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A treatment combination used in breast and lung cancers is effective 
against Hodgkin’s disease in pre-teens and young adults, according to a study 
published in the Journal of Clinical Oncology.

At focus in the study, Phase II Study of Weekly Gemcitabine and 
Vinorelbine for Children with Recurrent or Refractory Hodgkin’s Disease:  
A Children’s Oncology Group Report, was a drug combination known as GV 
(Gemcitabine and Vinorelbine).  Previous studies have shown that GV has been 
well tolerated by adults with breast cancer and non-small cell lung cancer.  

Investigators found that when children and young adults with Hodgkin’s 
disease that was recurrent or treatment resistant were administered GV, the 
response was greater than reported for either drug by itself. Predominant 
side effects were hematologic in nature and primarily consisted of decreased 
bone marrow activity, which results in fewer platelets and red and white 
blood cells.

The research looked at 30 patients with a median age of 17, who were 
heavily treated in their initial stage of Hodgkin’s disease. A median of five, 
21-day cycles of GV was administered to each patient. Results showed 19 of 
25 patients had measurable responses, with six having complete response, 11 
having a very good partial response and two had a partial response. And while 
the one-year, event-free and overall survival rates measured 59.5 percent and 
86 percent respectively, the study team notes that further evaluation of GV 
for this population of patients is warranted.
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Breast Cancer:
Healthy Weight, Lower Stress May Result
In Fewer Changes Associated With Aging

Women who maintain a healthy weight and who have lower perceived 
stress may be less likely to have chromosome changes associated with aging 
than obese and stressed women, according to a pilot study that was part of 
the Sister Study. 

The long-term Sister Study is looking at the environmental and genetic 
characteristics of women whose sister had breast cancer to identify factors 
associated with developing breast cancer. This early pilot used baseline 
questionnaires and samples provided by participants when they joined the 
Sister Study.

Two recent papers published in Cancer Epidemiology Biomarkers and 
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Prevention looked at the length of telomeres, or the 
repeating DNA sequences that cap the ends of a person’s 
chromosomes. Telomere length is one of the many 
measures being looked at in the Sister Study. Telomeres 
protect the ends of chromosomes and buffer them against 
the loss of important genes during cell replication. Over 
the course of an individual’s lifetime, telomeres shorten, 
gradually becoming so short that they can trigger cell 
death. The papers show that factors such as obesity and 
perceived stress may shorten telomeres and accelerate 
the aging process.

“Together these two studies reinforce the need 
to start a healthy lifestyle early and maintain it,” said 
Linda Birnbaum, director of the National Institute of 
Environmental Health Sciences. The researchers who 
published these papers are from the NIEHS which 
sponsors the Sister Study.

The papers are the first findings coming out of 
the Sister Study. The Sister Study is just completing its 
enrollment of 50,000 women aged 35-74 to prospectively 
study risk factors for breast cancer. 

“We anticipate a wealth of information to come 
out of the Sister Study,” said Dale Sandler, chief of 
the Epidemiology Branch at NIEHS and principal 
investigator of the Sister Study. “Not only do we hope 
to find out more about the environmental and genetic 

factors that might lead to breast cancer, we also want 
to learn more about how factors such as stress, diet and 
exercise might impact cancer and other disease risks.”

One of the studies published this week found 
that women who were obese for a long time had 
reduced telomere length. The researchers looked at 
the relationship between various measures of current 
and past body size and telomere length in 647 women 
enrolled in the Sister Study. They found that women who 
had an overweight or obese body mass index before or 
during their 30s, and maintained that status since those 
years, had shorter telomeres than those who became 
overweight or obese after their 30s. 

“This suggests that duration of obesity may be 
more important than weight change per se, although 
other measures of overweight and obesity were also 
important,” said Sangmi Kim, epidemiologist and lead 
author on the paper. “Our results support the hypothesis 
that obesity accelerates the aging process,” said Kim.

