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Treating women with early-stage breast cancer with a combination of 
chemotherapy and Herceptin significantly increases survival in patients with 
HER-2 positive disease, according to a study published in the New England 
Journal of Medicine.

The study data also showed that Adriamycin (doxorubicin) was not a 
necessary part of an early-stage breast cancer treatment regimen. Adriamycin 
can cause permanent heart damage, especially when paired with Herceptin 
(trasuzumab).

“We’re encouraged that the survival advantages found in this study 
have been maintained and continue to be significant,” said lead author 
Dennis Slamon, director of clinical/translational research at UCLA’s Jonsson 
Comprehensive Cancer Center, whose laboratory and clinical research led 
to the development of Herceptin. “I believe there’s room for even further 
improvement.”

Results from a subgroup analysis of data from the phase III 
PARAMOUNT study showed that continuation maintenance therapy with 
Alimta (pemetrexed for injection) also reduces the risk of disease progression 
in patients aged 70 years or older with advanced, nonsquamous, non-small 
cell lung cancer.

A total of 939 patients with advanced nonsquamous NSCLC were 
enrolled in the study; 539 did not progress during the induction phase and 
entered the maintenance phase of the trial. Of those, 92 patients were elderly.

The analysis compared Alimta to placebo in elderly patients aged 70 
years or older. In the group of elderly patients, Alimta reduced the risk of 
disease progression by 65 percent (HR=0.35; 95% CI: 0.20-0.63), based on a 
median progression-free survival of 6.4 months on the Alimta arm compared 
with 3.0 months on the placebo arm. 

In the group of patients younger than 70 years of age, Alimta reduced 
the risk of progression by 31 percent (HR=0.69, 95% CI: 0.54-0.90), with 
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Multiple Myeloma
DSMB Recommends Discontinuing
Phase III Perifosine Combination Trial

Top-line results of a phase III trial of talimogene laherparepvec met 
the study’s primary endpoint of durable response rate, defined as the rate of 
complete or partial response lasting continuously for at least six months, in 
patients with unresected stage IIIB, IIIC, or IV melanoma. 

The study compared talimogene laherparepvec with subcutaneous 
granulocyte-macrophage colony-stimulating factor in over 400 patients 
worldwide. 

A statistically significant difference was observed in the response rate, 
with 16 percent in the talimogene laherparepvec arm compared to 2 percent 
in patients treated with GM-CSF.

Researchers found that the effect of treatment with Rencarex becomes 
more significant with increasing density of CAIX expression in the tumor 
tissue of patients with clear cell renal cell carcinoma.

Following a subgroup and biomarker analysis of the phase III trial 
ARISER, researchers found a significant improvement in disease-free survival 
in the patient population with a high CAIX level treated with Rencarex, 
compared to both placebo and patients with a low CAIX score.

Rencarex is based on girentuximab, an antibody that binds to the 
tumor-specific antigen CAIX, which is overexpressed in clear cell renal cell 
carcinomas.

An independent data safety monitoring board recommended 
discontinuing a phase III trial of a combination of perifosine, bortezomib and 
dexamethasone, compared to placebo, in patients with relapsed or relapsed/
refractory multiple myeloma.

Following an interim analysis, the board reported that it was highly 
unlikely the study would achieve a significant difference in its primary endpoint 
of progression free survival. No safety concerns were raised.
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An interim analysis has shown a trend in overall 
survival in favor of talimogene laherparepvec, compared 
to GM-CSF. The OS data is expected to mature in late 
2013. 

Talimogene laherparepvec is an immunotherapy 
designed to selectively replicate in tumor tissue. It is 
injected directly into tumor tissue and replicates until 
the membrane of the cancer cells rupture. The virus is 
then released into the tumor tissue along with GM-CSF, 
which the virus is engineered to express. This is intended 
to lead to the activation of a systemic immune response 
to kill tumor cells throughout the body.

“These are the first phase III results of this novel 
approach to cancer therapy,” said Sean Harper, executive 
vice president of research and development at Amgen. 
“A high unmet need exists in melanoma and we believe 
the innovative mechanism of action of talimogene 
laherparepvec may offer a promising approach for these 
patients.”

The most frequent adverse events observed in this 
trial were fatigue, chills and pyrexia. The most common 
serious adverse events include disease progression, 
cellulitis and pyrexia.

Additional safety and efficacy data will be 
submitted to the American Society of Clinical Oncology 
for its 2013 annual meeting. Talimogene laherparepvec 
is marketed by Amgen.

