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A study demonstrated that the use of intensity-modulated radiation 
therapy and the cost of radiation therapy were strongly influenced by location 
and Medicare reimbursement policy.

The usage of IMRT and the cost of therapy increased sharply over the 
period of the study.

The study, published in JNCI, used Medicare data for 26,163 women 
with localized breast cancer, who had undergone surgery and radiation therapy 
from 2001 through 2005, and looked at clinical, demographic and other factors 
associated with billing for IMRT. 

Sanofi-aventis and Regeneron Pharmaceuticals Inc. said that a phase 
III trial evaluating aflibercept, also known as VEGF Trap, met its primary 
endpoint of improving overall survival in the second-line treatment of 
metastatic colorectal cancer.

The study compared aflibercept, also known as Zaltrap, plus the 
FOLFIRI chemotherapy regimen [folinic acid (leucovorin), 5-fluorouracil, 
and irinotecan] against FOLFIRI plus placebo in patients with mCRC, after 
failure of an oxaliplatin-based regimen.

The multinational, randomized, double-blind trial enrolled 1,226 patients, 
and had 90 percent power to detect a 20 percent reduction in the hazard rate for 
overall survival using a two-sided log-rank test. Secondary endpoints included 
progression-free survival, response to treatment, and safety.

The most frequent adverse events reported with aflibercept in 
combination with FOLFIRI were: diarrhea, asthenia/fatigue, stomatitis and 
ulceration, nausea, infection, hypertension, gastrointestinal and abdominal 
pains, vomiting, decreased appetite, decreased weight, epistaxis, alopecia, 
and dysphonia.

Full results will be presented at an upcoming medical meeting.
Aflibercept is an investigational angiogenesis inhibitor with a unique 

mechanism of action.  This fusion protein binds all forms of Vascular 
Endothelial Growth Factor-A (VEGF-A), as well as VEGF-B and placental 
growth factor, additional angiogenic growth factors that appear to play a role 
in tumor angiogenesis and inflammation.  Aflibercept has been shown to bind 
VEGF-A, VEGF-B, and PlGF with higher affinity than their native receptors.
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The study found that Medicare billing for IMRT 
increased from 0.9 percent to 11.2 percent of diagnosed 
patients.  The average cost of radiation within the 
first year of diagnosis was $7,179 without IMRT, and 
$15,230 with IMRT.

In regions of the country where local Medicare 
carriers covered IMRT, billing for this treatment was 
more than five times higher than in regions where it 
was not covered. Furthermore, IMRT billing was more 
frequent for patients treated by radiation oncologists in 
freestanding radiation centers (7.6 percent had IMRT) 
compared to those treated in hospital-based outpatient 
clinics (5.4 percent had IMRT).

Benjamin Smith, of the MD Anderson Cancer 
Center in Houston, and his colleagues noted that there 
are two ways to achieve intensity modulation of the 
radiation beam: field-in-field forward planning and 
inverse planning.  Inverse planning is more expensive, 
and requires more physician and treatment planning 
time. Most Medicare carriers require inverse planning 
to reimburse for IMRT, although the two approaches 
likely have similar outcomes for treatment of the breast 
only, according to the authors.

They write that their data “suggest that with respect 
to breast radiation therapy, much of the variation in 
cost can be directly attributed to inconsistent treatment 
definitions and reimbursement rates authorized by 

A phase III trial evaluating motesanib in advanced 
non-squamous non-small cell lung cancer did not meet 
its primary objective of demonstrating an improvement 
in overall survival, said Amgen, Millennium: The Takeda 
Oncology Company, and the Takeda Pharmaceutical 
Company. 

The multicenter, randomized study, MONET1, 
administered motesanib in combination with paclitaxel 
and carboplatin in 1,090 patients with NSCLC, and did 
not improve overall survival (HR=0.90, 95% CI 0.78-
1.04, p=0.14).

“We are disappointed with the results from this 
trial, but look forward to further analysis of the data 
which may ultimately help inform future research in this 
area,” said Roger Perlmutter, executive vice president 
of research and development at Amgen.

Overall, the adverse event profile for motesanib was 
consistent with previous motesanib studies in NSCLC. 
Notable adverse events reported included hypertension, 
GI events, cholecystitis, gallbladder enlargement, 
fatigue, neutropenia and thrombocytopenia. Serious 
adverse events were more frequently reported in the 
motesanib arm.

