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Quality of Care:
Majority Of U.S. Cancer Patients Receive
High-Quality Care, ASCO Study Finds

Children, Parents Differ In Decisionmaking
On Cancer Treatment, Survivor Study Finds

By Eric Lai
Cancer patients receive higher quality care than previous research 

indicated, according to a five-year study commissioned by the American 
Society of Clinical Oncology.

In response to a 1999 Institute of Medicine report asserting that cancer 
patients are not receiving the most effective treatment for their disease, ASCO’s 
National Initiative on Cancer Care Quality undertook a study to examine the 
quality of cancer care in the U.S. With the help of researchers from Harvard 
University and RAND Corp., ASCO studied the quality of care by examining 
patient diagnosis through treatment, management of side effects, and disease 
surveillance for breast and colorectal cancer patients. 

To make the study comprehensive, combined data from patient 
interviews and medical record reviews was used from five major cities: Atlanta, 
Cleveland, Houston, Kansas City, and Los Angeles.

The study found that, on average, breast cancer patients received 86% 
of generally recommended care, based on 36 quality care measures, while 
colorectal cancer patients received 78% of generally recommended care, 
based on 25 quality care measures. According to this data, a large majority of 
patients with breast and colorectal cancers receive the recommended level of 
care necessary to treat their diseases. Most of these patients received treatments 
appropriate for their disease; 93% of eligible women received adjuvant therapy 
for breast cancer when appropriate.

“By finding out the extent to which people with cancer are receiving 
the recommended care, we will be able to better treat patients in the future,” 

By Eric Lai
Some childhood cancer survivors entering adulthood would retrospectively 

make different treatment decisions than did their parents.
In a study conducted at the Center for Outcomes Research and the 

Division of Pediatric Oncology at the Children’s Hospital of Philadelphia, 
parents and childhood cancer survivors were asked to determine whether an 
increased survival rate using high-dose cisplatin chemotherapy for germ cell 
tumors was worth the increased risk of permanent hearing loss. 

Previous studies have indicated that a substantial risk in hearing loss for 
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children with germ cell tumors is associated with high-
dose cisplatin chemotherapy, but it has also been shown 
that there is an increased survival rate associated with 
this type of chemotherapy. Treatment with conventional-
dose cisplatin chemotherapy produces a decreased 
risk in hearing loss and a lower survival rate for these 
children.

Using results from previous studies, researchers at 
the Children’s Hospital constructed a decision model to 
closely reflect the treatment options faced by families 
with children diagnosed with a germ cell tumor, said 
Yuelin Li, of CHOP, who presented the results at the 
American Society of Clinical Oncology annual meeting 
last May.

Different dosages of cisplatin, their associated 
survival rates, and the corresponding varying degrees 
of hearing loss were incorporated into the model.

Thirty-one parents of childhood cancer survivors 
and 17 children survivors used Standard Gamble 
preference weights to assess three scenarios of surviving 
cancer with mild, moderate, and moderately severe 
hearing loss.

According to the results of the model, 28 out of 
the 31 parents (90%) favored the high-dose cisplatin 
chemotherapy, while 10 out of the 17 childhood 

survivors (59%) also favored the high-dose regimen.  
“I would prefer a deaf child over a dead child any 

day…and I am sure all parents do,” said a 47-year-old 
mother who was interviewed in the study.

In general, the parents who were tested did consider 
cancer survival with hearing loss perfectly manageable 
and not worth the risk of death, but the children survivors 
were more willing to take an increased risk to mitigate 
the possibility of permanent hearing loss.  

“Knowing what I know now, and thinking that my 
problems are going to be with me for the rest of my life, 
I guess a 10% risk of death is okay,” said a 19-year-old 
childhood cancer survivor.

Li said these models could help researchers 
understand the ethical and emotional issues involved in 
therapeutic decisions in childhood cancer, and develop 
better decision-making processes.

Following are several other pediatric oncology 
research reports that were highlighted in oral 
presentations at the ASCO annual meeting.

Hodgkin's Survivors Prone to Heart Problems
Pediatric and young adult survivors of Hodgkin’s 

disease may be more prone to cardiovascular 
complications, but a study presented at the ASCO 
meeting suggests a possible screening tool for patients 
at risk.

