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Men and their physicians need not hesitate to use a drug proven effective 
in preventing prostate cancer out of concern that it is likely to cause sexual 
dysfunction, say authors of a study conducted by the Southwest Oncology 
Group. 

The authors, who surveyed more than 17,000 men 55 and older for 
seven years, reported their results in the July 4 Journal of the National Cancer 
Institute. The study found that men given finasteride reported on average more 
dysfunction than did men given a placebo. That small effect diminished over 
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Prostate Cancer:
Outcome Of Prostate Cancer Surgery
Depends On Experience Of Surgeon

Finasteride For Prostate Cancer Prevention
Causes Little Or No Sexual Dysfunction

Prostate cancer patients treated by highly experienced surgeons are much 
more likely to be cancer-free five years after surgery than patients treated by 
surgeons with less experience, according to a study published in the Journal 
of the National Cancer Institute.

“The difference in outcome among patients who were treated by 
surgeons with varying degrees of experience is clinically relevant and likely 
reflects a true relationship between surgical technique and cancer control,” 
said the study’s lead author Andrew Vickers, associate attending research 
methodologist, Memorial Sloan-Kettering Cancer Center.

Many studies have examined the relationship between surgical experience 
and patient outcomes. However, it is often unclear whether the findings are 
related to differences in surgical technique or result from differences in clinical 
variables or tumor characteristics. 

In the current study, the researchers adjusted for cancer severity, so that 
differences among surgeons likely reflect differences in the techniques they 
use rather than just differences in the patients they see.

Investigators analyzed the cancer outcomes of 7,765 prostate cancer 
patients who were treated with radical prostatectomy—surgical removal of 
the prostate—by one of 72 surgeons at four major U.S. academic medical 
centers over a 16-year period. 

Sophisticated statistical models were used to evaluate the link between 
the total number of prostatectomies performed by the surgeon prior to each 
patient’s operation and biochemical recurrence of prostate cancer (defined as 
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the seven years.
The results allay concerns about a negative side 

effect associated with finasteride up till now. Physicians 
usually warn that sexual dysfunction is a possibility 
when they discuss the drug with patients. 

Finasteride is an FDA-approved drug for the 
treatment of benign prostatic hyperplasia, but it is not 
yet FDA-approved for the prevention or reduction in 
risk for prostate cancer. 

The study’s large sample and long follow-up 
period allowed researchers to examine whether or not 
finasteride negatively affected sexual function and, if so, 
whether this effect was lasting, said Carol Moinpour, of 
the Fred Hutchison Cancer Research Center, the study’s 
lead author. She coordinates quality-of-life studies for 
the Southwest Oncology Group, an NCI-funded clinical 
trials network. 

The study grew out of the Prostate Cancer 
Prevention Trial, a large double-blind NCI-funded study 
which found that finasteride is effective at preventing 
prostate cancer in men age 55 and older. The 2003 
results of that trial, conducted by SWOG in more than 
18,000 men, showed that finasteride could reduce a 
man’s chances of getting prostate cancer by almost 25 
percent. 

The authors of the newly published sexual function 

results wanted to assess how many men in the Prostate 
Cancer Prevention Trial reported experiencing sexual 
dysfunction, and whether the problems decreased 
or increased over time. In earlier studies, some men 
taking finasteride reported decreased libido, impotence 
and other signs of diminished sexual function. But 
these studies were short-term and didn’t try to assess 
the effects of age and other health factors, as well as 
individual variation.

The study authors used two surveys, a widely 
used Sexual Problems Scale and another questionnaire 
which they created, the Sexual Activity Scale. They 
also gathered other data to take into account other 
health factors that affect sexual function, such as age, 
medical conditions and smoking status. They surveyed 
the subjects three times in the first year and then annually 
for seven years.

“Was this average decrease (in sexual function) 
an important difference? We concluded it was not,” 
Moinpour said, adding that there were much larger 
differences due simply to individual variation among 
men in the trial.