Patients were randomized to receive either 
paclitaxel (200 mg/m2 IV Q3W), carboplatin (target 
AUC of 6 mg/mL x min IV Q3W), and motesanib (125 
mg PO QD) or paclitaxel, carboplatin, and placebo. The 

NSCLC:
Motesanib Does Not Improve OS;
Study Doesn't Meet Primary Endpoint

Medicare and its intermediaries.”
In an accompanying editorial, Lisa Kachnic, of 

Boston University School of Medicine, and Simon 
Powell, of Memorial Sloan-Kettering Cancer Center,  
noted that the evidence supporting the routine use of 
inverse-planned IMRT for patients requiring breast only 
treatment is weak. 

They suggest that the true value of inverse-planned 
IMRT will most likely be for patients with complex 
anatomy or those with more advanced breast cancer who 
require comprehensive lymph node treatment such as 
radiation to the internal mammary nodal chain. IMRT 
may also help to protect the underlying lung and heart, 
they say. However large randomized trials are needed to 
determine whether it actually has these benefits.

In the meantime, the editorialists wrote, this 
study “appears to confirm the suspicion of many, both 
within and outside of the healthcare industry, that 
medical decision making is too heavily influenced by 
reimbursement rather than medical necessity.”

Local Costs Five Times Higher 
Where Medicare Covers IMRT 
(Continued from page 1)
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secondary endpoints included progression-free survival, 
objective response rate, association of placental growth 
factor with overall survival, duration of response, and 
safety and tolerability.

Motesanib is an investigational,  orally-
administered small molecule antagonist of vascular 
endothelial growth factor receptors 1, 2, and 3, platelet-
derived growth factor receptors, and stem cell factor 
receptor.

A study found that a combination of ACE 
inhibitors and beta blockers, used to treat high blood 
pressure, cardiac arrhythmias, and heart failure, could 
lower the risk of breast cancer recurrence that may be 
associated with ACE inhibitor treatment alone. 

Beta blockers appear to have a protective effect 
and help to prevent recurrence. When used together, 
they appear to help ameliorate the negative effects of 
ACE inhibitors, said Patricia Ganz, director of cancer 
prevention and control research at UCLA’s Jonsson 
Comprehensive Cancer Center and first author of the 
study.

Ganz characterized the results of the retrospective 
analysis done using data from the Life After Cancer 
Epidemiology (LACE) study, which includes 1,779 
patients diagnosed with early stage breast cancer, as 
“hypothesis-generating only.” She underscored that 
the results need further corroboration in other, larger 
clinical data bases.

“The message from this is we have to be aware 
of other chronic health problems and medications that 
patients take after their diagnosis of breast cancer,” said 
Ganz. “We are learning that some medications, while 
they may be very helpful for treating cardiovascular 
disease and hypertension, may have an adverse effect 
on breast cancer survivors.”

In the study, published online in the journal Breast 
Cancer Research and Treatment, Ganz speculated that 
ACE inhibitors and beta blockers may work differently 
in the breast cancer microenvironment, affecting 
different pathways of inflammation, and that may be the 
key to their disparate impact on breast cancer recurrence.

Ganz examined the influence of beta blockers and 
ACE inhibitors on the risk for breast cancer recurrence 
in a large cohort of early stage breast cancer patients 
followed for an average of eight years, and for whom 
pharmacy data on the use of various medications was 
available. Information about cancer stage, treatments 

and other chronic conditions also was available.
Of the 1,779 women in the LACE study, 292 

experienced a breast cancer recurrence. Ganz said 23 
percent of the women in the study were exposed to either 
a beta blocker or an ACE inhibitor. The women taking 
these drugs were generally older, post-menopausal and 
had other health issues, such as being overweight and 
having hypertension or diabetes.

In analyses that controlled for these differences in 
health issues, women exposed to ACE inhibitors had a 
significantly increased risk for recurrence, while those 
on beta blockers alone had a lower risk of recurrence. 
Exposure to both beta blockers and ACE inhibitors had 
an intermediate risk for recurrence.

“The ACE inhibitor findings were not expected. 
These observations need to be confirmed and suggest 
that greater attention should be focused on the 
potential effect of these commonly used medications 
on recurrence and breast cancer survival,” Ganz said.