Several previous studies have linked an increased 
risk of death from cardiovascular causes to long term 
survivors of Hodgkin’s disease.  

Kara Kelly of Columbia University Medical 
Center conducted a study measuring the carotid artery 
intima-media thickness (CIMT) of pediatric and young 
adult survivors of HD.  

CIMT has been increasingly used as a risk predictor 
of stroke or heart attack. Ultrasound measures of CIMT 
are being used to detect early atherosclerosis.  

In Kelly's study, the CIMT of 20 HD survivors 
(mean age 23) and eight sibling controls (mean age 25) 
was assessed using a standardized scanning and reading 
protocol.  Age, gender, race, cholesterol, smoking, blood 
pressure, and C-reactive protein were all adjusted in their 
linear mixed model.  

Based on their results, the mean CIMT of the 
HD survivors was higher than the mean CIMT of the 
sibling controls; 0.78 mm. and 0.71 mm. respectively.  
The HD survivors’ CIMT correlated with the CIMT of 
healthy individuals at age 65, suggesting the “vascular 
age” of the HD survivors to be 25 years older than their 
actual age.
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“Increased CIMT was present in patients who 
had received no or low dose radiation, suggesting that 
chemotherapy or the disease process itself contributes 
to the development of atherosclerosis and risk for 
cardiovascular disease,” said Kelly.

From this study, CIMT has been shown to 
be a potentially useful risk screening tool of early 
cardiovascular disease in pediatric and young adult 
survivors of HD.

Vincristine + Irinotecan In Rhabdomyosarcoma
The combination of vincristine and irinotecan 

is highly active in children with metastatic 
rhabdomyosarcoma, according to a report from the 
Soft Tissue Sarcoma Committee of the Children’s 
Oncology Group.

“Although the survival for children with localized 
rhabdomyosarcoma has dramatically improved over the 
past 30 years, the outcome for patients with metastatic 
disease remains poor,” said Alberto Pappo from the 
COG Soft Tissue Sarcoma Committee.

Based on previous models, the drug irinotecan 
was shown to have significant antitumor activity in 
pediatric rhabdomyosarcoma xenografts when given 
in protracted schedules and was also shown to be 
synergistic with another drug vincristine. This prompted 
a study by the STSCOG to evaluate the response 
rate and toxicities associated with using irinotecan 
and vincristine in untreated children with metastatic 
rhabdomyosarcoma.  

Fifty eligible patients (median age of 14 years) 
were initially treated with 1.5 mg/m2 weekly doses of 
vincristine at weeks 0,1,3, and 4 in conjunction with 
20 mg/m2 daily times five doses of irinotecan for 2 
consecutive weeks at weeks 0 and 3. After undergoing 
two cycles of the regimen of vincristine-irinotecan 
starting at week 6, responders received vincristine-
irinotecan alternating with vincristine, actinomycin D, 
and cyclophosphamide (VAC), while non-responders 
received only VAC.  

Seventy percent of the patients experienced 
a partial or complete response after two cycles of 
vincristine-irinotecan. The most common grade 
3+ toxicities observed during the 2 cycles include:  
abdominal pain, dehydration, diarrhea, neutropenia, 
electrolyte imbalances, infection, and the need for PRBC 
transfusions.  

The complete/partial response and progressive 
disease rates of vincristine-irinotecan were better than 
those of other topoisomerase I inhibitor trials and 
were similar to those observed using VAC although 

vincristine-irinotecan uses a different mechanism of 
action than VAC. These results have influenced the 
STSCOG to incorporate this new drug combination into 
its upcoming intermediate and high risk trials.

Stroke In Leukemia, Brain Tumor Survivors
Survivors of childhood leukemia and brain tumors 

may be at an increased risk of stroke, according to a 
report from the Childhood Cancer Survivor Study.

Daniel Bowers, of the University of Texas 
Southwestern Medical Center at Dallas, used data 
from the Childhood Cancer Survivor Study, a multi-
institutional cohort study of children diagnosed between 
1970-1986, to assess the frequency of and risk factors 
for stroke that occur greater than five years following 
diagnosis among survivors of childhood leukemia and 
brain tumors.  

