patients

Mount Sinai School of Medicine is leading 
a study of patients newly-diagnosed with prostate 
cancer to determine if providing them with multimedia 
materials can help them make more informed treatment 
decisions. 

Michael Diefenbach, associate professor of 
urology, developed a multimedia software program 
designed to help prostate cancer patients and their 
families make treatment decisions. The Cancer 
Information Service Research Consortium is supporting 
the study by providing the software to a group of patients 
in the study to learn if having a multimedia resource 
helps them determine their treatment pathway.

“Having a discussion about treatment options is 
difficult for a patient who is still absorbing the shock 
of their diagnosis,” said Diefenbach. “We hope that 
providing this multimedia software will help patients 
and their families be fully engaged in their treatment 
discussions and make an informed decision with their 
doctor.”

The multimedia program includes interviews 
with leading prostate cancer experts and survivors, a 
discussion of the available treatment options, and a 
virtual notebook so patients can keep track of which 
elements of treatment are important to them.

Diefenbach’s team hopes to recruit 800 participants. 
Patients will be divided into two groups and each group 
will receive a packet of information regarding their 
diagnosis. One group will receive the free, multimedia 
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NCI Cooperative Group Trials
Approved Last Month By CTEP

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
8 2 6 7  A P h a s e  I  F e a s i b i l i t y  Tr i a l  o f 

Cyclophosphamide, Alvocidib (Flavopiridol) and 
Rituximab (CAR) in Patients with High Risk B-Cell 
CLL/SLL, Ohio State University Medical Center. Flynn, 
Joseph M. (614) 293-9321.

8501 A Phase I Study of Various Administration 
Schedules of RO4929097 with Multi-parameter 
Assessment (Biomarkers,  Pharmacokinetics, 
Pharmacodynamics) in Patients with Advanced Solid 
Cancers, University Health Network-Princess Margaret 

Hospital. Chen, Xueyu Eric (416) 946-2263.

Phase I/II
8309 Phase I/II Investigation of Temsirolimus plus 

Lenalidomide in Relapsed Non-Hodgkin Lymphomas, 
University of Chicago Phase II Consortium. Smith, 
Sonali Mehta (773) 834-2895.

Phase II
8631 A Phase 2 Study of AZD6244 in Multiple 

Myeloma, Moffitt Cancer Center and Research Institute. 
Grant, Steven (804) 828-5211.

E7208 A Randomized Phase II Study of Irinotecan 
and Cetuximab with or without the Anti-Angiogenic 
Antibody, Ramucirumab (IMC-1121B), in Advanced, K-
ras Wild-Type Colorectal Cancer Following Progression 
on Bevacizumab-Containing Chemotherapy, Eastern 
Cooperative Oncology Group Hochster. Howard, S. 
(212) 731-5100.

N0937 Phase II Trial of Brostallicin and Cisplatin 
in Patients with Metastatic Triple Negative Breast 
Cancer, North Central Cancer Treatment Group. 
Moreno-Aspitia, Alvaro (507) 284-1159.

RTOG-1014 A Phase II Study of Repeat Breast 
Preserving Surgery and 3D-Conformal Partial Breast 
Re-Irradiation (PBrI) for Local Recurrence of Breast 
Carcinoma, Radiation Therapy Oncology Group. Arthur, 
Douglas William (804) 828-7232.

Phase III
E5508 Randomized Phase III  Study of 

Maintenance Therapy with Bevacizumab, Pemetrexed, 
or a Combination of Bevacizumab and Pemetrexed 
Following Carboplatin, Paclitaxel and Bevacizumab for 
Advanced Non-Squamous NSCLC, Eastern Cooperative 
Oncology Group. Ramalingam, Suresh Sakkarai (404) 
778-5378.

Other
AAML10B14 Target Identification for High Risk 

Childhood AML Based on Genome-Wide Analysis, 
Children’s Oncology Group Meshinchi, Soheil (206) 
667-4077.

CALGB-150603 Laboratory Studies in Metastatic 
Renal Cell Carcinoma: A Companion Study to CALGB-
90206, Cancer and Leukemia Group B. Febbo, Phillip 
G. (919) 668-4774.

Pilot 8336 F-18 NaF PET for Detection of Bone 
Metastases in Men with Prostate Cancer: Exploratory 
Study, Massachusetts General Hospital Cancer Center. 
Harisinghani, Mukesh G. (617) 726-8396.

program created by Diefenbach and printed material, 
and the other will receive printed material only. Patients 
interested in participating may call (866) 258-7981. 

Trial Testing Light Therapy for Smoking Cessation
Researchers at Fox Chase Cancer Center are 

recruiting volunteers for the first-ever trial that tests 
whether light therapy can lessen the symptoms of 
nicotine withdrawal and help smokers quit. 

Light therapy is effective for treating a number of 
different problems, including depressed mood, sleep 
disturbances, cognitive difficulties, increased appetite, 
and difficulty concentrating. 

“Many of the problems that light therapy is effective 
in treating are the same issues people experience when 
they are going through nicotine withdrawal,” said 
Amy Lazev, an assistant research professor of cancer 
prevention and control at Fox Chase, who is leading the 
Light Intervention for Tobacco Treatment study. “So we 
want to see if light therapy can alleviate some of those 
symptoms, and help people get through the first few 
weeks of quitting smoking.”

Each participant will receive counseling to support 
their effort to quit smoking and a light box. They will be 
asked to sit in front of the light box for 45 minutes each 
day for five weeks, starting one week before they stop 
smoking and continuing for four weeks after stopping.

To be eligible for the trial, an individual has to be 
18 years of age or older, smoke more than 10 cigarettes 
per day, be willing to set a quit date, and provide written 
informed consent. The study is sponsored by Pfizer.


