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The American Society of Clinical Oncology issued a guideline update 
on the use of adjuvant hormone therapy for women with hormone receptor-
positive breast cancer. 

The Update Committee, convened by ASCO, reviewed evidence 
compiled through a systematic review of the medical research literature to 
develop the recommendations. The guideline was published online in the 
Journal of Clinical Oncology.  

The guideline, which updates ASCO’s previous recommendations on 
adjuvant hormonal therapy for breast cancer, reviews recent research on 
both aromatase inhibitors (AIs)  and tamoxifen, recommending that all post-
menopausal women with hormone receptor-positive breast cancer use an AI 
either alone or before or after tamoxifen to reduce the risk of recurrence. 
Women may also use AIs for extended periods, after five years of tamoxifen 
therapy, to lower their recurrence risk. 

More than 100,000 women each year in the United States are diagnosed 
with estrogen receptor–positive, postmenopausal breast cancer—about half of 
all American women with breast cancer—making it the single most common 
breast cancer diagnosis of in this country. The anti-estrogen drug tamoxifen, 
and more recently AIs, are used as adjuvant, or additional, therapy after 
initial surgery, chemotherapy and/or radiation to attempt to prevent breast 
cancer recurrences. 

“One of the most important treatments for women with postmenopausal 
breast cancer is anti-estrogen therapy,” said breast cancer specialist Harold 
Burstein, co-chair of ASCO’s Endocrine Therapy for Breast Cancer Update 

Despite hopes that higher blood levels of vitamin D might reduce 
cancer risk, a large study finds no protective effect against non-Hodgkin 
lymphoma or cancer of the endometrium, esophagus, stomach, kidney, ovary, 
or pancreas.

In this study, carried out by researchers from the National Cancer Institute 
and many other research institutions, data based on blood samples originally 
drawn for 10 individual studies were combined to investigate whether people 
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with high levels of vitamin D were less likely to develop 
these rarer cancers. Details of these analyses appear as 
a set of papers in the June 18, 2010, online issue of the 
American Journal of Epidemiology, and in print in the 
July 2010 issue. 

“We did not see lower cancer risk in persons 
with high vitamin D blood concentrations compared 
to normal concentrations for any of these cancers,” 
said Demetrius Albanes, of  NCI and one of the study 
investigators. “And, at the other end of the vitamin 
D spectrum, we did not see higher cancer risk for 
participants with low levels.”

As part of a collaborative effort of the NCI Cohort 
Consortium, investigators from the Vitamin D Pooling 
Project of Rarer Cancers examined vitamin D levels in 
blood that had been collected from over 12,000 men 
and women participating in one of the studies. Some of 
those individuals went on to develop cancer. Vitamin D 
concentrations were measured using 25-hydroxyvitamin 
D (25(OH)D), which is the major form of this vitamin 
in the bloodstream.

Participants were followed for the development 
of cancer for up to 33 years, depending on the study. 
Investigators then compared cancer rates in participants 
whose levels of vitamin D in stored blood were high 
(above 75 nmol/L, or nanomoles per liter) or low (less 
than 25 nmol/L) with rates in participants whose levels 

of vitamin D were within the normal range (50 to 75 
nmol/L).

For the small number of participants with vitamin 
D levels greater than 100 nmol/L, investigators observed 
elevated risk of pancreatic cancer, but not for the other 
cancers in these studies. They recommended further 
research to clarify this relationship.

Vitamin D is made naturally by the body when the 
skin is exposed to sunlight; it can also be obtained from 
a few foods in which it occurs naturally, from fortified 
foods, and from nutritional supplements. Vitamin D is 
essential for healthy bones, calcium absorption, and 
immune function.

Researchers and clinicians have looked to the 
possibility that vitamin D might be used for cancer 
prevention. Some evidence indicates that higher levels of 
vitamin D are associated with a lower risk of colorectal 
cancer, though the evidence is inconsistent.

Through the Vitamin D Pooling Project, researchers 
had access to a geographically and demographically 
diverse group of men and women, including participants 
from the United States, Finland, and China. 