Bowers specifically examined stroke incidence in 
4828 leukemia survivors, 1871 brain tumor survivors, 
and 3846 siblings of childhood cancer survivors as used 
for comparison. As participants in the CCSS, these 
groups were given a self-administered questionnaire to 
ascertain if and when they had a stroke.   

Cox proportional hazards models, adjusted for age, 
gender, and race, were used to determine the relative 
risks of developing strokes in these patient populations.  
Nine out of the 3846 siblings  reported having a stroke 
which translates to a roughly 1.00 relative risk of stroke; 
this is similar to the relative risk of stroke among young 
adults in the general population. 

Thirty-seven out of the 4828 leukemia survivors 
reported having a stroke greater than 5 years after 
diagnosis which translates to a 6.44 relative risk 
of stroke.  Sixty-three out of the 1871 brain tumor 
survivors reported having a stroke greater than 5 years 
after diagnosis which translates to a 28.97 relative risk 
of stroke.  

The study also examined the relative risks of 
stroke for leukemia and brain tumor survivors treated 
with cranial radiation therapy which are 5.88 and 37.17 
respectively.  

Bower’s study confirmed that co-morbidities 
such as hypertension, diabetes, and smoking were not 
associated with subsequent strokes observed in these 
patients. 

The results of this study suggest that survivors 
of childhood leukemia and brain tumors have a 
significantly increased risk of stroke with the incidence 
rate being relatively high among the latter.  High doses 
of cranial radiation exposure also significantly increase 
the risk of stroke in brain tumor survivors.  
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Significant Health Problems by Age 45
Adult survivors of childhood cancers treated in 

the 1970’s and 1980’s are at an increased risk of having 
a moderate to severe health problem compared to that 
of their healthy siblings according to a report from the 
Childhood Cancer Survivor Study.

“This study provides the first estimate of the 
frequency of physical health problems in childhood 
cancer survivors as they become adults,” said Kevin 
Oeffinger, professor of family medicine, University of 
Texas Southwestern Medical Center, and lead author 
of the study. “Most survivors will have future health 
problems related to their previous cancer therapy, 
which are likely to increase as they reach their 30’s 
and 40’s.”

CCSS investigators compared the incidence of 
moderate and severe chronic health problems between 
10,397 adults (mean age of 26.7 years at evaluation) 
who were diagnosed with a pediatric cancer between 
1970 and 1986, and 3,034 of their healthy siblings (mean 
age of 29.2 years at evaluation) who served as a control 
group. Using set criteria, severity scores of grades 1-4 
were assigned to each chronic disease with particular 
attention on the grade 3 (moderate) and grade 4 (severe) 
chronic diseases.  

Moderate health problems that can be attributed 
to radiation therapy or chemotherapy include:  lung 
scarring requiring oxygen therapy, congestive heart 
failure requiring medications, a blood clot in the head 
or the lungs, cirrhosis of the liver, ovarian or testicular 
failure, and becoming legally blind or losing an eye. 
Severe problems include: second cancers, heart disease, 
kidney transplant or need for dialysis, mental retardation, 
and paralysis of an arm or leg.

Oeffinger’s team found that 57.1% of the survivors 
and 18.2% of the siblings reported a moderate health 
problem by age 45. Similarly, 37% of the survivors and 
4.6% of the siblings reported severe health problems 
also by age 45. 

Adjusted for age and gender, the relative risk of 
a survivor having a moderate or severe chronic disease 
was 5.0 compared to that of their siblings; this translates 
to a five times greater risk for the survivors as compared 
with the siblings.

“The important message for the survivor is that 
the impact of some of these health problems can be 
reduced with regular medical follow-up,” said Oeffinger. 
“Doctors should take into account a survivor’s previous 
cancer and cancer therapy, personal and family medical 
history, lifestyle habits, and other health conditions to 
develop a life plan to periodically screen for health 

problems, and educate survivors on ways they can 
reduce risk and maximize their health.”    

Genasense Tested In Children
Genasense (oblimersen sodium, Genta Inc.) 

combined with chemotherapy was well-tolerated in 
children with solid tumors at doses comparable to adults, 
according to a phase I trial by the Children’s Oncology 
Group.

The trial was the first study that has tested 
Genasense in children. Twenty-eight children (ages 
1-19 years) who had solid tumors and received 
extensive prior therapy were given escalating doses of 
Genasense and standard chemotherapy (doxorubicin 
plus cyclophosphamide).