The other paper published in February looked at the 
association between telomere length and the perceived 
stress levels of 647 women enrolled in the Sister Study, 
and found that similar to the obesity finding, stress can 
also impact telomere length. The researchers extracted 
DNA from blood drawn during initial enrollment to 
estimate telomere length, and measured levels of stress 
hormones in urine samples the women provided.

Also, the researchers used a standardized scale to 
characterize levels of perceived stress based on answers 
to questions about how stressful participants perceived 
their life situations. In general, the researchers report 
that women in the Sister Study typically reported low 
levels of perceived stress.

“Even so, women who reported above-average 
stress had somewhat shorter telomeres, but the 
difference in telomere length was most striking when we 
looked at the relationship between perceived stress and 
telomere length among women with the highest levels 
of stress hormones,” said Christine Parks, an NIEHS 
epidemiologist and lead author on the paper. “Among 
women with both higher perceived stress and elevated 
levels of the stress hormone epinephrine, the difference 
in telomere length was equivalent to or greater than the 
effects of being obese, smoking or 10 years of aging.”

The researchers also found that the effects of stress 
may be stronger in older women. They found that among 
women 55 years and older, those with higher perceived 
stress had 5 percent shorter telomeres than women with 
low stress levels. 

“More research is needed to determine if the 
shortening of telomeres in these women is related to 
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Leukemia:
Device Shortens Time To Make
T Cells For Immunotherapy

Researchers from the Children’s Cancer Hospital 
at The University of Texas M. D. Anderson Cancer 
Center have created a device that significantly decreases 
the time needed to produce genetically manipulated T 
cells in preclinical tests for leukemia.

Paul (Yoonsu) Choi presented the device he 
engineered, along with supporting research, at the 
annual meeting of the American Society for Blood 
and Marrow Transplantation in Tampa, FL. Choi’s 
device, called HitMeD (high throughput medical 
electroporation device), has been used for preclinical 
studies in treatment of acute lymphocytic leukemia, with 
early results indicating it has the potential to decrease 
a patient’s wait time to receive immunotherapy from 
weeks and months to days and weeks.

“This particular device is an automated system 
designed to work with the press of a button, which saves 
us time and resources,” said Choi. “More importantly, 
it’s a very safe method of gene transfer.”

Multiple relapsed ALL in pediatric patients is 
a rapidly progressive cancer that is often resistant to 
chemotherapy, leading to poor survival prognosis. 

aging or hormonal differences in the stress response, 
or simply represents the accumulated effects of stress 
across the lifespan,” said Parks.

“These papers remind us that there are things 
people can do to modify their behavior and live healthier 
lives, such as maintain a healthy weight and cultivate 
healthy responses to stress,” said Birnbaum.

Study Finds Moderate Alcohol
Use  By Women Associated
With Increased Cancer Risk

Low to moderate alcohol consumption among 
women is associated with a statistically significant 
increase in cancer risk and may account for nearly 13 
percent of the cancers of the breast, liver, rectum, and 
upper aero-digestive tract combined, according to a 
report in the Journal of the National Cancer Institute.

With the exception of breast cancer, little has been 
known about the impact of low to moderate alcohol 
consumption on cancer risk in women.

To determine the impact of alcohol on overall 
and site-specific cancer risk, Naomi Allen, of the 
University of Oxford, U.K., and colleagues examined 
the association of alcohol consumption and cancer 
incidence in the Million Women Study, which included 
1,280,296 middle-aged women in the United Kingdom. 
Participants were recruited to the study between 1996 
and 2001. Researchers identified cancer cases through 
the National Health Service Central Registries.

Women in the study who drank alcohol consumed, 
on average, one drink per day, which is typical in most 
high-income countries such as the U.K. and the U.S. 
Very few drank three or more drinks per day. With an 
average follow-up time of more than 7 years, 68,775 
women were diagnosed with cancer.