In this collection of groups of study participants, 
the proportion of the study population that was deficient 
in vitamin D varied from 3 percent to 36 percent, 
depending on geographical latitude, season during 
which the blood was collected, race, and other factors. 
The investigators had a wealth of other information 
on participants, including smoking history, lifestyle, 
and diet.  As in other studies, individuals with higher 
25(OH)D levels were more likely to be male, lean, and 
physically active. Those with higher levels also reported 
greater intake of multivitamins, calcium supplements, 
and foods rich in vitamin D. 

“In this pooled analysis of cohort data, vitamin 
D was not associated with lower risk for these less 
common cancers, despite well-established benefits for 
bone health,” concluded Albanes.  

Many people in the United States and around the 
world have low concentrations of 25(OH)D. The current 
recommended daily intake of vitamin D to maintain bone 
health and normal calcium metabolism, according to the 
Food and Nutrition Board of the Institute of Medicine, 
National Academy of Sciences, ranges from 200 IU 
(international units) to 600 IU, depending on age, with 
the highest dose recommendations being for the elderly. 
In addition, the 2005 Dietary Guidelines for Americans 
recommends that older adults, people with dark skin, 
and those exposed to insufficient sunlight consume 
extra vitamin D from vitamin D-fortified foods and/or 
supplements.  Since there are very few foods which 
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naturally contain vitamin D (fatty fish, fish liver oil, 
and eggs), most dietary vitamin D comes from fortified 
foods such as milk, juice, yogurt, bread and breakfast 
cereals.  

  NCI’s Cohort Consortium (http://epi.grants.
cancer.gov/Consortia/cohort.html) was established in 
2000 to foster large collaborative studies, such as the 
Vitamin D Pooling Project, to investigate the causes of 
cancer, including interactions between genes, between 
genes and the environment, and between multiple 
environmental factors. 

The Vitamin D Pooling Project realizes a major 
goal and advantage of the Cohort Consortium—the study 
of rare cancer outcomes that no one cohort alone can 
examine effectively. The Project’s Steering Committee 
representing the 10 cohorts included researchers from 
NCI; the American Cancer Society; Brigham and 
Women’s Hospital, Harvard Medical School, and 
the Harvard School of Public Health, Boston; Mercy 
Medical Center and Johns Hopkins Bloomberg School 
of Public Health, Baltimore; New York University 
School of Medicine, New York City; University of 
Hawaii, Honolulu; and Vanderbilt University School 
of Medicine, Nashville.

Committee and Associate Professor of Medicine at 
Harvard Medical School and Dana-Farber Cancer 
Institute in Boston. “Our panel carefully reviewed the 
explosion of research that has emerged in the past 5 
years on anti-estrogen drugs, and filled in gaps in our 
understanding of how best to use these newer treatments, 
and what the trade-offs and side effects of therapy 
would be.”

Tamoxifen and aromatase inhibitors work by 
different mechanisms and have different safety profiles.  
“The Panel emphasized the importance of discussing 
side effects of these drugs with patients, to help patients 
better understand and choose between the treatments 
and do all we can to maximize compliance with these 
important therapies,” said Jennifer Griggs, co-chair of 
ASCO’s Endocrine Therapy for Breast Cancer Update 
Committee and Associate Professor in the University of 
Michigan Department of Internal Medicine, Division of 
Hematology/Oncology.

The Committee examined recent evidence from 12 
prospective, randomized trials that compared tamoxifen 

and one of the three AIs as part of adjuvant breast cancer 
therapy. The studies showed that the use of an AI either 
alone or combined with tamoxifen therapy, compared 
to tamoxifen alone reduced the risk of recurrence and 
improved disease-free survival. Specifically, the use of 
an AI reduced the risk of in-breast recurrence and cancer 
in the opposite breast, as well as reducing the risk of 
distant metastases, compared to tamoxifen alone. 

The Committee also made several  new  
recommendations, updating the previous guideline 
from 2004,  including:

Most postmenopausal women should consider 
taking an AI at some point during the course of therapy, 
either as the initial adjuvant therapy or after two to three 
years of tamoxifen. Women can take up to five years of 
an AI therapy. AI therapy can also begin after five years 
of tamoxifen therapy. In that setting, a woman could 
receive up to 10 years of hormone treatment to reduce 
the risk of recurrence.