The limiting side-effect at the highest dose levels 
of all three drugs was a decrease in blood counts, which 
appeared to be controlled by adding blood cell growth 
factor (G-CSF).

 Biologically active plasma levels of Genasense 
were high in patients relative to preclinical models, the 
investigators said.

Genasense inhibits the production of the Bcl-2 
protein which is expressed in most common types of 
cancer. Up-regulation of Bcl-2 is known to prevent 
programmed cell death or apoptosis and promote 
resistance to anticancer therapy. Genasense treatment 
thus seeks to restore apoptosis and be used before 
administering other anticancer therapy.

Multiple Myeloma:
Velcade Improves Survival
In Relapsed Multiple Myeloma
By Eric Lai

Based on final results from a phase III trial testing 
669 relapsed multiple myeloma patients, bortezomib, or 
Velcade, clearly outperformed a standard drug therapy, 
high-dose dexamethasone, in these patients.  

Velcade caused a partial or total response in 
38 percent of relapsed multiple myeloma patients, 
compared with 18 percent for standard dexamethasone, 
according to a study in the June 16 issue of the New 
England Journal of Medicine.

Average time to progression in Velcade patients 
was 6.2 months, compared to 3.5 months in  patients 
taking dexamethasone. One year later, 80 percent of 
Velcade patients were alive, compared to 66 percent of 
patients on high-dose dexamethasone.

Nearly a third of patients discontinued one or 
the other drug because of side effects. High-dose 
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dexamethasone is associated with glucose intolerance, 
weight gain, and mood swings, while bortezomib has 
a significantly different side effect profile, including 
peripheral neuropathy, said Paul Richardson, of Dana 
Farber Cancer Institute, who led the multi-center trial. 

“This drug has shown itself to be superior to high-
dose dexamethasone in time-to-progression, response 
rate and survival, with a side-effect profile that is 
manageable,” said Richardson. “These results provide 
confirmation that bortezomib should be used at first 
relapse, and they provide a strong rationale for its use 
as an upfront therapy.”  

Millennium Pharmaceuticals Inc. received 
accelerated FDA approval of Velcade for relapsed and 
refractory myeloma in 2003. Earlier this year, FDA 
granted full approval of Velcade for myeloma patients 
who have received at least one prior therapy.

Cancer Prevention:
Tobacco Linked To 63 Percent
Of Cancer Deaths In Black Men
By Eric Lai

A new study has linked tobacco smoke to 63 
percent of cancer deaths among African-American men 
in the U.S.  

Divided into U.S. regions, the smoke-related 
cancer death burden for African-American men is 67 
percent in the South, 63 percent in the Midwest, 60 
percent in the West, and 43 percent in the Northeast.

African-American men have the highest cancer 
death rate of any gender-ethnic group in the U.S.  

Using additional years of data from the National 
Center for Health Statistics and refining the data for 
each U.S. Census region, Bruce Leistikow, associate 
professor in the Department of Public Health Sciences at 
the UC Davis School of Medicine and Medical Center, 
performed a study to examine how many cancer deaths 
for African-American men were related to tobacco 
smoke.

Leistikow notes that intervention disparities could 
explain the regional differences observed.  Western and 
Northeastern states have some of the strongest tobacco 
control programs in the nation, while Southern and 
Midwestern states have been slower to initiate such 
increasingly common policies as higher cigarette taxes, 
smoke-free spaces, anti-smoking education programs 
and penalties for selling tobacco to minors.

“There is a lot of confusion about what causes the 
worst cancers, those that destroy families by ending lives 
prematurely,” said Leistikow. “This study clarifies that 

the best explanation for most premature cancer deaths 
for African-American males is tobacco smoke exposure, 
whether from secondhand or active smoking. It helps 
estimate regional and previously overlooked burdens 
of tobacco smoke inhalation. The study also provides 
further evidence that deaths can be reduced by applying 
the right policy tools.” 

Cancer Disparities:
Black Women More Likely
To Delay Diagnosis, Treatment
By Eric Lai

A recent study confirms that African-American 
women are more likely to experience delays in the 
diagnosis and treatment of breast cancer than other 
women.