The risk of any type of cancer increased with 
increasing alcohol consumption, as did the risk of 
some specific types of cancer, including cancer of the 
breast, rectum, and liver. Women who also smoked 
had an increased risk of cancers of the oral cavity and 
pharynx, esophagus, and larynx. The type of alcohol 
consumed—wine versus spirits or other types—did 
not alter the association between alcohol consumption 
and cancer risk.

Each additional alcoholic drink regularly consumed 
per day was associated with 11 additional breast cancers 
per 1000 women up to age 75; one additional cancer of 
the oral cavity and pharynx; one additional cancer of 
the rectum; and an increase of 0.7 each for esophageal, 
laryngeal, and liver cancers. For these cancers combined, 

there was an excess of about 15 cancers per 1000 women 
per drink per day. (The background incidence for these 
cancers was estimated to be 118 per 1000 women in 
developed countries.)

“Although the magnitude of the excess absolute 
risk associated with one additional drink per day may 
appear small for some cancer sites, the high prevalence 
of moderate alcohol drinking among women in many 
populations means that the proportion of cancers 
attributable to alcohol is an important public health 
issue,” the authors write.

In an accompanying editorial, Michael Lauer and 
Paul Sorlie, of the National Heart, Lung, and Blood 
Institute, emphasize that these new results derived 
from such a large study population should give readers 
pause. Although previous epidemiological studies 
have suggested that there is a cardiovascular benefit 
associated with moderate alcohol consumption, the 
excess cancer risk identified in the current study may 
outweigh that benefit. 

“From a standpoint of cancer risk, the message 
of this report could not be clearer. There is no level of 
alcohol consumption that can be considered safe,” the 
editorialists write.
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Since chemotherapy typically fails these patients, new 
approaches, such as cell-based therapy, are needed to 
combat the quickly spreading leukemia.

Choi, along with senior researcher Laurence 
Cooper, from the Children’s Cancer Hospital, are 
studying ways to genetically manipulate T cells, an 
important component of a person’s immune system, to 
specifically attack tumor cells while keeping risk to the 
patient at a minimum.

One method found to be effective in preclinical 
tests is taking a sample of human T cells, increasing 
their number through stimulation and then genetically 
transferring desired messenger RNA (mRNA) into the 
T cells. 

The mRNA, once inside the T cells, produces a 
protein called chimeric antigen receptor (CAR), which 
allows the T cells to recognize and specifically kill tumor 
cells. The HitMeD device carries out this entire process. 
Once the altered T cells are created, researchers use them 
to battle leukemia cells in the laboratory.

Although these manipulated T cells have shown 
to be effective against ALL in mice and cell lines, they 
lose their fighting power after a few days. For this 
reason, researchers engineered the new HitMeD, which 
processes the T cells 100 times faster than the current 
standard commercial technologies.

“Our goal is to provide therapy to patients closer to 
their time of need,” said Cooper. “The HitMeD processes 
a larger volume of T cells in a continuous fashion over a 
much shorter time than we can achieve with commercial 
devices. We hope that will translate to better treatment 
opportunities for relapsed patients.”

Cooper and researchers are planning a phase I 
trial that could open this year. This trial would allow 
multiple-relapsed ALL patients to receive manipulated 
T cells that have been processed by HitMeD. These 
special T cells will act like an army of antibodies rushing 
in to attack tumor cells, but quickly retreating after 
their ammunition is used. With HitMeD, doctors hope 
to infuse additional doses of T cells more rapidly to 
sustain the fight until the patient can receive additional 
treatment, such as a stem cell transplant.

Lung Cancer:
Knowing Tumor Cell Structure
Improves Treatment Decisions

A tumor’s cellular structure, or histology, improves 
treatment decisions that  may lead to improved outcomes 
for patients with non-small cell lung cancer, according 
to a paper in the latest issue of The Oncologist.

The findings are based on an analysis of recent 
studies of the chemotherapy drug pemetrexed to treat 
NSCLC. “The data confirm that histology matters when 
treating NSCLC,” said Giorgio Scagliotti, of University 
of Turin, lead author of the new report.