Tamoxifen should be given to all pre- and peri-
menopausal women; AIs are only effective in post-
menopausal women. The guideline recommends that 
women who are pre- or peri-menopausal at the time of 
diagnosis be treated with five years of tamoxifen.

The Committee found no clinically important 
differences in effectiveness among the three commercially 
available AIs (anastrozole, letrozole, and exemestane). 
This is the first update where data is available for each 
in all three clinical settings (primary, sequential or 
extended adjuvant).

The guideline also includes a review characterizing 
side effect profiles of tamoxifen and AIs, compiled from 
the 12 trials considered. While the two drug classes work 
differently, overall, most women have relatively mild 
side effects on either drug. (Tamoxifen is a selective 
estrogen receptor modulator, blocking estrogen’s ability 
to reach the estrogen receptor and stimulate residual 
cancer growth. AIs, in contrast, deplete the production of 
estrogen in post-menopausal women.). When compared 
with tamoxifen, aromatase inhibitors may reduce the 
chance of blood clots and uterine cancer and may 
increase the risk of osteoporosis and fractures.

The guideline Update Committee found no 
evidence that validated the use of a specific biomarker to 
determine which treatment strategy would be better for 
patients. The guideline made several recommendations 
for additional needed research, including:

Tumor marker or pathology studies aimed at 
finding if there are certain types of hormone-receptor 
positive breast cancers that respond better to one 
treatment approach or drug compared to the other.

Breast Cancer:
Physicians Urged To Discuss
AI Side Effects With Patients  
(Continued from page 1)
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Colorectal Cancer:
Surveillance Colonoscopy
Cost-Effective For High-Risk

Surveillance colonoscopy is effective and cost-
effective when targeted to high-risk patients, according 
to new research from a University of Michigan physician. 
However, overuse of surveillance colonoscopy could be 
excessively costly or even harmful.

“Surveillance colonoscopy is a widely accepted 
and utilized practice that has the potential to decrease 
the burden of colorectal cancer. Yet, this practice also 
carries considerable monetary and resource costs as well 
as the risk of procedure-related complications,” said 

Ongoing studies comparing five years of AI 
therapy versus longer durations and studies comparing 
the optimal time to switch from tamoxifen to an AI.

Definitive analyses of the role of drug metabolism 
and pharmacogenetics as predictors of benefit or 
treatment options.

Strategies to improve adherence to therapy.
ASCO published its initial clinical practice 

guideline on the use of adjuvant hormone therapy for 
women with estrogen-positive breast cancer in 2002, and 
followed with two updates in 2003 and 2004.

The clinical practice guideline and other clinical 
tools and resources are available at www.asco.org/
guidelines/endocrinebreast. 

Half Of Women Complete Full
Hormone Therapy Regimen

A new study of nearly 8,800 women with 
early-stage breast cancer found that fewer than half 
– approximately 49 percent – completed their full 
regimen of hormone therapy according to the prescribed 
schedule. Investigators found that younger women were 
particularly likely to discontinue treatment. The findings 
underscore the need to both better understand the reasons 
behind such treatment non-compliance and also develop 
interventions to reduce it.

“We were surprised to see that so many young 
women stopped treatment early, despite the fact that 
the therapy has a proven track record of reducing breast 
cancer recurrence,” said Dawn Hershman, associate 
professor of medicine and epidemiology at Columbia 
University Medical Center, who led the study. “Perhaps 
we need to do a better job of making patients aware that 
to get the full benefit of treatment, they need to take their 
medications on time and for the full duration.” 

While up to five years of oral hormone therapy 
(such as tamoxifen and aromatase inhibitors) for 
hormone-sensitive breast cancers is frequently 
prescribed to reduce the risk of cancer recurrence and 
death, some previous small studies indicated that only 
approximately 40 to 60 percent of women finish their 
recommended course of therapy. In order to provide 
a more comprehensive perspective, Dr. Hershman 
and her colleagues examined automated pharmacy 
records of 8,769 women diagnosed with stage I, II or 
III, hormone-sensitive breast cancer between 1996 
and 2007. They used the records to identify hormonal 
therapy prescriptions and refill dates. Each woman filled 
at least one prescription for hormonal therapy within one 
year of diagnosis. Women used tamoxifen (43 percent), 

aromatase inhibitors (26 percent) or both (30 percent). 
The researchers found that women under age 40 

had the highest risk of discontinuing therapy early. By 
4.5 years, 32 percent of all patients in the study had 
stopped taking their hormone therapy, and of those 
who did not stop, only 72 percent finished on schedule 
(meaning they took their medication more than 80 
percent of the time).  