In the largest and most systematic study of its kind, 
Sherri Sheinfeld Gorin, associate professor at Columbia 
University, and her research team examined the time 
between initial screening, diagnosis, and treatment in 
49,865 women ages 64 and older diagnosed with breast 
cancer between 1992 and 1999. Using a population-
based database that provides information about the 
health care of older women, Gorin and her researchers 
were able to analyze the delay in breast cancer care by 
race/ethnicity.

Out of the 2,982 black women involved in the 
study, 20.9% experienced a diagnostic delay (a one- to 
two-month delay between screening and diagnosis), 
23.5% experienced a diagnostic delay of more than two 
months, 29.6% experienced a treatment delay (a delay of 
more than one month between diagnosis and treatment), 
and 40.2% had a total clinical delay (diagnosis plus 
treatment) of two or more months.  

The incidence of delay for white breast cancer 
patients was: 14.3%, 13.3%, 18.6% and 24.6% 
respectively.

Disregarding the stage of their cancers and 
controlling for other factors, black women were 89% 
more likely than other women to have a diagnostic delay 
of more than one month, 58% more likely to have a 
treatment delay of more than one month, and 81% more 
likely to have total clinical delay.

“It’s not unusual for minority women who learn 
they need a breast biopsy to delay or even avoid the 
procedure,” said Gorin. “Providers need to be more 
assertive in helping women make arrangements for 
necessary follow-up care.”      

In a separate study, the National Surgical Adjuvant 
Breast and Bowel Project concluded that racial disparities 
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in breast cancer mortality cannot be attributed to lower 
chemotherapy doses in African-American women.  

Past research has indicated that although white 
women have the highest incidence of breast cancer, 
black women have higher death rates from the disease. 
Compared to whites, black patients tend to have 
lower baseline white blood cell counts. Many forms 
of chemotherapy are known to reduce white blood 
cell counts further which could be of detriment to the 
patient.  

Researchers hypothesized that some doctors may 
be giving black breast cancer patients lower doses of 
chemotherapy than whites to prevent drastic drops 
in white blood cell counts; they associated the lower 
intensity chemotherapy with the higher mortality rates 
observed in black patients.

Researchers further compared white blood cell 
counts and chemotherapy dosages (doxorubicin and 
cyclophosphamide) for 1,041 African-American women 
and 9,639 white women with breast cancer. Despite 
the fact that the black patients’ baseline white blood 
cell counts were slightly lower than that seen in white 
patients, total chemotherapy dose did not differ between 
the two groups.  

“Our study shows that chemotherapy dosing is 
equivalent for white and African-American women, 
and that chemotherapy dose is not the likely cause of 
the disparity in survival between African American and 
white breast cancer patients,” said Charles Thomas Jr., 
vice-chairman of the Department of Radiation Oncology 
and professor of medical oncology at the University 
of Texas Health Science Center and lead author of the 
study.

Clinical Trials:
Study Finds Trial Results
Reliable At Three Years

Many study results garnered after three years are 
just as reliable as those produced after five years, but data 
provided after two years of study are less precise, and 
those provided after only one year are not sufficiently 
reliable, according to a study by Mayo Clinic Cancer 
Center investigators.

The analysis was presented by Daniel Sargent, 
director of statistics for Mayo Clinic, at the American 
Society of Clinical Oncology annual meeting. Sargent 
is one of the founders of the Adjuvant Colon Cancer 
Endpoints (ACCENT) Group that is studying whether 
there are ways to make results of clinical trials in 
oncology available more quickly, to provide effective 

treatments to patients faster.
“We found last year that outcomes after three years 

were highly predictive of the five-year outcomes, so we 
went back and asked, ‘Could we look after one year or 
two years?’” said Sargent. “Our new results suggest that 
two years is almost as good as three years, but that one 
year is too early.”

Last year, Sargent presented his results on colon 
cancer therapies to the Food and Drug Administration, 
which agreed with his conclusions, and allowed three 
years of follow-up study to be part of the evidence 
in considering new drug therapies for colon cancer 
treatment. In the past, five years of follow-up had been 
required before results were considered definitive.

The recommendations from the study presented at 
ASCO were based on the study of individual patient data 
from 20,898 patients and 18 randomized trials.