Scagliotti and colleagues analyzed data from two 
recent phase III studies of pemetrexed for NSCLC, 
which accounts for about 90 percent of all lung cancers. 
They focused on how differences in cancer histology 
affect the response to treatment with pemetrexed. The 
histology of a cancer is its microscopic cellular structure 
and in NSCLC, tumors may be classified as having a 
“squamous” or “non-squamous” appearance.

Their analysis showed significant differences in 
response to pemetrexed between these two lung cancer 
subtypes. Specifically, pemetrexed was more effective 
than current forms of chemotherapy against cancers with 
a non-squamous histology. 

For these patients, pemetrexed led to significant 
improvements in overall survival and in survival without 
progressive cancer. In contrast, for patients whose 
cancers had the squamous histology, outcomes were 
similar with or without pemetrexed.

The two studies were a “frontline” trial including 
patients with previously untreated NSCLC and a 
“second-line” trial including patients with previous 
chemotherapy. The interaction between cancer histology 
and response to pemetrexed was similar in both groups 
of patients. Based on the results of the frontline trial, 
pemetrexed has been approved for initial treatment of 
NSCLC in Europe, Canada, and the U.S., in combination 
with cisplatin, another chemotherapy drug.

In the past, cancer histology hasn’t been considered 
in selecting treatments for patients with NSCLC. “For 
more than 25 years medical oncologists have simply 
looked at the distinction between small-cell and non-
small-cell lung cancer in making systemic treatment 
decisions,” said  Scagliotti. “This is because there 
has previously been no convincing evidence that the 
available treatments have any differential activity based 
on the histologic subtype of NSCLC.” 

“On the basis of these studies, tumor histology 
should be carefully assessed when selecting treatment 
options for patients with advanced NSCLC,” said 
Scagliotti.

The article, “The Differential Efficacy of 
Pemetrexed According to NSCLC Histology:  A 
Review of Two Phase III Studies,” is freely available 
at http://theoncologist.com/cgi/content/abstract/
theoncologist.2008-0232v1.

http://theoncologist.com/cgi/content/abstract/theoncologist.2008-0232v1
http://theoncologist.com/cgi/content/abstract/theoncologist.2008-0232v1
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Supportie Care:
Doctor-Patient Conversations
At End of Life Associated
With Lower Medical Expenses

Few physicians are eager to discuss end-of-life 
care with their patients. Yet such conversations may 
result in better quality of life for patients and could lower 
national healthcare expenditures for cancer care alone by 
tens of millions dollars each year, according to a study 
led by researchers at Dana-Farber Cancer Institute.

As reported in the March 9 issue of the Archives 
of Internal Medicine, investigators interviewed 603 
advanced cancer patients about whether they had an 
end-of-life (EOL) conversation with their physician. 
The researchers calculated the final week health-care 
costs of patients who reported such conversations and 
compared them to those of patients who did not.

They found that patients who reported having an 
EOL conversation had an estimated average of $1,876 
in health-care expenses during their final week of life, 
compared to $2,917 for those who didn’t, a difference 
of $1,041, or 36 percent. Higher costs—typically the 
result of more intensive, life-prolonging care—were also 
associated with a worse quality of death during patients’ 
final week. In addition, patients typically did not live 
longer if they received intensive care.

“We refer to the end-of-life discussion as the multi-
million dollar conversation because it is associated with 
shifting costs away from expensive, burdensome, non-
curative care, like being on a ventilator in an ICU, to 
less costly comfort care provided at home or in hospice, 
which most patients and their families say they would 
prefer,” said the study’s senior author, Holly Prigerson, 
of Dana-Farber. “As the nation looks to ways to improve 
patient care and reduce costs of healthcare, end-of-
life conversations should be considered. Policies that 
promote increased communication, such as incentives 
for end-of-life conversations, may be cost-effective 
ways to both improve care and reduce some of the rising 
health care expenditures.”