They found that in women younger than 40 and 
older than 75, those who had lumpectomy as opposed 
to mastectomy and those with other medical illnesses 
were more likely to discontinue hormonal therapy 
early. Asian/Pacific Islander ethnicity, a history of prior 
chemotherapy, being married and longer prescription 
refill intervals were associated with completing 4.5 years 
of hormonal therapy. Longer refill intervals meant fewer 
chances to not refill prescriptions.

“Physicians are often unaware of patient 
compliance, and this is becoming an increasingly 
important issue in cancer,” Hershman said. “It’s very 
disturbing that patients under 40 had the highest 
discontinuation and non-adherence rates, because those 
patients have the longest life expectancy. If we can 
better understand the issues surrounding compliance 
with hormonal therapy, this might help us understand 
why patients don’t adhere to other treatments that are 
moving out of the clinic and into the home, such as oral 
chemotherapy, as often as we would like.” 

She added that there are several possible reasons 
for halting therapy early, noting that 13 percent of the 
women delayed getting their first prescription refilled. 
These factors can include the side effects of the therapy, 
such as joint pain, hot flashes or fatigue, a lack of 
understanding of the benefit of the therapy, and high 
costs of medications and/or insurance co-payments.
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the study’s lead author, Sameer Dev Saini, a clinical 
lecturer in the U-M Department of Internal Medicine 
and an investigator for Ann Arbor VA Health Services 
Research & Development Center of Excellence.

 “Despite these concerns, data supporting the long-
term effectiveness of surveillance colonoscopy and the 
choice of optimal surveillance strategy are limited.”

The study was published this month in  
Gastroenterology, the official journal of the American 
Gastroenterological Association Institute.

Current guidelines recommend that patients 
with colonic adenomas undergo periodic surveillance 
colonoscopy. But, is doing so cost-effective? Saini and 
colleagues sought to answer this question by using 
existing data to make projections about the effectiveness 
and cost-utility of surveillance.

According to study results, colonoscopy every 
three years in high-risk patients and every 10 years 
in low-risk patients (3/10 strategy) was more costly, 
but also more effective than no surveillance. A cost-
utility analysis suggested that the 3/10 strategy is the 
optimal strategy under the vast majority of clinical 
circumstances.

A 3/5 strategy (colonoscopy every three years 
in high-risk patients and every five years in low-risk 
patients) was considerably more costly, but only 
marginally more effective. Compared to the 3/10 
strategy, the 3/5 strategy resulted in five fewer cancers 
and one fewer cancer-related death per 1,000 patients 
entering surveillance.

A 3/3 strategy (colonoscopy every three years 
in both high- and low-risk patients), which may be 
attractive to gastroenterologists with medico-legal 
concerns over missed neoplasia, is cost-ineffective 
and potentially harmful in comparison to less intensive 
surveillance.

Compared to the 3/5 strategy, the 3/3 strategy 
resulted in two fewer cancers and one fewer cancer-
related death per 1,000 patients entering surveillance. 
However, this small incremental benefit was potentially 
outweighed by the inconvenience of frequent 
colonoscopies under this strategy.

“There is evidence that we are over-using 
colonoscopy in low-risk patients and under-using 
colonoscopy in high-risk patients. We need to focus our 
efforts on high-risk patients, who have the most to gain 
from these procedures,” said Saini.

 Saini added that future improvements in risk 
stratification could further enhance physicians’ ability 
to target surveillance to those patients most likely to 
benefit from this practice.

Prostate Cancer:
Surveillance Treatment Option
For Low-Risk Prostate Cancer

Active surveillance or watchful waiting might be 
sufficient treatment for patients with prostate cancer that 
has a low risk of progression, according to a new study 
published online June 18 in The Journal of the National 
Cancer Institute.

Treatment of localized prostate cancer is 
controversial because, for some, this disease will not 
progress during their life time, and treatment may incur 
serious and long-lasting side effects. An increasingly 
popular option is active surveillance, or deferring 
treatment until evidence of disease progression.