ACCENT is an international collaboration 
involving researchers throughout Europe, Canada, and 
the U.S. Sargent helped found the group about a year 
and a half ago to focus efforts on studies involving colon 
cancer. As ACCENT continues its work, it may broaden 
its focus to include other cancers, he said.

“We were dissatisfied with how long it takes to 
complete trials and make promising new therapies 
available to help patients,” Sargent said. “Our goal was 
to see if there was a better and more efficient way to 
conduct the trials.”

Some therapies yield different results at three 
years than they do at five years, Sargent said. “We are 
committed to following patients for long-term outcomes, 
and if the results change with this further follow-up, we 
could modify treatment,” he said. “The long-term health 
of the patient is still the ultimate goal.”

This study was funded by the National Cancer 
Institute and coordinated by the North Central Cancer 
Treatment Group. 

Head and Neck Cancer:
Taxotere Added To Regimen
Improves Survival, Study Finds 

Adding a third drug to a standard chemotherapy 
combination can dramatically improve the survival of 
patients with advanced head and neck cancer, according 
to a study led by researchers at Dana-Farber Cancer 
Institute.

The findings were presented at the American 
Society of Clinical Oncology annual meeting.

Previous studies have shown that using combination 
chemotherapy of cisplatin and 5-FU yields a 25 to 50 
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said David Johnson, deputy director of the Vanderbilt-
Ingram Cancer Center and immediate past president of 
ASCO.

The NICCQ study found that cancer care quality 
might be better than that for other diseases, but it also 
found that there are areas for improvement in cancer 
patient care. One area for improvement highlighted 
in the study was the need for better communication 
between healthcare providers and patients.

More research is needed to provide a more 
complete picture of care for patients, Johnson said. 
“We need to expand the NICCQ measures to include 
additional types of cancer, as well as a broader patient 

Quality of Care:
ASCO Plans To Monitor
Quality Of Cancer Care 
(Continued from page 1)

NCI-Approved Clinical Trials
The National Cancer Institute’s Cancer Therapy 

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

Phase I
Phase I Study of Sequential Vaccinations with 

Fowlpox-CEA(6D)-TRICOM (B7.1/ICAM/LFA3) 
and Vaccinia-CEA(6D)-TRICOM, in Combination 
with GM-CSF and Interferon-Alfa-2B in Patients with 
CEA Expressing Carcinomas. Ohio State University 
Hospital, protocol, 5633, phone Carson, William, phone 
614-93-6306.

Phase I Study of R115777 in Combination with 
Induction Chemotherapy in Patients with Newly 
Diagnosed, High Risk Acute Myeloid Leukemia. 
Ohio State University Hospital, protocol, 6623, Blum, 
William, phone 614-293-9869. 

Phase I Dose Escalation Trial of the Raf Kinase 
Inhibitor BAY 43-9006 as Single Agent for Adults with 
Relapsed and Refractory Acute Leukemias and Blast 
Crises Chronic Myeloid Leukemia. Johns Hopkins 
University, protocol 6745, Smith, Douglas, phone 410-
614-5068. 

Phase I Study of Suberoylanilide Hydroxamic 
Acid (SAHA) in Combination with 5-Fluorouracil, 
Leucovorin, and Oxaliplatin (FOLFOX) in Patients 
with Advanced Colorectal Cancer. Roswell Park Cancer 
Institute, protocol 6789, Fakih, Marwan, phone 716-
845-3362

Phase I Study of Regulatory T Cell Depletion with 
Denileukin Diftitox Followed by Active Immunotherapy 
with Autologous Dendritic Cells Infected with CEA-6D 
Expressing Fowlpox-Tricom in Patients with Advanced 
or Metastatic Malignancies Expressin CEA. Duke 
University Medical Center, protocol 7042, Morse, 
Michael, phone 919-681-3480.

Phase I Study of BAY 43-9006 (sorafenib) in 
Combination with OSI-774(erlotinib; Tarceva) in 
Advanced Solid in Advanced Solid Tumors. Princess 

population,” he said. “Further research needs to focus 
on patients with advanced disease, patients in rural 
areas, and other populations, including racial and ethnic 
minorities, non-English speakers, children, and the 
elderly.”

Using the results of this study, ASCO aims to work 
with other organizations to create a national quality 
monitoring system for cancer care.

percent rate of complete pathological responses (the 
tumor disappeared). Robert Haddad and his colleagues 
found that adding the drug docetaxel (Taxotere) to the 
cisplatin and 5-FU regimen significantly increased the 
complete pathological response rate to 89 percent. 