The study suggests that finasteride will cause little 
or no sexual dysfunction for most men who decide to 
take it, conclude the authors.

Finasteride Will Cause Little
Dysfunction, Study Finds
(Continued from page 1)
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Prostate Cancer:
Outcome Of Surgery Depends
On Experience Of Surgeon
(Continued from page 1)
a rising PSA level of more than 0.4 ng/mL).

The results showed that the risk of recurrence 
five years after surgery was 17.9 percent for patients 
treated by surgeons who had performed 10 operations 
and 10.7 percent for patients treated by surgeons who 
had performed 250 operations. 

This means that patients treated by inexperienced 
surgeons were nearly 70 percent more likely to have a 
recurrence of their prostate cancer than those who were 
treated by surgeons with greater experience. According 
to the analysis, one out of every 14 patients treated by 
an inexperienced surgeon will have a recurrence.

The results were described in terms of a learning 
curve, which showed a dramatic improvement in cancer 
control with increasing surgical experience up to 250 
prior operations; however, there was no large change in 
recurrence rates with additional surgical experience.

“The learning curve is steep and did not start 
to plateau until a surgeon had completed 250 prior 
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operations,” said the study’s senior author, Peter 
Scardino, chairman of the MSKCC Department of 
Surgery. “Surgeons with little experience get significantly 
poorer results than those who have more.”

“Our results provide support for what other 
studies have implied – that good technique is learned 
and increased volume leads to improved outcomes,” 
said Vickers. “However, our focus on cancer outcome, 
the size of the difference in outcome associated with 
increasing surgical experience, and the large number of 
cases required before the learning curve starts to plateau, 
suggests that more serious attention should be paid to 
the issue of surgical quality.”

The researchers note that the surgical technique of 
experienced surgeons may differ from that of surgeons 
with less experience. They conclude that further research 
is needed to determine how surgical technique might 
differ between these groups and to identify the critical 
aspects of radical prostatectomy that are associated with 
improved cancer control.

“Although the successful practice of surgery 
presumes a lifetime of learning, the large number 
of cases required before the learning curve plateaus 
suggests the need to expand opportunities for training in 
surgical technique for surgeons in the early years after 
residency training,” said Scardino.  

Researchers from the Cleveland Clinic and Wayne 
State University also contributed to this study.

Statins May Not Have Impact
On Testosterone In The Blood

A large community-based study refutes previous 
findings that statins might cut the risk of developing 
prostate cancer by reducing production of the male 
hormones that fuel cancer growth.

Researchers from the New England Research 
Institutes found that while men using statins did 
indeed have lower blood levels of androgens such as 
testosterone, it was more likely attributable to poor 
health rather than the use of statins. 

The findings are published in the August issue 
of Cancer Epidemiology, Biomarkers & Prevention, 
a journal of the American Association for Cancer 
Research.

“The public health significance is that our study 
provides evidence that statins may not have a clinically 
meaningful impact on testosterone in the blood, although 
further studies should be done,” said study author, 
Susan Hall, a research scientist at the New England 
Research Institutes. “That doesn’t mean that statins may 

be lowering prostate cancer risk through one or more 
alternative pathways, but it doesn’t appear to be working 
through reduction of male hormones.

Statins lower cholesterol and are commonly 
prescribed to treat and prevent heart disease. Since 
cholesterol is required for the production of male 
hormones researchers have theorized that statins may 
reduce production of these hormones. 

A large, recent study found that men using statin 
drugs were at lowered risk of developing metastatic or 
fatal prostate cancer, especially if the drugs were used 
over a long period of time. But other studies on statin 
use and prostate cancer risk have had mixed results, 
according to Hall.

To study a narrow question—whether statin use 
reduces androgen concentrations in the blood—the 
researchers examined data from the Boston Area 
Community Health (BACH) survey, a population-
based, NIH-sponsored, epidemiologic study. Data 
were collected between 2002 and 2005 on thousands of 
men and women with equal representation of African 
American, Caucasian and Hispanic populations.