To investigate outcomes of patients treated with 
active surveillance, Pär Stattin, of the Department of 
Surgical and Perioperative Science at Umea University, 
and colleagues conducted an observational study of 
6849 patients in Sweden with localized prostate cancer 
who were 70 years old or younger. The patients had 
low or intermediate risk of prostate cancer progression 
and were treated with active surveillance or watchful 
waiting; or radical prostatectomy or radiation therapy 
from 1997 through December 2002.

In this cohort, 2021 patients received surveillance, 
3399 received radical prostatectomy, and 1429 received 
radiation therapy. After a median follow-up of 8.2 years, 
there were 413 deaths in the surveillance group; 286 in 
the radical prostatectomy group, and 1429 patients in 
the radiation therapy group. The researchers found a 
much higher percentage of death from competing causes 
in the surveillance group (19.2%, compared with 6.8% 
in the prostatectomy group and 10.9% in the radiation 
therapy group), suggesting that patients with a shorter 
life expectancy were more often selected for surveillance 
than surgery or radiation therapy.

This observational study found that the risk of 
calculated cumulative prostate cancer-specific death was 
lower among patients in the prostatectomy group than 
those in the surveillance group. However, the difference 
in absolute risk between the groups was modest, at 1.2%, 
after 10 years of follow-up.

The authors conclude that surveillance is the best 
strategy for many patients with low-risk prostate cancer. 
“With a 10-year prostate cancer-specific mortality of 
less than 3% for patients with low-risk prostate cancer 
on surveillance, this strategy appears to be suitable for 
many of these men,” they write.

In an accompanying editorial, Siu-Long Yao and 
Grace Lu-Yao write that perhaps the most remarkable 
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Prevention:
Time Spent Sitting Associated
With Total Mortality, Study Finds 

A study from American Cancer Society researchers 
finds it’s not just how much physical activity you get, 
but how much time you spend sitting that can affect your 
risk of death. Researchers say time spent sitting was 
independently associated with total mortality, regardless 
of physical activity level. They conclude that public 
health messages should promote both being physically 
active and reducing time spent sitting. 

The study appears online in the American Journal 
of Epidemiology.

Increasing obesity levels in the U.S. are widely 
predicted to have major public health consequences. A 
growing epidemic of overweight and obesity has been 
attributed in part to reduced overall physical activity. 
And while several studies support a link between 
sitting time and obesity, type 2 diabetes, cardiovascular 
disease risk factors, and unhealthy dietary patterns in 
children and adults, very few studies have examined 
time spent sitting in relation to total mortality. Thus, 
public health guidelines focus largely on increasing 
physical activity with little or no reference to reducing 
time spent sitting.

To explore the association between sitting time 
and mortality, researchers led by Alpa Patel, analyzed 
survey responses from 123,216 individuals (53,440 men 
and 69,776 women) who had no history of cancer, heart 
attack, stroke, or emphysema/other lung disease enrolled 
in the American Cancer Society’s Cancer Prevention 
II study in 1992. They examined the amount of time 
spent sitting and physical activity in relation to mortality 
between 1993 and 2006. 

The study found that more leisure time spent sitting 
was associated with higher risk of mortality, particularly 
in women. Women who reported more than six hours per 
day of sitting were 37 percent more likely to die during 
the time period studied than those who sat fewer than 3 

Nasopharyngeal Carcinoma:
Toxicity, Non-Cancer Deaths
Increase With Combo Therapy 

Although the standard practice of treating patients 
with advanced nasopharyngeal carcinoma using 
radiation and chemotherapy may reduce cancer deaths 
compared to patients treated with radiation alone, non-
cancer related deaths and toxicity problems have been 
shown to increase, according to a study published online 
in The Journal of the National Cancer Institute.

Combining radiation and chemotherapy has been 
the long-standing standard treatment for nasopharyngeal 
carcinoma, ever since the Intergroup-0099 study in the 
early 1990s showed increased three-year overall survival 
for patients treated with the combined therapies. But 
there have been few data on the potential toxicities of 
these treatments. The NPC-990 trial is the first study with 
data on toxicities and causes of non-cancer death.