Using data obtained from treating 72 patients with 
locally advanced squamous cell carcinoma of the head 
and neck, the researchers project that the three-drug 
combination would result in a 95 percent two-year 
survival rate and a 90 percent five-year survival rate. 
The majority of these patients have stage IV disease.

“These results are very encouraging and in all 
likelihood will translate into a significantly more 
effective treatment for patients with advanced head and 
neck cancer,” said Haddad. “This patient population 
historically has had a poor prognosis, but, given these 
findings, the outlook is more hopeful.”

The drug combination is given for three cycles as 
an initial treatment, known as induction chemotherapy, 
to shrink tumors prior to several weeks of intense 
treatment with additional chemotherapy given along 
with radiation. 

This “sequential therapy” has brought about the 
most successful results in patients with these stubborn 
cancers. 

Based on recent results of Phase III trials of the 
therapy and on the new data, Haddad, who is also an 
assistant professor at Harvard Medical School, and his 
colleagues propose that the three-drug combination 
be used as the new platform when using induction 
chemotherapy.
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2555.
Phase II Randomized Study of Erlotinib Cancer 

with or without Carboplatin/Paclitaxel in Patients with 
Previously Untreated Adenocarcinoma of the Lung Who 
Never Smoked or were Former Light Smokers. Cancer 
and Leukemia Group B, protocol CALGB-30406, Janne, 
Pasi, phone 617-632-6076.

Phase II Study of Sorafenib (BAY 43-9006) in 
Recurrent Aggressive Non-Hodgkin’s Lymphoma. 
Eastern Cooperative Oncology Group, protocol E1404, 
Greenwald, Daniel, phone 650-725-6456.

Phase II Evaluation of Suberoylanilide Hydroxamic 
Acid (SAHA, NCI-Supplied Agent in the Treatment of 
Persistent or Recurrent Epithelial Ovarian or Primary 
Peritoneal Carcinoma. Gynecologic Oncology Group, 
protocol GOG 017OH, Modesitt, Susan, phone 859-
323-0233.

Phase II Study of Trastuzumab in Advanced High 
Grade Salivary Gland Carcinoma. Southwest Oncology 
Group, protocol SO431, Kane, Madeleine, phone      720-
848-0300.

Phase II Trial of Suberoylanilide Hydroxamic 
Acid for Recurrent or Primary Refractory Hodgkin’s 
Lymphoma. Southwest Oncology Group, protocol 
SO517, Kirschbaum, Mark, phone 626-359-8111.

Phase III 
Randomized Trial of the European and American 

Osteosarcoma Study Group to Optimize Treatment 
Strategies for Resectable Osteosarcoma Based on 
Histological Response to Pre-Operative Chemotherapy: 
A Phase III Intergroup Study. Children’s Oncology 
Group, protocol AOST0331, Marina, Neyssa, phone 
650-723-5535.

Randomized Phase III Study of Thalidomide 
and Prednisone as Maintenance Therapy Following 
Autologous Group Stem Cell Transplant in Patients 
with Multiple Myeloma. NCI Canada Clinical Trials, 
protocol NCIC-MY.10, Stewart, Alexander, phone 
416-946-4566.

Phase III Study of Docetaxel and Atrasentan versus 
Docetaxel and Placebo for Patients with Advanced 
Hormone Refractory Prostate Cancer. Southwest 
Oncology Group, protocol SO421, Quinn, David, phone 
323-865-3956.

Other 
Molecular Determinants of Methotrexate 

Metabolism in ALL. Children’s Oncology Group, 
protocol AALL05B2, Barredo, Julio, phone 843-792-
2957.

Margaret Hospital Phase II Consortium, protocol 7178, 
Siu, Lillian, phone 416-946-2911.

Phase I Trial of a PSA-Based Vaccine and an Anti-
CTLA-4 Antibody in Patients with Metastatic Androgen 
Independent Prostate Cancer. NCI Medicine Branch, 
protocol 7207, Gulley, James, phone 301-496-4343.