Previous studies have shown that a disproportionate 
share of health-care spending in the United States is 
incurred at the end of life and that patients who speak 
with their physicians about end-of-life preferences 
have fewer life-sustaining procedures and lower rates 
of intensive care admission. The study by Prigerson 
and her colleagues suggests a direct link between 
communications at the end of life with lower health 
care costs and better quality of life for patients with 
advanced cancers.

The paper is part of a multi-institutional study called 
Coping With Cancer. Funded by the National Institute 
of Mental Health and the National Cancer Institute, the 
study tracks the health and psychological state of 627 
patients nationwide with advanced cancer.

Although the study doesn’t purport to show a cause-
and-effect relationship between EOL conversations 
and lower medical costs, it does suggest a strategy for 
reducing such costs and for improving patients’ quality 
of life as death approaches, notes Prigerson, who is 
also on faculty at Brigham and Women’s Hospital and 
Harvard Medical School. 

If the national proportion of patients reporting 
EOL discussions was increased to 50 percent, the annual 
cost savings could be more than $76 million dollars, 
researchers estimate, based on the annual number of 
cancers deaths in the U.S.

Lymphoma:
Rituximab After CVP Improves
Progression-Free Survival

A new study has found for the first time that 
maintenance therapy with the novel antibody, rituximab 
following cyclophosphamide, vincristine and prednisone 
therapy improves progression-free survival in patients 
with stage III-IV indolent lymphoma, according to 
a recent study published in the Journal of Clinical 
Oncology.

In a study, conducted by the Eastern Cooperative 
Oncology Group titled, “Maintenance Rituximab 
After Cyclophosphamide, Vincristine, and Prednisone 
Prolongs Progression-Free Survival in Advanced 
Indolent Lymphoma: Results of the Randomized Phase 
III ECOG1496 Study,” researchers looked at 311 
patients with stable or responding disease after CVP 
therapy.

The patients were randomly assigned to observation 
only or a maintenance rituximab (MR) 375 mg/square 
meter once per week for 4 weeks every 6 months for 
2 years.  Results are the first phase III data showing 
patients with untreated indolent lymphoma can be 
given (MR) after chemotherapy with minimal toxicity 
to prevent relapse.

“Low grade lymphoma is very treatable, with 
patients living many years on the average,” says 
Howard Hochster, professor of medicine and clinical 
pharmacology at NYU School of Medicine and director 
of gastrointestinal oncology and early drug development 
at the NYU Cancer Institute. “But no one treatment to 
date has been able to show benefit on long term survival. 
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This reasonably non-toxic antibody can improve disease 
free survival by several years and possibly effect overall 
survival. In this group of patients, even 10 years of 
observation is a little too soon to show survival benefits, 
but the trend is present.”

An improved disease response was seen in 22% 
of rituximab-treated patients versus just 7% of control 
subjects. Toxic effects were minimal in both groups. 
Three year progression-free survival was also higher 
in the MR group: 68% vs. 33% in controls. In the sub 
group of 282 patients with follicular lymphoma, the 
corresponding rates were 64% and 33%. With more 
than 10 years follow-up, the patients receiving MR went 
nearly 5 years on average before relapse, compared with 
1.9 years without.

Rituximab was approved for use in follicular 
lymphoma and indolent lymphoma in 1997 for those no 
longer responding to chemotherapy. In this setting, the 
objective response rate was 48% and the agent had rare 
serious adverse effects, generally limited to infusional 
toxicity.

Cancer Research:
Gene Delivery System Targets 
Tumor Blood Vessels In Dogs

In a preliminary study of pet dogs with naturally 
occurring cancer, researchers have developed a way to 
target delivery of a gene to tumor blood vessels, where 
the gene product damages the vessels, disrupting blood 
flow to the tumors but not to the surrounding tissue. The 
delivery method was well tolerated, and in some dogs, 
the size of tumors decreased or remained stable. 

These are the first results of the Comparative 
Oncology Trials Consortium, a novel multicenter 
network sponsored by the National Cancer Institute, 
to integrate cancers that naturally develop in dogs into 
the developmental path of new therapies for cancers 
in humans. The study, led by NCI researchers, was 
published in the March 30 issue of PLoS ONE.