To compare the toxicity profile and overall survival 
of patients treated with radiation and chemotherapy 
compared to those treated with radiation therapy alone, 
Anne W.M. Lee of the Hong Kong Nasopharyngeal 
Cancer Study Group and colleagues, compared two 
randomly assigned treatment groups of patients with 
advanced nasopharyngeal carcinoma: in the first group 
172 patients were treated with radiation alone, compared 
to a second group of 176 patients treated with both 
radiation and chemotherapy. 

Patients from five hospitals in Hong Kong and 
Canada were enrolled in the trial, which lasted from 
March 1999 to February 2004. Patients were followed 
up at least every three months during the first three years, 
and then every six months thereafter until death.

The researchers found that the patients taking 
combined radiation and chemotherapy experienced a 
statistically significant reduction in deaths due to disease 

progression. But they also experienced a statistically 
significant increase in deaths due to treatment-related 
toxicities and other causes. Indeed, there was an acute 
toxicity rate of 83%, compared to 53% in the radiation 
therapy group alone.

The authors also reported a “worrisome increase” 
in non-cancer deaths in the combined therapies group, 
including infection, second malignancy and suicide. 
This finding “could narrow the actual magnitude of 
survival gain,” they write.

result of this and other recent studies is that survival 
among most patients with localized disease managed 
conservatively is now similar to that of control subjects 
of similar ages.

Most men will die of another disease, and a 
prostate cancer diagnosis should act as a wake-up call 
for men to take charge of their healthcare and take better 
care of themselves. However, the authors write that a 
significant challenge is that, “A bevy of cancer research 
has demonstrated that cancer patients are particularly 
receptive to health-care advice after diagnosis, although 
older men, like those with prostate cancer, appear to be 
less receptive to change.”
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hours a day. Men who sat more than 6 hours a day were 
18 percent more likely to die than those who sat fewer 
than 3 hours per day. The association remained virtually 
unchanged after adjusting for physical activity level. 
Associations were stronger for cardiovascular disease 
mortality than for cancer mortality.

Cancer Statistics:
Cancer Mortality Rate Down
1.3 Percent, ACS Report Finds

The continued drop in overall cancer mortality 
rates over the last 20 years has averted more than three-
quarters of a million (767,000) cancer deaths according 
to a new report from the American Cancer Society. 

The ACS annual Cancer Statistics article reports 
that the overall death rate from cancer in the US in 
2007 was 178.4 per 100,000, a relative decrease of 1.3 
percent from 2006, when the rate was 180.7 per 100,000, 
continuing a trend that began in 1991 for men and 1992 
for women. In that time, mortality rates have decreased 
by 21 percent among men and by 12 percent among 
women, due primarily to declines in smoking, better 
treatments, and earlier detection of cancer.

Society epidemiologists predict there will be 
1,529,560 new cancer cases (789,620 in men and 
739,940 in women) and 569,490 cancer deaths (299,200 
in men and 270,290 in women) in the United States in 
2010.

Other highlights of Cancer Statistics 2010 
include:

--Cancers of the lung, prostate, and colorectum in 
men and cancers of the lung, breast, and colorectum in 
women continue to be the most common fatal cancers. 
These four cancers account for half of the total cancer 
deaths among men and women.

--Among men, cancers of the prostate, lung, and 
colon will account for just over half (52 percent) of all 
newly diagnosed cancers. Prostate cancer alone will 
account for one in four (28 percent, 217,730 cases) of all 
cancer diagnoses in men. About nine in ten of these new 
cases of prostate cancer are expected to be diagnosed 
at local or regional stages, for which five-year relative 
survival approaches 100 percent.

--The three most commonly diagnosed types of 
cancer among women in 2010 will be cancers of the 
breast, lung, and colon, accounting for 52 percent of 
cancer cases in women. Breast cancer alone is expected 
to account for 28 percent (207,090) of all new cancer 
cases among women.

--Cancer incidence rates decreased in men 1.3 

percent per year from 2000 to 2006 and in women 0.5 
percent per year from 1998 to 2006.

--Death rates for all cancer sites combined 
decreased 2 percent per year from 2001 to 2006 in 
males and 1.5 percent per year from 2002 to 2006 in 
females.