Prospective data confirmed the technical validity 
of image-guided needle biopsy of suspicious breast 
cancer lesions, using positron emission mammography 
guidance, a company producing one of the scanners said.

The study used a high-resolution breast PET 
scanner, known as a PEM scanner, produced by 
Naviscan. This is the first time PET imaging alone has 
been able to target regions in the breast with abnormal 
FDG uptake and guide the extraction for histopathologic 
analysis, the company said. The study was published in 
The Breast Journal. The main objective of the study was 
to confirm successful targeting and lesion sampling.  

A second objective was to confirm the safety and 
patient comfort during the procedure. Six physicians, 
using three different commercially available vacuum-
assisted biopsy tools, conducted this study at five sites.  A 
total of 24 PEM-guided biopsies were completed with 
100 percent success.

“PEM-guided biopsy is quite elegant and confers 
several advantages over MRI-guided biopsy,” said  
Wendie Berg, a co-author of the paper. “We can easily 
image the breast after sampling to assure removal of the 
target, and resample at the same setting if needed.  With 
PEM, we also have the ability to directly image the 
specimens, which both further confirms successful 
sampling and allows us to direct the pathologist’s 
attention to the ‘hot’ specimens.”

Breast Cancer:
Study Validates "PEM" Scans
As Biopsy Guidance Method

Breast Cancer:
Beta Blockers Negate Harmful
Recurrence Risks of ACE Inhibitors
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Radical prostatectomy, compared to watchful 
waiting, can reduce the rate of death from prostate 
cancer, a study demonstrated with estimated 15-year 
results. The study showed that men with extracapsular 
tumor growth may benefit from adjuvant local or 
systemic treatment.

The study—Scandinavian Prostate Cancer Group 
Study Number 4, or SPCG-4—also showed that 
prostatectomy decreased the risk of metastases and rates 
of death from all causes.

In the study, published in the New England 
Journal of Medicine, 166 of 347 men in the radical-
prostatectomy group, and 201 of the 348 in the watchful-
waiting group, died (P=0.007) during a median follow-
up period of 12.8 years.

Death was due to prostate cancer in the cases of 
55 men assigned to surgery and 81 men assigned to 
watchful waiting. This yielded a cumulative incidence 
of death from prostate cancer at 15 years of 14.6 percent 
and 20.7 percent, respectively (95% CI, 0.2 to 12.0), 
and a relative risk with surgery of 0.62 (95% CI, 0.44 
to 0.87; P = 0.01), the study said.

Among men who underwent radical prostatectomy, 
those with extracapsular tumor growth had a risk of 
death from prostate cancer that was 7 times that of men 
without extracapsular tumor growth (relative risk, 6.9; 
95% CI, 2.6 to 18.4).

From the abstract: “The survival benefit was 
similar before and after 9 years of follow-up, was 
observed also among men with low-risk prostate cancer, 
and was confined to men younger than 65 years of age. 
The number needed to treat to avert one death was 15 
overall and 7 for men younger than 65 years of age.”

In an accompanying editorial, Matthew Smith, 
of the Massachusetts General Hospital Cancer Center, 
wrote, “The survival benefit with prostatectomy in 
men with low-risk disease is the most important new 
finding of SPCG-4 but may not be relevant for men 
with low-risk early-stage prostate cancers identified by 
PSA screening.

“In SPCG-4, the mean age of the patients was 65 
years, 88 percent had palpable tumors, and the cancers 
were diagnosed by means of screening tests in only 5.2 
percent of the patients.”

In SPCG-4, the number of men needed to treat with 
prostatectomy to prevent one death at 15 years was 15. 
The predicted number needed to treat is substantially 

greater for contemporary men with low-risk prostate 
cancers detected by PSA screening because the rates 
of death from prostate cancer are lower in this group.

“Two large, randomized, controlled trials are 
under way to determine whether treatment will reduce 
mortality in men with prostate cancers identified through 
PSA screening.”

The two studies, PIVOT in the U.S. and ProtecT 
in the United Kingdom, focus on early-stage prostate 
cancer, randomizing patients into prostatectomy and 
observation groups.

  
A Johns Hopkins University study showed that 

forgoing immediate surgery to remove tumors or 
radiation poses no added risk of death in men with low-
grade prostate cancer. 