The researchers evaluated whether a targeted 
system, based on a bacteriophage vector, or delivery 
vehicle, that was designed to target tumor blood vessels 
could effectively deliver the TNF-alpha gene to the 
blood vessels of naturally occurring tumors in dogs. 
The TNF-alpha gene directs the production of a protein 
called tumor necrosis factor-alpha, which stimulates the 
immune system and has antitumor effects. 

Because of the TNF-alpha protein’s toxicity, it 
cannot be administered through the bloodstream, and 
efforts have focused on methods to achieve targeted 

delivery of tumors. Previous studies in mice showed that 
delivery of the targeted vector directly to tumor blood 
vessels, the expression of the TNF-a gene in tumors and 
their blood vessels, and inhibition of tumor growth.

Naturally occurring cancers in dogs offer many 
advantages over mouse and other animal models. 
Canine cancers are complex and share many features 
with human cancers, including tumor genetics, 
molecular targets, biological behavior, and response to 
conventional therapy.

In the study, the researchers established the safety 
and optimal dose of the vector for delivery of the TNF-
a gene into dogs that had various types of cancer. The 
range of cancers found in dogs is similar to those found 
in humans.

“Because of the similarities, studying cancer 
that develops naturally in dogs provides additional 
information about the safety and effectiveness of 
novel therapies that can aid in the design of studies for 
humans,” said Anita Tandle, of CCR, one of the study’s 
lead authors. Another study author, Melissa Paoloni, 
of CCR added, “The comparative approach allows us 
to ask specific and important questions about cancer 
therapies and evaluate biological effects within a tumor 
after treatment in ways that are difficult or not possible 
in human trials.”

The team next administered the targeted vector to 
another group of tumor-bearing dogs weekly for four 
weeks. The dogs were seen at five different veterinary 
oncology centers in the U.S. Data were reported to a 
central electronic database.

The researchers found that in 14 dogs that 
completed treatment, which consisted of four weekly 
doses of the vector, tumors shrank in two dogs, remained 
stable in size in six dogs, and grew in six dogs. Tumor 
biopsy specimens taken before, during, and after 
treatment showed that the targeted vector was located in 
tumor blood vessels only. The researchers did not detect 
the vector in noncancerous tissues, including the skin, 
muscle, lung, liver, spleen, and gastrointestinal tract of 
treated dogs.

“In addition to evaluating the gene delivery 
method, the current study showed that the COTC is a 
well-organized multi-site effort that allows us, in a very 
sophisticated way, to inform the drug development path 
for human cancer patients,” said Paoloni. “In addition to 
serving as a model that may help humans, Consortium 
studies could aid veterinary cancer patients, which is an 
important added benefit.” 

The COTC is a network of 18 veterinary teaching 
hospitals across the U.S. 
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MEPACT Approved In Europe
For Resectable Osteosarcoma

IDM Pharma Inc. said the European Commission 
has formally granted a Centralized marketing 
authorization for MEPACT (mifamurtide, L-MTP-
PE) for the treatment of patients with non-metastatic, 
resectable osteosarcoma, a rare and often fatal bone 
tumor that typically affects children and young adults. 

The Centralized marketing authorization allows 
MEPACT to be marketed in the 27 Member States of 
the European Union, as well as in Iceland, Liechtenstein 
and Norway. MEPACT was granted orphan medicinal 
product status in Europe in 2004 and under European 
pharmaceutical legislation is entitled to a period of 10 
years market exclusivity in respect of the approved 
indication.

The approval was based on the Phase III MEPACT 
trial (INT-0133), an NCI-funded cooperative group study 
conducted by the Children’s Oncology Group and the 
largest study ever completed in osteosarcoma, enrolling 
approximately 800 patients. The study evaluated patient 
outcomes with the addition of MEPACT to three- or four-
drug adjuvant chemotherapy (cisplatin, doxorubicin, and 
methotrexate with or without ifosfamide). 