--Mortality rates have continued to decrease across 
all four major cancer sites in men and in women except 
for female lung cancer, in which rates have stabilized 
since 2003 after increasing for several decades.

--Lung cancer incidence rates have been declining 
in men by 1.8 percent per year since 1991 and appear 
to be leveling off in women after increasing for many 
decades.

--Colorectal cancer incidence rates decreased 
markedly from 1998 through 2006, by 3 percent per year 
in males and by 2.2 percent per year in females.

--Female breast cancer incidence rates decreased 
by 2 percent per year from 1999 to 2006. However, 
close inspection of rates by individual year shows 
that after a 6 percent decrease from 2002 to 2003 
(following publication of the Women’s Health Initiative), 
incidence rates from 2003 to 2006 remained relatively 
unchanged.

--Among males under age 40 years, leukemia is the 
most common fatal cancer, while cancer of the lung and 
bronchus predominates in men 40 years and older.

--Among females, leukemia is the leading cause 
of cancer death before age 20, breast cancer ranks first 
at ages 20 to 59, and lung cancer is the leading cause 
of cancer death at ages 60 and older.

--Lung cancer surpassed breast cancer as the 
leading cause of cancer death in women in 1987, and is 
expected to account for 26 percent of all female cancer 
deaths in 2010

--African American men have a 14 percent higher 
overall incidence rate and 34 percent higher overall 
death rate than white men. African American women 
have a 7 percent lower incidence rate, but a 17 percent 
higher death rate than white women for all cancer sites 
combined.

--Among other racial and ethnic groups, cancer 
incidence and death rates are lower than those in whites 
and African Americans for all cancer sites combined and 
for the four most common cancer sites.

--The five-year relative survival rate among 
children for all cancer sites combined improved from 
58 percent for patients diagnosed in 1975 to 1977 to 81 
percent for those diagnosed in 1999 to 2005.

The full report can be viewed at: http://caonline.
amcancersoc.org/papbyrecent.dtl.
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NCI-Approved Clinical Trials
The National Cancer Institute Cancer Therapy 

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

Phase I
8272 A Phase I Study of Sorafenib in Combination with 

the Histone Deacetylase Inhibitor Entinostat in Patients with 
Advanced Cancers, Roswell Park Cancer Institute. Adjei, 
Alex A. (716) 845-4101.

8475 Phase I Study of ABT-888, PARP Inhibitor, and 
Pegylated Liposomal Doxorubicin in Recurrent Gynecologic 
Cancer and Breast Cancer, Montefiore Medical Center. 
Pothuri, Bhavana (212) 731-5345.

8515 A Phase 1 Study of RO4929097 in Combination 
with Capecitabine in Refractory Solid Tumors, University 
of Wisconsin Hospital and Clinics. LoConte, Noelle 
Kirsten(608) 263-6222.

8575 A Phase I Study of R04929097 in Combination 
with Gemcitabine in Patients with Advanced Solid Tumors, 
University Health Network-Princess Margaret Hospital. 
Bedard, Philippe L. 416-946-4534.

8593 A Phase 1 Study of AZD6244 in Combination 
with Capecitabine and Radiotherapy in Locally Advanced 
Adenocarcinoma of the Rectum, NCI Radiation Oncology 
Branch. Citrin, Deborah E. (301) 496-5457.

ADVL1011 A Phase I Study of JAK Inhibition 
in Children with Relapsed or Refractory Solid Tumors, 
Leukemias, and Myeloproliferative Neoplasms, COG Phase 
1 Consortium. Loh, Mignon Lee-Cheun(415) 476-3831.

PBTC-031 Phase I and Pharmacokinetic Trial of 
PTC299 in Pediatric Patients with Refractory or Recurrent 
CNS Tumors, Pediatric Brain Tumor Consortium. Packer, 
Roger Joseph (202) 476-5973.

Phase I/II
8406 A Phase 1B/II Study of GDC-0449 in Combination 

with RO4929097, a Gamma-Secretase Inhibitor in Advanced/
Metastatic Sarcomas, Memorial Sloan Kettering Cancer 
Center. Schwartz, Gary K. (212) 639-5720.