Acute Myeloid Leukemia
51% Control Rate Achieved
In Phase II Trial of Elderly Patients

A phase II study of tosedostat demonstrated a 
disease control rate of 51 percent in elderly patients with 
relapsed or refractory acute myeloid leukemia. 

Subset analyses suggested the greatest benefit 
occurred in the difficult-to-treat patients with prior 
myelodysplastic syndrome, or those that had received 
prior hypomethylating therapy. 

Tosedostat is an oral, once-daily aminopeptidase 
inhibitor that deprives tumor cells of the amino acids 
necessary for survival.

The study, OPAL, enrolled 73 patients randomized 
to two treatment arms:  tosedostat 120 mg once daily 
for six months, or 240 mg once daily for two months 
followed by 120 mg once daily for four months. The 
median patient age was 72 years old.

Prior primary induction therapy for AML included 
58 percent of the patients treated with Ara-C plus 
anthracycline or other Ara-C regimens; 36 percent 
treated with HMAs; and 7 percent treated with other 
regimens. Fifty-two percent had been refractory to 
primary induction therapy. 

The median overall survival for patients achieving 
a complete response was 322 days; partial response, 195 
days; and stable disease, 162 days.

The study results were published in Lancet 
Oncology. Tosedostat is sponsored by Cell Therapeutics 
Inc. and Chroma Therapeutics Ltd.

“There are limited therapeutic options available 
for elderly patients who, after failing hypomethylating 
therapy, experience AML progression from MDS,” 
said lead author Jorge Cortes, professor of medicine 
and internist in the Department of Leukemia at MD 
Anderson Cancer Center. 

“We are currently conducting a phase II study 
investigating the combination of tosedostat with 
azacytidine—an HMA, or low-dose cytarabine, a 
standard leukemia therapy in patients with relapsed or 
refractory AML and MDS—to determine if tosedostat 
would be safe and more effective when used in 
combination with these agents.”
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The ARISER trial compared Rencarex to placebo 
in the treatment of clear cell renal cell cancer patients 
following complete or partial surgical removal of the 
affected kidney in patients with no detectable metastases 
but at high risk of recurrence. 

The study enrolled 864 patients that had had prior 
nephrectomy of primary RCC no later than 12 weeks 
before study entry with documented clear cell histology, 
an ECOG score of 0 or 1 and no evidence of macroscopic 
or microscopic residual disease. 

ARISER did not meet its primary endpoint of 
median disease-free survival. An independent data 
monitoring committee recommended terminating the 
trial.

Rencarex holds fast track and orphan drug 
designations in the U.S. and is marketed by Wilex AG.

Kidney Cancer
Study: Partial Kidney Removal
Leads to Greater Survival

In patients with kidney tumors, a retrospective 
study showed greater survival and cost savings when 
removing just the tumor, as opposed to the entire kidney.

The study compared the effectiveness, cost and 
trend in the treatment of kidney tumors less than four 
centimeters in size. The study found that partial kidney 
removal procedures, whether open or laparoscopic, lead 
to better overall survival and fewer health problems 
after surgery.  Minimally invasive approaches to partial 
kidney removal resulted in shorter hospital stays and 
lower costs.

The study, published in the British Journal of 
Urology International, was based on 1,682 Medicare 
patients between 2005 and 2007.

“In the 1980s and early ‘90s the standard of care 
was to remove the whole kidney unless surgeons had 
other contra-indications, for example if the patient 
only had one kidney or tumors on both sides,” said 
Keith Kowalczyk, lead author and urologist at MedStar 
Georgetown University Hospital. 

“Over the last 10 years, studies have suggested 
that partial kidney removal is just as good at curing the 
cancer as removing the whole tumor, and at the same 
time has the additional benefit of sparing crucial kidney 
function. This study reinforces on a greater scale that 

leaving the healthy part of the kidney benefits the patient 
in terms of cancer survival, overall survival, costs, and 
fewer postoperative complications.”

Renal Cell Carcinoma
Rencarex Treatment More Effective
In Subset of Phase III Trial
(Continued from page 1) Non-Small Cell Lung Cancer

Phase IIb Trial of CRLX101
Fails Overall Survival Endpoint

A phase IIb study of CRLX101 in patients with 
advanced non-small cell lung cancer did not meet its 
primary endpoint of overall survival. 

Consistent with earlier clinical trials, CRLX101 
showed signals of activity, including tumor reductions 
that meet RECIST criteria, and a favorable safety profile. 
CRLX101 is being studied in four other ongoing clinical 
trials: in renal cell carcinoma in combination with 
Avastin, and as a monotherapy in ovarian, gastric, and 
small cell lung cancers. 