The results demonstrated that delaying treatment 
was acceptable as long as the cancer progression and 
tumor growth was closely monitored through active 
surveillance and biopsy and showed no dramatic 
worsening over time.

None of the 769 men, mostly 65 years and older, 
have died from prostate cancer since the study began in 
1995. However, one-third of the participants eventually 
underwent treatment, primarily because annual biopsy 
results revealed more cancer.

The study, which will be published in the Journal 
of Clinical Oncology, is believed to be the largest and 
longest study of men initially diagnosed with a slow-
growing, non-aggressive type of prostate cancer, and 
were classified as very low risk, in its earliest stage, 
or T1c.

“This study offers the most conclusive evidence 
to date that active surveillance may be the preferred 
option for the vast majority of older men diagnosed 
with a very low-grade or small-volume form of 
prostate cancer,” says study senior investigator and 
urologist H. Ballentine Carter. “These are men with a 
favorable risk disease profile to begin with.”

Men were enrolled in the study from 1995 through 
2010, and are being monitored through semiannual 
check-ups and yearly biopsy.

Some 217,000 men in the United States are 
diagnosed each year with prostate cancer, the majority 
of them older than 65, and with a low risk of dying from 
the disease if treatment is deferred, Carter says.

Yet, more than 90 percent of these men with low-

Prostate Cancer:
Postponed Surgery For Low-Grade
Prostate Cancer Adds No Risk

Prostate Cancer:
Prostatectomy Lowers Death Risk 
Compared to Watchful Waiting



The Clinical Cancer Letter n April 2011
Vol. 34 No. 4 n Page 5

risk disease, including some 80 percent of those over 
75, are likely to choose some form of treatment instead 
of surveillance.

“Our findings really underscore the need to address 
excessive treatment of this milder stage of the disease 
in older men, especially seniors,” says Carter. 

Eighty percent of men involved in the latest 
analysis met at least one or more other study criteria 
for small-volume tumors. These included the amount 
of cancer found on biopsy of the prostate gland  
plus PSA density. Fewer than three biopsy cores could 
have cancer, with the disease present in no more than 
half of any core. Most study participants had a PSA 
density of less than 15 percent.

According to a prospective study, acupuncture 
provides long-lasting relief to hot flashes, heart 
palpitations and anxiety due to side effects of hormone 
therapy for prostate cancer. 

The main treatments for men with metastatic 
prostate cancer are either surgery or hormone therapy 
to significantly reduce the level of testosterone in the 
body. Eliminating testosterone has been proven to keep 
the cancer in check by starving the cancer of hormones 
it needs to grow and spread. 

However, about half of the time, this therapy also 
causes very uncomfortable hot flashes, similar to those 
women experience during menopause. The main way to 
combat hot flashes is to take antidepressants, but these 
drugs can cause side effects of their own, including 
nausea, dry mouth, sleeplessness, altered appetite and 
sexual changes. 

At New York Methodist Hospital and Weill Cornell 
Medical College of Cornell University, both in New 
York, researchers evaluated 14 men experiencing hot 
flashes due to hormone therapy for prostate cancer. Upon 
enrolling in the study, the men were given a hot flash 
score (HFS) to evaluate their discomfort from daily hot 
flashes. The mean initial HFS was 28.3. 

Pa r t i c ipan t s  in  the  s tudy,  which  was 
published in the International Journal of Radiation 
Oncology·Biology·Physics, then received acupuncture 
twice a week for 30 minutes at a time for four weeks.

Two weeks after receiving acupuncture, their HFS 
was measured again and had dropped more than half to 
10.3. At six weeks post-treatment, their HFS was 7.5. 
After eight months, the men were evaluated again and 

their mean HFS was 7. 
“Our study shows that physicians and patients have 

an additional treatment for something that affects many 
men undergoing prostate cancer treatment and actually 
has long-term benefits, as opposed to more side effects,” 
Hani Ashamalla, lead author of the study and a radiation 
oncologist at New York Methodist Hospital, said. “We 
are now designing a randomized clinical trial to further 
evaluate acupuncture after prostate cancer treatment.”

Prostate Cancer Therapy:
Acupuncture Can Relieve Side
Effects of Hormone Treatment

Biliary Cancer:
Selumetinib Displays Positive 
Results, 60% with Stable Disease

A phase II study of experimental agent selumetinib 
has shown promising results in people with advanced 
biliary cancer. 