8539 A Phase I Dose Escalation Trial of RO4929097 
Administered in Combination with Exemestane in Pre- and 
Postmenopausal Patients with ER + Metastatic Breast Cancer 
/ A Randomized Phase II Trial Comparing Exemestane in 
Combination with RO4929097 Compared with Exemestane 
Alone as Second or Third Line Hormonal Treatment of ER 
+ Metastatic Breast Cancer in Pre- and Post-Menopausal 
Patients, Moffitt Cancer Center and Research Institute. 
Means-Powell, Julie A. (615) 936-3524.

Phase II
8248 Phase II Study of Bevacizumab in Children and 

Adults with Neurofibromatosis Type 2 and Symptomatic 
Vestibular Schwannoma, Johns Hopkins University. Blakeley, 
Jaishri O’Neill (410) 502-3378.

8443 Randomized Phase II Trial of Temozolomide 
Versus Hyd-sulfate AZD6244 in Patients with Metastatic 
Uveal Melanoma, Memorial Sloan Kettering Cancer Center. 
Carvajal, Richard D. (212) 639-5096.

8561 PHL-076: A Phase II Study of RO4929097 in 
Advanced, Metastatic, or Recurrent Triple Negative Invasive 
Breast Carcinoma, University Health Network-Princess 
Margaret Hospital. Leighl, Natasha Basant (416) 946-4645.

8563 A Phase II Study of RO4929097 in Patients with 
Advanced Renal Cell Carcinoma (RCC, NOS 10038415) 
that has Progressed After VEGF/VEGFR Directed Therapy, 
University Health Network-Princess Margaret Hospital. 
Kollmannsberger, Christian Kurt (604) 877-6000.

8792 Phase II Study of IMC-A12 in Patients with 
Mesothelioma Who Have Been Previously Treated with 
Chemotherapy, NCI Lab of Molecular Biology. Hassan, Raffit 
(301) 451-8742.

ADVL0921 A Phase II Study of MLN8237, a Selective 
Aurora A Kinase Inhibitor in Children with Recurrent/
Refractory Solid Tumors and Leukemias, Children’s 
Oncology Group. Pass, Amy Kun (214) 456-0418.

BMTCTN-0702 Trial of Single Autologous Transplant 
with or without Consolidation Therapy Versus Tandem 
Autologous Transplant with Lenalidomide Maintenance 
for Patients with Multiple Myeloma, Blood and Marrow 
Transplant Clinical Trials Network. Krishnan, Amrita Y. (626) 
256-4673 x 62684.

CALGB-100801 Phase II Study of the Addition of 
Azacitidine to Reduced-Intensity Conditioning Allogeneic 
Transplantation for Myelodysplasia and Older Patients with 
AML, Cancer and Leukemia Group B. Vij, Ravi (314) 454-
8323.

CALGB-50803 A Phase II Trial of Lenalidomide Plus 
Rituximab in Previously Untreated Follicular Non-Hodgkin’s 
Lymphoma, Cancer and Leukemia Group B. Elstrom, Rebecca 
Linnea (212) 746-2063.

E1809 Randomized Phase II Trial of Docetaxel with 
or without PSA-TRICOM Vaccine in Patients with Castrate-
Resistant Metastatic Prostate Cancer, Eastern Cooperative 
Oncology Group. McNeel, Douglas G. (608) 263-7107.

Phase III
ASCT0631D A Comparison of Acute and Long-term 

Toxicities in Bone Marrow Donors with and without G-
CSF Treatment Prior to Harvest: A Companion Study to 
ASCT0631, Children’s Oncology Group. Grupp, Stephan 
A. (215) 590-2821.

CALGB-80702 Phase III Trial of 6 versus 12 Treatments 
of Adjuvant FOLFOX Plus Celecoxib or Placebo for Patients 
With Resected Stage III Colon Cancer, Cancer and Leukemia 
Group B. Meyerhardt, Jeffrey A. (617) 632-6855.

NCCTG-N09C6 A Phase III, Randomized Double-
Blind Study of Doxepin Rinse versus Placebo in the 
Treatment of Acute Oral Mucositis Pain in Patients Receiving 
Radiotherapy with or without Chemotherapy, North Central 
Cancer Treatment Group. Miller, Robert C. 507-284-4827.