CRLX101 is a dual inhibitor of topoisomerase 1 
and hypoxia-inducible factor-1a. It is a tumor-targeted 
nanopharmaceutical designed to concentrate in tumors 
and release its payload, camptothecin, over an extended 
period of time, prolonging drug exposure at the site of 
action.

The phase IIb study enrolled 157 patients in Russia 
and Ukraine who were randomized in a two-to-one ratio 
to two treatment arms, CRLX101 plus best supportive 
care compared to BSC alone. Patients had measureable 
disease that previously progressed through one or two 
different regimens of chemotherapy, and had evidence 
of disease progression prior to enrollment. 

The trial’s primary endpoints were median overall 
survival and safety and tolerability. Study participants 
were additionally assessed for progression-free survival, 
objective tumor response, and pharmacokinetic 
parameters. 

Combination data with Avastin will be presented 
at the American Association of Cancer Research annual 
meeting in April. CRLX101 is sponsored by Cerulean 
Pharma Inc.
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“We are obviously disappointed with the outcome 
of the interim analysis as reported to us by the DSMB, 
both from a patient and company perspective,” said 
Juergen Engel, president and CEO of Aeterna Zentaris 
Inc., perifosine's sponsor.

“However, we remain focused on other significant 
opportunities such as our phase III trial in endometrial 
cancer and phase II trials in breast, prostate and bladder 
cancer with AEZS-108, our [new drug application] filing 
for AEZS-130 as an oral diagnostic test for growth 
hormone deficiency in adults, as well as our earlier-stage 
oncology compound, AEZS-120.”

Multiple Myeloma
DSMB Recommends Closing
Phase III Perifosine Trial
(Continued from page 1)

Cancer Cachexia
AIDS Cachexia Drug Stabilizes
Body Weight, Muscle Mass

Results of a phase II study of 18 advanced cancer 
patients with cachexia showed that treatment with 
OHR/AVR118 stabilized body weight, fat and muscle 
mass, significantly increased appetite, and demonstrated 
improvement in patient-reported quality of life.

Cancer cachexia is the multi-symptom syndrome 
seen in late-stage cancer patients, characterized by 
anorexia and unintended loss of appetite, progressive 
and continual weight loss, accompanied by generalized 
host tissue wasting, skeletal muscle atrophy, immune 
and metabolic dysfunction, and a greatly diminished 
quality of life. OHR/AVR118 was previously studied 
in treating AIDS cachexia.

Cancer cachexia is most pronounced in advanced 
malignancies such as lung, pancreatic and gastrointestinal 
cancers. There is currently no FDA approved therapy 
for cancer cachexia.

Eighteen enrolled patients, three with stage III 
and 15 with stage IV cancers, completed treatment, 
consisting of six with pancreatic cancer; five with lung 
cancer; two with prostate cancer; and one each with 
colon, stomach, esophageal, liver cancers and multiple 
myeloma. 

The primary endpoint of weight gain was not 
achieved. Patients achieved stabilization of body weight, 
body fat and muscle mass with a significant increase 
in appetite (p=.001), and Patient Generated Subjective 
Global Assessment scores demonstrated improvement 

(p=.025). 
No statistically significant differences from 

baseline were observed in body fat content, arm 
circumference, triceps fold measurement, nausea or 
vomiting.

OHR/AVR118 is a broad-spectrum peptide 
immunomodulator drug, which modulates cytokine 
action. The drug mitigates the deleterious effects of 
various pro-inflammatory cytokines that are implicated 
in the etiology of cachexia, whose activation has a direct 
effect on muscle metabolism and anorexia. 

Eleven of the 18 patients elected to continue 
treatment after completing the initial 28 day period, 
and were treated for a total of between 42 to 153 days. 
Sustained body weight stabilization was maintained 
even on prolonged therapy with the drug in this subgroup 
of patients.

These results were seen despite the fact that 7 of the 
18 patients were receiving concomitant chemotherapy, 
and one was receiving concomitant radiotherapy during 
the trial treatment period.

OHR/AVR118 is sponsored by Ohr Pharmaceutical 
Inc.

Acute Lymphoblastic Leukemia
Two Children Achieve Remission
With CD19 Immunotherapy

Two children with an aggressive form of childhood 
leukemia had a complete remission of their disease after 
treatment with a novel cell therapy that reprogrammed 
their immune cells to multiply and destroy acute 
lymphoblastic leukemia cells.