Phase I Study of Temozolomide, Oral Irinotecan, 
and Vincristine for Children with Refractory Solid 
Tumors. COG Phase I Consortium, protocol ADVL0414, 
Wagner, Lars, phone 513-636-1849.

Phase II 
Phase II Clinical Trial to Evaluate the Efficacy 

of BAY 43-9006 with or without Low Dose Interferon 
in Metastatic Renal Cell Carcinoma. M.D. Anderson 
Cancer, protocol 6629, Jonasch, Eric, phone 713-745-
5674.

Phase II Neoadjuvant Clinical Trial to Evaluate 
the Efficacy of BAY 43-9006 for Metastatic Renal Cell 
Carcinoma. M.D. Anderson Cancer, protocol 6630, 
Jonasch, Eric, phone 713-745-5674.

Phase II Study of Suberoylanilide Hydroxamic 
Acid (SAHA) in Patients with Relapsed Non-small 
Cell Lung Cancer. University of Wisconsin Hospital 
and Clinics, protocol 6860, Traynor, Anne, phone 608-
263-6222. 

Phase II Study of Histone Deacetylase Inhibitor 
SAHA in Patients with Metastatic Thyroid Carcinoma. 
Ohio State University Hospital, protocol 6902, Shah, 
Manisha, phone 614-293-8629.

Phase II Study of Suberoylanilide Hydroxamic 
Acid (SAHA) in Advanced Melanoma. Princess 
Margaret Hospital Phase II, protocol 6916, Balzer-Haas, 
Naomi, phone 215-728-2974.

Phase II Trial of BAY 43-9006 in Patients with 
Advanced Anaplastic Carcinoma of the Thyroid. Case 
Western Reserve University, protocol 7037, Remick, 
Scot, phone 216-844-1210.

Phase II Trial of Bay 43-9006 in Progressive 
Metastatic Neuroendocrine Tumors. Mayo Clinic 
Rochester, protocol 7046, Hobday, Timothy, phone 
507-284-8964.

Multicenter Feasibility Study of Percutaneous 
Radiofrequency Ablation of Hepatocellular Carcinoma 
in Cirrhotic Patients. American College of Radiology 
Oncology Institute Network, protocol ACRIN-6673, 
Dodd, Gerald, phone 210-567-5558.

Phase II Trial of Combined Modality Therapy plus 
Cetuximab In HIV-Associated Anal Carcinoma. AIDS-
Associated Malignancies Clinical Trials Consortium, 
protocol AMC-045, Sparano, Joseph, phone 718-904-
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A Notch-Signaling Pathway Inhibitor in Patients with T-cell Acute Lymphoblastic
Leukemia/Lymphoma (T-ALL)

An investigational study for children, adolescents and adults with relapsed and refractory T-cell acute 
lymphoblastic leukemia/lymphoma is now accruing patients at various centers around the country.

This study’s goal is to evaluate the safety and tolerability of a Notch inhibitor as a rational molecular
therapeutic target in T-ALL, potentially uncovering a novel treatment for these cancer patients. 

Eligibility criteria and treatment schema for the study include:

Notch-Signaling Pathway Inhibitor in Patients with T-ALL

Eligibility Criteria Patient must be = 12 months with a diagnosis of T-cell acute lymphoblastic
leukemia/lymphoma AND must also have: 

� Relapsed T-ALL
� T-ALL refractory to standard therapy 
� Not be a candidate for myelosuppressive chemotherapy due to age or comorbid 

disease
ECOG performance status =2 for patients >16 years of age OR Lanksy performance level 
>50 for patients 12 months to =16 years of age
Fully recovered from any chemotherapy and >2 weeks from radiotherapy, immunotherapy, 
or systemic steroid therapy with the exception of hydroxyurea or intrathecal therapy 
Patient must be >2 months following bone marrow or peripheral blood stem cell 
transplantation
No treatment with any investigational therapy during the preceding 30 days
No active or uncontrolled infection 
Patients must have adequate renal and hepatic function

Treatment Plan Open label and non-randomized, this study is conducted in two parts. Part I is an accelerated 
dose escalation to determine the maximum tolerated dose (MTD), and Part II is a cohort 
expansion at or below the MTD.  MK-0752 will be administered orally.  Plasma 
concentrations will be measured at defined time intervals.

For information regarding centers currently open for enrollment, please contact 1-888-577-8839.