The value of the BACH study, according to 
Hall, is that “we capture real world use of medications 
in the community, which might be a more realistic 
representation of their impact on the body, compared 
to outcomes seen in a clinical trial.”

Hall’s team studied the medical histories of 1,812 
men, including 237 statin users, and analyzed their blood 
for “free” or unbound testosterone, for total testosterone, 
and for other associated compounds.

The researchers found no relationship between 
statin use and free testosterone and most of the 
other associated compounds. There was a significant 
association between statin use and level of total 
testosterone in the blood, but that association vanished 
when researchers considered the patients’ age, body 
weight, and history of cardiovascular disease and 
diabetes. 

“We know that men with higher body mass index, 
diabetes and cardiovascular disease tend to have lower 
testosterone levels, and this largely accounted for the 
drop in testosterone in statin users,” Hall said.

“In this study, statin use was just a marker for 
presence of other illnesses,” she said. “This study may 
inform that debate, however, by suggesting that any 
protective pathway offered by statins, if it exists, is not 
through androgen suppression.”

The BACH Survey was supported by the National 
Institute of Diabetes and Digestive and Kidney 
Diseases.
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Racial Differences In Survival
Increase According To Stage

Racial differences in breast cancer survival 
increase according to stage of disease, according to a 
study published in CANCER, a peer-reviewed journal 
of the American Cancer Society.

The retrospective analysis of survival data 
demonstrates that within each stage, African American 
women had larger tumors and were more likely to have 
disease that had spread to nearby lymph nodes. After 
controlling for those clinical factors the racial disparities 
in survival persisted. 

The investigators say their finding that disparities 
in survival increased with more advanced disease 
was surprising and suggested that non-clinical factors 
contributed to survival differences. 

Epidemiology studies have long showed significant 
racial/ethnic differences in breast cancer survival among 
U.S. women. African American women have poorer 
five-year survival rates, and more advanced disease at 
the time of diagnosis than white women. 

Whether these disparities are due to a difference 
between races in tumor biology or to socioeconomic 
factors that impact healthcare access and/or the 
physician-patient relationship continues to be unclear. 

One key piece of evidence is that, stage for stage, 

compared to the 28 percent affected in the other group. 
Changes in skin color were experienced in five percent 
of the IMRT group, where 50 percent of the women in 
the conventional group saw hyperpigmentation. Pain 
was equally attributed in both groups with eight percent 
of the women in both groups encountering pain as a 
result of the treatment.

“Earlier studies have demonstrated the benefits 
and importance of radiation therapy in the treatment 
of many women with breast cancer. It is exciting 
that we are now conducting studies with the goal of 
helping to make these treatments easier and more 
comfortable for women. This study, along with other 
recent data presented by our colleagues, demonstrates 
that improving dose homogeneity within the breast 
with IMRT results in significantly fewer side effects 
for women undergoing radiation therapy for early stage 
breast cancer,” said Asif Harsolia, lead author on the 
study and a radiation oncologist with The Permanente 
Medical Group in Santa Clara, Calif.  

The study was conducted while Harsolia was a 
resident at William Beaumont Hospital in Royal Oak, 
Mich.

Breast Cancer:
Fewer Side Effects With IMRT
Than Traditional Radiation

Women with early stage breast cancer who receive 
a newer type of radiation called intensity modulated 
radiation therapy develop significantly fewer side effects 
than women who receive traditional radiation therapy, 
according to a study in the Aug. 1 International Journal 
of Radiation Oncology-Biology-Physics.

Standard radiation treatment for breast cancer 
typically involves directing radiation to the whole 
breast and using wedges to compensate for so called 
“hot spots” or areas that receive greater radiation dose 
due to the shape of a women’s breast. 