Selumetinib, also known as AZD6244 (ARRY-
142886), is a protein-kinase inhibitor, selectively 
blocking protein kinases MEK1 and MEK2, which 
cancer cells need to proliferate and survive. It is part of 
a pathway that is often damaged in biliary cancer cells. 

One patient responded completely and two other 
patients showed partial tumor shrinkage. 

In 17 out of 28 patients, the tumor stopped 
growing, with stable disease lasting up to 16 weeks in the 
majority of cases. Patients experienced no progression 
for 3.7 months on average. And patients taking the 
drug regained weight, about nine pounds on average, 
including patients that may not have responded to the 
drug.

Patients who lacked the target protein pERK did 
not seem to respond to the drug, suggesting that the drug 
may not work if the protein is missing in the cancer cells. 

The findings of this multi-institutional study 
(NCT00553332) were published online in the Journal 
of Clinical Oncology. Trial participants included The 
Ohio State University, University of North Carolina, 
Vanderbilt University and Emory University.
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National health care organizations have joined 
together to highlight the dangers of indoor tanning, 
in light of mounting scientific evidence showing that 
indoor tanning increases the risk for developing skin 
cancer.

This includes the American Academy of 
Dermatology Association, American Academy of 
Pediatrics, American Academy of Ophthalmology, 
American Cancer Society Cancer Action Network, 
American College of Physicians, American Congress 
of Obstetricians and Gynecologists, American Medical 
Association, American Osteopathic Association, 
Melanoma Research Foundation, National Council 
on Skin Cancer Prevention and The Skin Cancer 
Foundation.

Tanning beds are classified by the World Health 
Organization's International Agency for Research on 
Cancer as group 1-carcinogenic to humans, the highest 
cancer risk category. 

Melanoma is increasing faster in young women 
than in young men--and a major difference in behavior 
is that women are more likely to use indoor tanning beds. 
Nearly 70 percent of tanning salon patrons are Caucasian 
girls and women, primarily aged 16 to 29 years.

Current estimates are that one in five Americans 
will develop skin cancer during his or her lifetime.

The AADA recently released results of a new 
survey that reviewed indoor tanning behavior in teen 
girls. While many teens and young adults--particularly 
females-- acknowledge that indoor tanning is dangerous, 
they continue to tan indoors.

"In our recent survey, the majority (86 percent) 
of indoor tanners think using tanning beds can cause 
skin cancer, yet they still think that people look more 
attractive with a tan (87 percent)," said Ronald Moy, 
president of the AADA. "It is imperative that we reach 
out to our young people and correct this misconception 
that a tan is a sign of good health while reinforcing the 
message that a tan is the body's response to damage 
from ultraviolet light."

"Using tanning beds increases one's risk for 
melanoma by 75 percent and melanoma is now the most 
common form of cancer for young adults 25-29 years 
old, and is the second most common form of cancer for 
adolescents and young adults 15-29 years old," said 
Cecil Wilson, president of the AMA.

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

Phase I
8821: Phase I Study of Z-Endoxifen as a Hormonal 

Therapy for Breast Cancer. Mayo Clinic; Goetz, 
Matthew P. (507) 284-2511 

Phase I/II       
8818A: Phase 1b/2a Study of ABT-888 in 

Combination with Bendamustine +/- Rituximab in 
Lymphoma, Multiple Myeloma and Solid Tumors. 
Memorial Sloan Kettering Cancer Center; Gerecitano, 
John Frank. (212) 639-3748

Phase II
8740: Pre-surgical Evaluation of MK-2206 

in Patients with Operable Invasive Breast Cancer. 
Montefiore Medical Center; Kalinsky, Kevin Michael. 
(212) 305-1945

8761: Multicenter Phase II Study of MK-2206 
in Previously Treated Patients with Recurrent and 
Metastatic Nasopharyngeal Carcinoma. Mayo Clinic; 
Ma, Brigette Buig-Yue. 852-26322118

S1014: Abiraterone Acetate Treatment for 
Prostate Cancer Patients with a PSA of More Than 
Four Following Initial Androgen Deprivation Therapy 
Phase II. Southwest Oncology Group;  Flaig, Thomas 
W. (303) 724-3808