Results demonstrated that the addition of MEPACT 
to chemotherapy resulted in approximately a 30 percent 
decrease in the risk of death with 78 percent of patients 
surviving after six years of follow-up after treatment 
with MEPACT.

“MEPACT is the first therapy in more than 20 
years to demonstrate any significant long-term survival 
advantage in osteosarcoma,” said Ian Lewis, professor 
of cancer research at St. James University Hospital 
in Leeds, England. “The approval of MEPACT is the 
culmination of two decades of research and dedication 
to children and young adults with osteosarcoma and 
brings real hope for a patient population in need of 
an innovative treatment option for this devastating 
disease.”

“As an investigator who has been involved in 
the development of MEPACT, I am thrilled that years 
of hard work and commitment by researchers around 
the world has resulted in this positive outcome,” said 
Eugenie Kleinerman, professor and head of the Division 
of Pediatrics and professor of Cancer Biology at the 
University of Texas M.D. Anderson Cancer Center. 
“This is a remarkable advance for treatment of young 
patients with osteosarcoma and should give physicians 
and their patients hope in treating this rare disease.”

The company continues to work with the COG 

FDA Approval:
FDA Approves Afinitor
For Advanced Kidney Cancer

FDA approved Afinitor oral tablets (everolimus) 
for the treatment of patients with advanced kidney 
cancer whose disease has progressed after treatment 
with other cancer therapies.

If the cancer is confined to the kidney, the five-year 
survival rate is 60 to 70 percent; but the survival rate is 
considerably lower after the cancer has spread to other 
parts of the body.

“Afinitor provides an option for patients with 
advanced renal cell cancer after failure of treatment 
with the cancer therapies sunitinib or sorafenib,” said 
Robert Justice, director, Division of Drug Oncology 
Products in the FDA’s Center for Drug Evaluation and 
Research. “Targeted cancer therapies like Afinitor have 
increased the number of months patients can live without 
the tumor progressing.”

Afinitor belongs to a class of drugs called kinase 
inhibitors, which interfere with cell communication, 
preventing tumor growth. The drug is intended for 
those patients with advanced renal cell cancer who have 
already tried another kinase inhibitor, Sutent (sunitinib) 
or Nexavar (sorafenib).

While Sutent and Nexavar are multiple kinase 
inhibitors (acting on a number of cellular targets), 
Afinitor works by blocking a specific protein known 
as the mammalian target of rapamycin or mTOR. The 
protein blocking action disrupts the growth, division 
and metabolism of cancer cells.

A clinical trial studying the safety and effectiveness 
of Afinitor was discontinued after an interim analysis 
showed that, in patients receiving the drug, the growth 
or spread of the tumor was delayed when compared 
to patients who did not receive the drug. Disease 
progression was delayed approximately five months 
in half of the patients who received Afinitor. Disease 
progression was delayed two months in patients who 
did not receive the drug.

The most frequent adverse reactions in the trial 
(occurring in at least 20 percent of patients) included 
inflammation in the mouth, loss of strength, diarrhea, 
poor appetite, fluid buildup in the extremities, shortness 
of breath, coughing, nausea, vomiting, rash, and fever. 
Laboratory tests of blood samples determined that at 
least half of all patients experienced anemia, low white 
blood counts, high cholesterol and high triglycerides 
and high blood sugar.

Afinitor is manufactured by Novartis.
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NCI Cooperative Group,
Cancer Center Trials Listed

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

Phase II
8035 A Phase II Study of the Orally Administered 

Negative Enantiomer of Gossypol (AT-101) in Patients 
with Advanced Adrenocortical Carcinoma. Mayo Clinic 
Rochester. Menefee, Michael, (904) 953-7290.

8218 Phase II Trial of Pazopanib in Pre-Treated 
and Untreated Metastatic Melanoma Patients. Mayo 
Clinic Rochester, Weise, Amy, (313) 576-8952.