Side effects that can occur include changes in the 
breast’s shape and feel, and skin irritations similar to a 
sunburn. These side effects usually will subside after 
treatment has ended, though long- term side effects such 
as changes in the color, texture or firmness of the skin 
and breast swelling can sometimes persist.

IMRT is a specialized type of radiation therapy in 
which the radiation beam can be broken up into many 
beamlets, and the intensity of each beamlet can be 
adjusted individually. This allows radiation oncologists 
to more precisely shape the beam of radiation to better 
fit the individual contours of a women’s breast while 
avoiding dose to adjacent organs. 

With IMRT, the radiation dose to the breast is more 
uniformly distributed throughout the breast essentially 
minimizing “hot spots.”  

Doctors at William Beaumont Hospital in Royal 
Oak, Mich., evaluated 172 women with early stage 
breast cancer as part of this study. The patients were 
divided into two groups; the first group (54 percent) 
received IMRT, while the second group (46 percent) 
received conventional wedged-based radiation and 
served as the control group for the study.

Researchers specifically looked for changes in the 
breast directly associated with radiation therapy. They 
evaluated the instances of dermatitis, breast edema, and 
hyperpigmentation on the breast, and the correlation 
between these side effects and the type of radiation 
treatment given.

Overall, women who received IMRT reported 
significantly fewer breast-related side effects compared 
to the women who received traditional radiation therapy. 
Of the women who received IMRT, less than half (41 
percent) had notable reddened or itchy skin, as compared 
to 85 percent of women receiving conventional radiation. 
Only one percent of the IMRT group had breast swelling 



The Clinical Cancer Letter
Vol. 30 No. 8 n Page 5

analysis of Asian-American men with prostate cancer.  
Compared to white men, most Asian ethnic 

groups except South Asians paradoxically have better 
outcomes despite having worse prognostic profiles at 
the time of diagnosis, according to the study published 
in CANCER.

The study is the first to report prostate cancer 
survival data for Korean, South Asian, and Vietnamese 
men living in the U.S.

Established prognostic factors include age, 
summary stage, primary treatment, histologic 
grade, socioeconomic status, and year of diagnosis.  
Epidemiologic studies have identified racial differences 
in incidence and mortality, with African-American men 
being at greater risk than other races.  Asian-American 
men as a single, ethnic group have the lowest incidence 
of disease and the lowest mortality rate.  The reasons for 
these racial differences remain poorly studied.

In particular, the risk among different Asian 
ethnicities is poorly understood, in part, because most 
studies have aggregated all Asians into a single racial 
category, ignoring the diverse ethnicities that make 
up Asia.  The few that have tried to analyze by Asian 
ethnicity have typically analyzed only a few ethnicities, 
missing significant Asian-American ethnic populations 
in the process.  Interestingly, the data to date show that 
compared to non-Hispanic white Americans, some 
Asian ethnicities, such as Japanese-Americans, have 
higher survival rates, despite worse clinical disease, 
whereas others, such as Filipino-Americans, have worse 
survival rates.  However, South Asians – e.g., Indians, 
Pakistanis Bangladesh, etc. – who represent the third 
largest Asian subgroup in America, have never been 
studied for prostate cancer.

Anthony Robbins of the California Cancer 
Registry in Sacramento, and co-investigators compared 
prognostic factors and survival rates of 116,916 men 
(108,076 whites and 8,840 Asians from the six largest 
represented Asian ethnicities - Chinese, Filipino, 
Japanese, Korean, South Asian, and Vietnamese) 
diagnosed with prostate cancer.