One patient, a 7-year-old girl, remains healthy and 
cancer-free 11 months after receiving bioengineered T 
cells.

The other patient, a 10-year-old girl, who also had 
a complete response to the same treatment, relapsed 
two months later when other leukemia cells appeared 
that did not harbor the specific cell receptor targeted 
by the therapy.

Researchers from The Children’s Hospital of 
Philadelphia and the University of Pennsylvania 
published the case report of two pediatric patients online 
in The New England Journal of Medicine. It will appear 
in the April 18 print issue.

Researchers modified some of each patient’s own 
T cells to create CTL019 chimeric antigen receptor cells 
designed to attack the protein CD19, which occurs only 
on the surface of certain B cells. They persist for months 



The Clinical Cancer Letter n March 2013
Vol. 36 No. 3 n Page 5

INSTITUTIONAL PLANS 
allow everyone in your organization to read 

The Cancer Letter and The Clinical Cancer Letter. 

Find subscription plans by clicking Join Now at: 
http://www.cancerletter.com

after being returned to the patient’s body, guarding 
against recurrence.

The CTL019 therapy eliminates all B cells that 
carry the CD19 cell receptor, including healthy cells and 
those with leukemia, requiring patients to take regular 
infusions of immunoglobulin.

Researchers said the appearance of the CD19-
negative leukemia cells in the second child may have 
resulted from her prior treatments. The second patient 
had received an umbilical cord cell transplant from a 
matched donor, so her engineered T cells were derived 
from her donor cells, with no additional side effects. 

She had been previously treated with blinatumomab, 
a monoclonal antibody, in hopes of fighting the cancer. 
The prior treatments may have selectively favored a 
population of CD19-negative T cells.

Retinoblastoma
Adjuvant Chemotherapy Unneeded
In Children with Low-Risk Disease

New results from a prospective clinical trial showed 
that children with low-risk unilateral retinoblastoma do 
not need adjuvant chemotherapy to prevent disease 
recurrence or metastasis. 

The results also suggest that certain patients with 
intermediate-risk disease can receive less aggressive 
adjuvant treatment, or perhaps forego it altogether.

In the study, 123 patients with unilateral, non-
hereditary retinoblastoma were assigned to one of three 
risk groups according to previously established criteria. 
The median age at the time of eye removal surgery and 
classification was 23 months. 

The 70 patients with low-risk disease received 
no postoperative chemotherapy; the 52 patients 
with intermediate-risk disease received four courses 
of adjuvant chemotherapy (etoposide, carboplatin, 
vincristine, cyclophosphamide), and the only patient 
with high-risk disease received six courses of high-
dose adjuvant therapy (etoposide, carboplatin, thiotepa, 
vincristine, and cyclophosphamide). 

At a median follow-up period of 71 months, all 
patients were alive. None of the patients experienced 
disease worsening, relapse, distant metastasis or 
secondary cancers. The adjuvant chemotherapy was 
safe overall. 

The study was published online in the Journal of 
Clinical Oncology.

The outcomes observed in this study confirm it 
is safe for patients with low-risk disease to go without 

adjuvant therapy, according to the study. The results also 
suggest that it may be safe to reduce the intensity of or 
even eliminate adjuvant chemotherapy in some patients 
with intermediate-risk disease, specifically those with 
a risk feature known as isolated choroidal invasion—
spreading of tumor cells to the layer of blood vessels 
and connective tissue at the back of the eye.

More research is needed to establish clinical 
criteria for identifying such patients. As all patients 
were alive at the end of the follow up period, it is not 
clear whether adjuvant treatment played a vital role, or 
if surgery would have been sufficient.

Breast Cancer
Study: Oncotype DX Score
Can Predict Local Recurrence

A study showed that the Oncotype DX Recurrence 
Score can predict loco-regional recurrence in node in 
node-positive, estrogen receptor positive breast cancer 
patients treated with adjuvant hormonal therapy and 
chemotherapy.  

The study analyzed tumor samples from 1,065 
hormone receptor-positive, node-positive breast cancer 
patients who were treated with hormonal therapy and 
an anthracycline-containing chemotherapy as part of 
the NSABP B-28 trial.  

After a median follow-up of 11.2 years, 80 patients 
had local or regional recurrence, split 68 to 32 percent, 
respectively. 

The 10-year cumulative incidence of loco-regional 
recurrence was 3.3 percent  for patients with a low 
recurrence score result, 7.2 percent for those with an 
intermediate result, and 12.3 percent  for those with 
high result (p<0.001), demonstrating that the recurrence 
score was significantly associated with the risk of loco-
regional recurrence.  