Phase III
ACCL0933: A Randomized Open-Label Trial 

of Caspofungin versus Fluconazole to Prevent 
Invasive Fungal Infections in Children Undergoing 
Chemotherapy for Acute Myeloid Leukemia (AML). 
Children’s Oncology Group; Zaoutis, Theoklis E. (267) 
426-5570

ACCL1031: A Randomized Double Blinded 
Trial of Topical Caphosol to Prevent Oral Mucositis 
in Children Undergoing Hematopoietic Stem Cell 
Transplantation. Children’s Oncology Group; Treister, 
Nathaniel. (617) 732-6570

Clinical Trials Approved
By NCI CTEP Last Month

Cancer Prevention:
National Health Organizations
Warn of Risks in Indoor Tanning
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SWOG will launch a clinical trial designed to 
determine the effect of chemotherapy in breast cancer 
patients with one to three positive nodes, who have a 
Recurrence Score of 25 or less, as determined by the 
Oncotype DX breast cancer test developed by Genomic 
Health Inc.

In the trial, RxPONDER S1007, researchers will 
use the breast cancer test to quantify each patient’s risk 
of recurrence in order to assign them to the appropriate 
treatment. 

The primary study group will consist of women 
who have tumors with a RS result of 25 or less, and 
will be randomized to receive hormonal therapy with 
or without chemotherapy.

Women with a RS greater than 25 will be offered 
chemotherapy plus hormonal therapy as the standard 
of care, or in the context of other clinical studies. 
Researchers expect to screen 9,000 breast cancer 
patients using the test to identify the 4,000 patients to 
qualify for the primary study group. 

While the trial is being led by SWOG, it is 
expected to be opened by the other major cooperative 
groups as well.

Pilot Phase
AREN11B1: Pilot Case-Control Study of WT1 

Mutations in Wilms Tumor Patients Who Develop End 
Stage Renal Disease (ESRD). Children’s Oncology 
Group; Huff, Vicki. (713) 834-6384

URCC-10055: Assessment of Cognitive Function 
in Breast Cancer and Lymphoma Patients Receiving 
chemotherapy at Pre-Treatment, Post-Treatment, and 
at Three Month Follow-Up. University of Rochester ; 
Morrow, Gary R. (585) 275-5513

Other Phases
AAML11B8: Validation of a Classifier for 

Induction Response Prediction Using Single Cell 
Network Profiling (SCNP) Assays for Childhood AML. 
Children’s Oncology Group; Lacayo, Norman James. 
(650) 723-5533

CALGB-151006: The Relationship of Serum 
25-Hydroxycitamin D to Overall Survival in Advanced 
Pancreatic Cancer. Cancer and Leukemia Group B; 
Venook, Alan Paul. (415) 353-7065 

Breast Cancer:
SWOG Launching New Study
Based on Recurrence Test Scores

FDA News:
Centocor Withdraws Yondelis
After FDA Calls for New Study

Sanofi-aventis Oncology and Regeneron are 
collaborating on a broad oncology development 
program, combining the investigational agent aflibercept 
with common chemotherapy regimens in the treatment 
of patients with advanced cancers.  

In addition to VELOUR, the program includes 
two other trials, both of which are fully enrolled: 
VENICE, a phase III trial evaluating first-line treatment 
for hormone-refractory metastatic prostate cancer 
in combination with docetaxel and prednisone; and 
AFFIRM, a phase II trial evaluating first-line treatment 
in metastatic colorectal cancer in combination with 
5-fluorouracil, leucovorin and oxaliplatin (FOLFOX).

Centocor Ortho Biotech Products L.P. announced 
that it has voluntarily withdrawn the NDA for 
trabectedin, also known as Yondelis, for the treatment of 
women with recurrent ovarian cancer.  The withdrawal 
is based on FDA’s recommendation that an additional 
phase III study be conducted to obtain approval

The NDA was submitted to the FDA in November 
2008.  The FDA issued a Complete Response letter in 
September 2009, requesting overall survival data from 
the pivotal OVA-301 trial and additional information 
from other clinical pharmacology studies.

The OVA-301 overall survival data will be the 
subject of a poster presentation on June 5, 2011 at the 
ASCO annual meeting.