Robbins and his coauthors found that for each 
Asian ethnic subgroup, prognostic risk profiles were 
worse compared to whites.  For example, all Asian 
ethnicities were more likely to have more advanced 
disease and use non-curative therapies.  However, 
for all Asian ethnicities except South Asians, survival 
rates were equal to or better than whites.  Japanese-
Americans, for example, had significantly lower hazard 
ratio compared to non-Hispanic white Americans 
(34% lower).  In contrast, South Asian-Americans 

African American women have worse clinical outcomes 
than white women. However, staging disease is complex, 
taking into account tumor size and regional or distant 
disease spread. Also, there can be significant differences 
in survival within each stage. For example, survival at 
the same stage can vary by 40 percent depending on the 
number of lymph nodes with disease.

Alfred Neugut from Columbia University Medical 
Center, Russell McBride from Mailman School of Public 
Health, and their colleagues, hypothesized that racial 
differences in survival within stage could be attributed 
to differences in tumor size and the number of lymph 
nodes with disease between the two race groups.

Analysis of clinical and demographic characteristics 
from 256,174 women with breast cancer (21,861 African 
American and 234,313 white) diagnosed from 1988-
2003 showed that African American women were more 
likely than white women to be diagnosed with tumors 
greater than 2.0-cm and to have at least one lymph node 
with disease. However, racial differences in lymph node 
involvement were apparent only in tumors smaller than 
3.0 cm. 

After adjusting for tumor size and lymph node 
status as well as other known factors, such as age, 
African American women were still more likely to die 
from their disease. The mortality rate among African 
American women was calculated to be up to 56 percent 
higher than whites. 

This study confirms “statistically significant 
differences within stage between black and white women 
in tumor size and nodal involvement.” However, the 
authors conclude, “these differences are not clinically 
important with respect to survival over and above the 
standard AJCC stage categories.”

The study also found that as stage of disease at 
diagnosis increases, so too does the gap in mortality 
between African American and white women. The 
authors postulate that “the factors that prevent black 
women from receiving the same quality of care as 
white women may be exacerbated by the more complex 
treatment regimens used for more advanced breast 
cancer.”

Prognostic Factors Don't 
Explain Better Prostate Cancer 
Survival In Most Asian Men

Prognostic factors commonly used by clinicians 
to assess men with prostate cancer do not adequately 
predict survival outcomes in Asian men living in 
America, according to the first comprehensive ethnic 
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These studies recorded height, weight and physical 
activity for each person enrolled, as well as diet, 
medications, smoking habits and other health behaviors, 
and has updated that information every two to four years. 
Of the 136,623 participants who qualified for their study 
protocol, Birmann and her colleagues confirmed 215 
cases of multiple myeloma.

BMI is computed by dividing a person’s weight 
by the square of their height. A BMI between 18.5 and 
25 is considered optimal, a BMI of 25-29 is considered 
overweight, and a BMI of 30 or higher is considered 
obese.

The association between BMI and multiple 
myeloma was strongest among men with a BMI of 30 
or more. When compared with leaner men (those with 
a BMI below 22), obese men, the researchers said, were 
over twice as likely to develop multiple myeloma. The 
effect was less pronounced among overweight or obese 
women, yet those women also had an increased risk.

The study also looked at whether regular exercise 
is related to risk of multiple myeloma. There was not 
a clear effect of exercise on risk, although the results 
among women suggested that those who exercise more 
might have a lower risk. 

“We cannot say with certainty that exercise 
reduces the risk of multiple myeloma, but there is ample 
evidence that regular exercise offers many other health 
benefits,” Birmann said.

The study findings do show, however, that the 
effect of BMI on risk of multiple myeloma is separate 
from any possible effect of physical activity.

According to Birmann, previous research has 
identified possible biological links between obesity 
and multiple myeloma. For example, adipocytes, 
cells found in fat tissue, produce a cell signal, called 
interleukin-6 (IL-6), which promotes the immune 
system’s inflammation response. In obese people, this 
can cause an overproduction of IL-6, which in turn 
creates a cellular environment that sustains multiple 
myeloma. “The IL-6 chemical pathway is one possible 
way obesity could influence the risk of developing 
diseases like cancer or cardiovascular disease, but the 
answer might also lie in other relationships between 
obesity and cancer,” Birmann said.