8271 Phase II Trial of Dasatinib for Recurrent or 
Metastatic c-KIT Expressing Adenoid Cystic Carcinoma 
and for Non-Adenoid Cystic Malignant Salivary 
Tumors. University of Chicago, Wong, Stuart, (414) 
805-4603.

BMT-CTN 0701 Phase II Trial of Non-
Myeloablative Allogeneic Hematopoietic Cell 
Transplantation for Patients with Relapsed Follicular 
Non-Hodgkin’s Lymphoma Beyond First Complete 
Response. Blood and Marrow Transplant Clinical Trials 
Network, Laport, Ginna Gastillo, (650) 723-1389.

CALGB-40603 Randomized Phase II 2 x 2 Factorial 
Trial of the Addition of Carboplatin +/- Bevacizumab 
to Neoadjuvant Weekly Paclitaxel Followed by Dose-
Dense AC in Hormone Receptor-Poor/HER2-Negative 
Resectable Breast Cancer. Cancer and Leukemia Group 
B, Sikov, William Marshall, (401) 793-7151.

Phase III
AAML0631 Risk Adapted Treatment of Newly 

Diagnosed Childhood Acute Promyelocytic Leukemia 
Using Arsenic Trioxide During Consolidation. Children’s 
Oncology Group, Gregory, John Joseph, (973) 971-
6720.

CALGB-30506 A Randomized Phase III Trial of 
Adjuvant Therapy in Early Stage Non-Small Cell Lung 
Cancer Evaluating the Potential Utility of a Genomic 
Prognostic Model to Identify Patients as Candidates for 
Adjuvant Chemotherapy. Cancer and Leukemia Group 
B, Harpole, David Harold, (919) 668-8413.

Pilot: PBTC-026 A Feasibility Study of SAHA 
Combined with Isotretinoin and Chemotherapy in 
Infants with Embryonal Tumors of the Central Nervous 
System. Pediatric Brain Tumor Consortium. Geyer, 
Jeffrey Russell,(206) 987-6664.

as well as external experts and advisors to gather 
patient follow up data from the phase III clinical trial 
of mifamurtide and to respond to other questions in 
the non-approvable letter the company received from 
FDA.

The company plans to submit an amended New 
Drug Application for mifamurtide in mid-2009 and 
expects to be in a position to provide an update on the 
progress of the filing, including timing, following a 
meeting scheduled with the FDA in March.

Mifamurtide was granted orphan drug status in 
the United States in 2001. The NDA was submitted to 
FDA in October 2006 and was accepted for review in 
December 2006.

FDA Approves DNA Test
For Two Types of HPV

FDA approved the first DNA test that identifies 
the two types of human papillomavirus that cause 
the majority of cervical cancers among women in the 
U.S.

The test, called Cervista HPV 16/18, detects the 
DNA sequences for HPV type 16 and HPV type 18 in 
cervical cells. Differentiating these HPV types gives 
health care professionals more information on a patient’s 
risk of subsequently developing cervical cancer.

A positive Cervista 16/18 test result indicates 
whether HPV type 16, 18 or both types are present in 
the cervical sample.

FDA also approved the Cervista HPV HR test, 
which is the second DNA test that detects essentially 
all of the high-risk HPV types in cervical cell samples. 
The Cervista HPV HR test uses a method similar to the 
Cervista HPV 16/18 test to detect the DNA sequences 
of these HPV types.

In women age 30 and older or women with 
borderline cytology, the Cervista HPV 16/18 test can 
be used together with cytology and the Cervista HPV 
HR test to assess risk of cervical disease.

“Results from these two tests, when considered 
with a physician’s assessment of the patient’s history, 
other risk factors, and professional guidelines, can 
help physicians better determine risk and could lead 
to better patient management,” said Daniel G. Schultz, 
M.D., director of the FDA’s Center for Devices and 
Radiological Health.

Cervista HPV 16/18 and Cervista HPV HR are 
manufactured by Madison, Wis.-based Third Wave 
Technologies.