Trabectedin is a novel cytotoxic antitumor agent 
that binds to the minor groove of DNA and bends it 
toward the major groove, causing DNA adducts that 
interfere with cell division and genetic transcription 
processes and DNA repair machinery. Trabectedin is 
approved in more than 63 other countries.

Follow us on Twitter: @TheCancerLetter

Aflibercept Improves Survival
In Colorectal Cancer Setting
(Continued from page 1)
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The FDA approved the NovoTTF-100A System, a 
new device to treat adults with glioblastoma multiforme 
that recurs or progresses after receiving chemotherapy 
and radiation therapy.

The NovoTTF-100A System uses electrodes 
placed on a patient’s scalp to deliver low-intensity, 
changing electrical fields to the tumor site. The unique 
shape and electrical characteristics of dividing tumor 
cells make them susceptible to damage when exposed 
to these fields, which could stop tumor growth.

The device is portable and can be powered with 
batteries or plugged into an electrical outlet. Patients 
can use the device at home, allowing them to continue 
their normal daily activities.

“Recurrent glioblastoma multiforme is a 
devastating form of brain cancer that often eludes 
standard treatments,” said Jeffrey Shuren, director of 
the FDA’s Center for Devices and Radiological Health. 
“The agency’s approval of the NovoTTF-100A System 
shows FDA’s commitment to innovative new devices 
that provide patients with other treatment options.”

The FDA based its approval on results of a 
single international clinical study in 237 patients with 
recurrent GBM, or with GBM that hadn’t responded to 
traditional therapy. Patients in the study were randomly 
assigned to receive either the NovoTTF-100A System 
or chemotherapy treatment.

The study showed comparable overall survival 
rates between patients treated with the NovoTTF-100A 
System and those who underwent chemotherapy.

Patients treated with the NovoTTF-100A System 
experienced a slightly higher incidence of neurological 
side effects, including convulsions and headaches, 
compared to patients receiving chemotherapy. However, 
they did not experience the significant side effects 
associated with chemotherapy, including nausea, 
anemia, fatigue and serious infections.

Patients should not use the NovoTTF-100A 
System if they have an implanted medical device or a 
skull defect, or have a known sensitivity to conductive 
hydrogels, such as those used with electrocardiograms.

The NovoTTF-100A System is not intended to 
be used in combination with other cancer treatment. 
The device should only be used after other treatments 
have failed.

The NovoTTF-100A System is made by Novocure 
of Portsmouth, N.H.

The European Union has given permission to 
Abbott Molecular to market the Abbott HBV Sequencing 
test. This DNA sequencing assay is designed to identify 
genomic sequences of the hepatitis B virus.

The test identifies the sequence of the HBV 
polymerase gene, including all clinically relevant HBV 
drug-resistant mutations. The test is not intended for 
screening blood donors, plasma or tissue donors for 
HBV, or to be used as a diagnostic test to confirm the 
presence of HBV infection.

HBV genotype is a prognostic indicator, correlating 
with disease severity and response to interferon therapy. 
Genotype C is associated with more severe liver disease 
and development of liver cancer. In contrast, genotype 
B has a better prognosis and is rarely associated with 
progression to liver cancer. Also, patients with HBV 
genotypes A and B seem to respond better to interferon 
therapy than those with genotypes C and D.

“After assessing patient viral loads, physicians 
can order the HBV Sequencing test to select or change 
antiviral therapies based on known drug resistance of 
specific viral genotypes,” said Kristina Rodnikova, 
divisional vice president and general manager of 
Abbott’s molecular diagnostics business in Europe.

The Roche Cytomegalovirus test is now 
commercially available in Europe. 

The fully automated test is traceable to the first WHO 
International Standard for Human Cytomegalovirus for 
Nucleic Acid Amplification Techniques (NIBSC 09/162) 
and reliably monitors cytomegalovirus infections and 
the effect of antiviral therapy on viral activity.

The platform combines the COBAS AmpliPrep 
Instrument for automated sample preparation, and the 
COBAS TaqMan Analyzer for automated real-time PCR 
amplification and detection. 

“We are pleased to offer this innovative test to 
address a key medical need for immunosuppressed 
patients,” said Paul Brown, head of Roche Molecular 
Diagnostics. “With this test, Roche now enables rapid, 
standardized CMV testing while improving workflow 
for laboratories.”

The test is not approved or available for use in 
the U.S.
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