Further research, she said, will uncover more about 
the relationships between obesity and cancers such as 
multiple myeloma. The researchers believe their findings 
may lead to examination in greater detail of the BMI/
multiple myeloma link, including the role of IL-6 and 
other chemical signals, energy metabolism, and other 
risk factors such as weight change or weight cycling.

Multiple Myeloma:
Weight An Indicator For Risk
Of Developing Myeloma

An obese person is more likely than a lean person 
to develop multiple myeloma, according to researchers 
from Brigham and Women’s Hospital, Harvard Medical 
School, and Harvard School of Public Health. 

Their findings indicate that Body Mass Index 
provides an indicator for one’s risk of developing 
multiple myeloma, a cancer of the blood cells that 
produce antibodies. 

The study, published in the July issue of Cancer 
Epidemiology, Biomarkers & Prevention, a journal of 
the American Association for Cancer Research, takes 
its data from over 100,000 participants in the on-going 
Nurses’ Health Study and Health Professionals Follow-
up Study, two similar large-scale studies. 

The study findings were similar to those from 
previously published studies that included smaller 
numbers of multiple myeloma patients, and/or were 
based on a one-time recording of height and weight.

“I find the results of these studies encouraging, 
since they show consistent results about the first risk 
factor for multiple myeloma that people can actually 
modify,” said the study’s lead author, Brenda Birmann, 
a researcher in the Department of Medicine at Brigham 
and Women’s Hospital and Harvard Medical School. 
“Treatment options for this disease are improving, but 
it is also important to identify risk factors that could 
be modified. We would like to learn how to prevent its 
occurrence.”

The Brigham and Women’s Hospital-based 
Nurses’ Health Study has followed the health of 
female registered nurses since 1976, and the Health 
Professionals Follow-up Study, based at Harvard School 
of Public Health, has followed males from several health 
professions since 1986. 

had significantly higher hazard ratio compared to non-
Hispanic white Americans (40% higher).

The study should help physicians more accurately 
apply prognostic factors to their prostate cancer 
patients.  The authors conclude, “these results argue that 
traditional prognostic factors for survival from prostate 
cancer (stage, grade, treatment, age, year of diagnosis, 
and socioeconomic status), do not explain why most 
Asian men have better survival compared to whites, but 
they do explain the poorer survival of South Asian men 
compared to whites.”
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Drug Development:
NCI Tests Early Phase Study
To Hasten Drug Development

A new compound, called ABT-888, has passed the 
first stage of clinical examination using a new model for 
drug development that promises to shorten by up to six 
to 12 months the timeline for taking anticancer drugs 
from the laboratory to the clinic, according to a team of 
researchers at the National Cancer Institute.

Instead of being tested in the traditional phase I 
clinical trial, which explores drug safety and tolerance, 
ABT-888 was tested in an early phase I trial (also 
sometimes called a phase 0 trial).

Conducted as part of the NCI Experimental 
Therapeutics program, this early phase I trial shows that 
using an approach that adds a focus on the mechanism 
of action can reduce the number of patients required for 
an early clinical study, and the time necessary to gather 
critical information for development of the drug.

The study results were presented at the annual 
meeting of the American Society of Clinical Oncology 
in June.

“With this trial, NCI is doing much more than 
studying a new intervention; it is blazing a trail for 
early phase trials, which will hasten our progress across 
cancer research and drug discovery,” said NCI Director 
John Niederhuber. “Conducting the ABT-888 trial also 
required close collaboration and consultation with the 
FDA, in order to negotiate the prototype for a new 
regulatory process.”

“The time from initiation of the trial to the analyses 
of the data that provided proof-of-concept was less than 
six months,” said Shivaani Kummar, of the NCI Center 
for Cancer Research, who led the trial. 

“Early phase I trials allow new cancer therapies to 
be evaluated in clinical trials sooner than what is done 
currently,” Kummar said. 

The first six patients enrolled in the trial had a 
variety of cancers and provided the information needed 
to signal that ABT-888 should proceed to a more 
comprehensive series of NCI-sponsored phase I trials, 
which are expected to start in the next few months.

ABT-888 inhibits an enzyme critical for repairing 
damage to DNA. In the absence of an active enzyme, 
tumor cells are more sensitive to the effects of several 
cancer drugs. Abbott Laboratories developed ABT-888 
as part of a clinical trial agreement with NCI to study 
whether performing an early phase I trial would hasten 
the overall drug development plan for this agent. 

A unique aspect of this trial was the development 

of an assay to measure a biomarker affected by ABT-
888. The study showed that the compound inhibited its 
targeted enzyme in tumor cells as well as in circulating 
white blood cells. This latter finding suggests that white 
blood cells, which are easily accessible, can be used in 
subsequent trials as an easy way to measure whether the 
agent is altering its presumed target.

This early phase I trial was a proof-of-principle 
study aimed to determine whether this new approach 
to early drug testing could work and that fits in well 
with the goals of the NCI Experimental Therapeutics 
Program, known as NExT.  “The NExT program 
requires research resources that are not readily available 
at most medical centers engaged in anticancer drug 
development,” said James Doroshow, DCTD director, 
who heads the program. “It requires the scientific and 
clinical infrastructure of the NCI to do this research.
”                                      

“The NExT program has grown out of the reality 
that the number of new anticancer agents reaching human 
clinical trials has been modest,” said Doroshow. 

Even when compounds do proceed to clinical 
testing, they often fail because of unexpected toxicities 
or are not effective. NExT not only allows early phase 
I trials to be conducted in humans, it brings together the 
teams of scientists necessary to develop and perform 
assays that can measure the biological effects of 
potential new anticancer agents. The assays provide a 
tool for the systematic removal of investigational agents 
from NCI’s drug development pipeline that do not show 
expected biological effects and inform and expedite 
decisions about further clinical development.

“The goal of the NExT program is to shave up to 
one year off the typical 10- to 12-year drug-development 
cycle,” said Doroshow.  

The underlying rationale for the NExT program is 
an FDA guidance issued in 2006: http://www.cancer.
gov/newscenter/pressreleases/FDAGuidance.

The guidance allows human trials to proceed 
before certain time-consuming and expensive drug 
development steps, such as extensive preclinical 
toxicology and bulk production of an agent, occur. 
Limited toxicity studies are allowed because only 
restricted doses or shortened courses of drug therapy are 
permitted in early phase I trials. If an agent succeeds in 
an early phase I trial, more comprehensive toxicological 
studies are performed before the agent undergoes 
more extensive clinical testing. Early phase I data are 
anticipated to be useful in improving the efficiency and 
success of subsequent clinical trials, thereby shortening 
the overall drug development timeline.

http://www.cancer.gov/newscenter/pressreleases/FDAGuidance
http://www.cancer.gov/newscenter/pressreleases/FDAGuidance
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Society Develops Guidelines
For Integrative Oncology

The Society for Integrative Oncology, a non-profit 
organization for healthcare professionals committed to 
the study and application of complementary therapies for 
cancer patients, has announced development of 
integrative oncology practice guidelines. 

“These are clinical guidelines to foster appropriate, 
safe and beneficial application of complementary 
therapies and botanicals,” said Barrie Cassileth, chief 
of the Integrative Medicine Service at Memorial Sloan-
Kettering Cancer Center and founding president of 
SIO.  

The guidelines were published in the Journal of 
the Society for Integrative Oncology.  

While many cancer patients use the terms 
“complementary” and “alternative” interchangeably 
when discussing therapies, there is considerable 
difference between the two. 

“Complementary medicine makes use of non-
conventional treatment modalities, some of which 
have known efficacy, and they are used in combination 
with mainstream care,” said Peter Johnstone, professor 
of radiation oncology at Emory University’s Winship 
Cancer Institute and president of SIO. 

According to SIO guidelines, alternative therapies 
are often promoted as viable options and promoted for 
use in lieu of mainstream care. Complementary therapies 
are used in combination with traditional care to help 
manage physical and emotional symptoms.  

“It is important for all involved in the care of 
cancer patients to help patients distinguish between the 
two and to approach complementary and alternative 
therapies appropriately in order to receive benefit while 
avoiding harm,” Cassileth said.

The guidelines are available at www.integrativeonc.
org.

NCI Cooperative Group,
Cancer Center Trials Listed

The National Cancer Institute’s Cancer Therapy 
Program approved the following clinical research 
studies last month. For further information about a study, 
contact the principal investigator listed.

Phase II
Phase II Trial of AZD0530 in Hormone Refractory 

Prostate Cancer. City of Hope National Medical Center, 
protocol 7583, Lara, Nery, phone 916-734-3771.

Phase II Study of AZD0530 for Patients with 
Recurrent or Metastatic Head and Neck Squamous Cell 
Carcinoma. Memorial Sloan Kettering Cancer Center, 
protocol 7584, Pfister, David, phone 212-639-8235.

Phase II Study of Dasatinib in Head and Neck 
Squamous Cell Carcinoma. M D Anderson Cancer 
Center, protocol 7815, Papadimitrakopoulou, Vassiliki, 
phone 713-792-6363.

Randomized Phase II Study of Bevacizumab 
Combined with Vincris t ine,  Topotecan and 
Cyclophosphamide in Patients with First Recurrent 
Ewing Sarcoma. Children’s Oncology Group, protocol 
AEWS0521, Leavey, Patrick, phone 214-648-8605.

Single-Arm, Open-Label Pilot Trial of the 
Safety and Immunogenicity of a Quadrivalent Human 
Papillomavirus Vaccine in HIV-1-Infected Men. AIDS-
Associated Malignancies Clinical Trials Consortium, 
protocol AMC-052, Wilkin, Timothy, 212-746-7202.

Phase II Study of Galiximab for Patients with 
Relapsed/Refractory Hodgkin Lymphoma. Cancer and 
Leukemia Group B, protocol CALGB-50602, Smith, 
Sonali, phone 773-834-2895.

Phase II Trial of Combined Modality Therapy with 
Growth Factor Support for Patients with Limited Stage 
Small Cell Lung Cancer. Radiation Therapy Oncology 
Group, protocol RTOG-0623, Lilenbaum, Rogerio, 
305-535-3323.

Phase III
Phase III Randomized Trial of Single vs. Tandem 

Myeloablative Consolidation Therapy for High-Risk 
Neuroblastoma. Children’s Oncology Group, protocol 
ANBL0532, Park, Julie, 206-987-2106. 

Other
P h a r m a c o k i n e t i c - P h a r m a c o d y n a m i c -

Pharmacogenetic Study of Actinomycin-D and Vincristine 
in Children with Cancer. Children’s Oncology Group, 
protocol ADVL06B1, Skolnik, Jeffrey, phone 215-590-
6359.

Correlative Science Studies in Colon Cancer, A 
Companion Study to CALGB 9581 and 89803. Cancer 
and Leukemia Group B, protocol CALGB-150705-ICSC, 
Bertagnolli, Monica, phone 617-732-8910.

Alternative Splice Forms of VEGF in Colorectal 
Cancer: Possible Value in Anti-VEGF Therapy. Eastern 
Cooperative Oncology Group, protocol E3200T2, Bates, 
David.

Changes in Breast Density and Plasma Hormone 
Levels After One Year of Aromatase Inhibitor Therapy. 
North Central Cancer Treatment Group, protocol N063I, 
Ingle, James, phone 507-284-4798.

http://www.integrativeonc.org
http://www.integrativeonc.org