The study was presented at the 2013 Society of 
Surgical Oncology Annual Cancer. Oncotype DX is 
marketed by Genomic Health Inc.

http://www.cancerletter.com
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Thyroid Cancer
BRAF Mutation Testing Classifies
Indeterminate FNA Samples

A study found that when BRAF V600E mutation 
testing was conducted on ambiguous thyroid nodule 
samples that were subsequently classified as benign by 
the Afirma gene expression classifier, no BRAF-positive 
cases that would suggest cancer were found.

The test measures the expression of 142 genes 
to reclassify indeterminate thyroid FNA samples as 
either benign or suspicious for cancer. An additional 25 
supplemental genes are used to improve classification 
of rare cancer subtypes. 

“Our findings showed that testing for BRAF—a 
gene mutation linked to some thyroid cancers—did not 
identify any cancer cases among those deemed benign by 
the Afirma test,” said study author Giulia Kennedy, chief 
scientific officer of Veracyte Inc., the test’s developer. 

 “Additionally, BRAF mutations were found in 
only a small portion (30 percent) of the samples that 
turned out to be malignant and were classified by the 
Afirma test as suspicious.”

The study appears online in the Journal of Clinical 
Endocrinology & Metabolism.

BRAF mutation testing was conducted on 208 
thyroid nodule fine needle aspirate biopsy samples that 
were indeterminate folloing microscope-based review. 

These samples had subsequently been tested with 
the Afirma test as part of a prospective, double-blinded 
study. 

BRAF mutations were found in 10 percent of 
indeterminate cases overall—and in just 2.1 percent 
and 1.4 percent, respectively, of the two most common 
subcategories of indeterminate thyroid nodule biopsies.

NCI CTEP Approved Trials
For the Month of March

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 
9430: A Phase I Trial of Weekly Indenoisoquinoline 

LMP400 in Adults with Relapsed Solid Tumors and 
Lymphomas. National Cancer Institute. Developmental 
Therapeutics Clinic; Kummar, Shivaani. (301) 435-
5402.

PBTC-037: A Phase I Study of Intratumoral/
Peritumoral Herpes Simplex Virus-1 Mutant HSV1716 
in Patients with Refractory or Recurrent High Grade 
Gliomas (HGG). Pediatric Brain Tumor Consortium; 
DeWire, Mariko Dawn. (513) 636-4266 

Phase II 
9340: A Phase 2 Study of MK-2206 in Previously 

Treated Metastatic Colorectal Cancer Patients Enriched 
for PTEN Loss and PIK3CA Mutation. MD Anderson 
Cancer Center; Kopetz, Edmund Scott (713) 792-2828 

A071101: A Phase II Randomized Trial Comparing 
the Efficacy of Heat Shock Protein-Peptide Complex-96 
(HSPPC-96) (NSC #725085, ALLIANCE BB IND # 
PENDING) Vaccine Given with Bevacizumab Versus 
Bevacizumab Alone in the Treatment of Surgically 
Resectable Recurrent Glioblastoma Multiforme (GBM). 
Cancer and Leukemia Group B; Parsa, Andrew T. (415) 
514-9401 

PBTC-036: A Molecular Biology and Phase 
II Study of Imetelstat (GRN163L) in Children 
with Recurrent High-Grade Glioma, Ependymoma, 
Medulloblastoma/Primitive Neuroectodermal Tumor 
and Diffuse Intrinsic Pontine Glioma. Pediatric Brain 
Tumor Consortium; Fouladi, Maryam. (513) 803-0721 

Phase III 
S0820: A Double Blind Placebo-Controlled Trial 

of Eflornithine and Sulindac to Prevent Recurrence of 
High Risk Adenomas and Second Primary Colorectal 
Cancers in Patients with Stage 0-III Colon Cancer, Phase 
III- Preventing Adenomas of the Colon with Eflornithine 
and Sulindac (PACES). Southwest Oncology Group; 
Zell, Jason Adam. (714) 456-5153 

Advertise your meetings and recruitments 
In The Cancer Letter and The Clinical Cancer Letter

Find more information at: www.cancerletter.com

http://www.cancerletter.com
http://www.cancerletter.com


The Clinical Cancer Letter n March 2013
Vol. 36 No. 3 n Page 7

Follow us on Twitter: @TheCancerLetter

S1203: A Randomized Phase III Study of Standard 
Cytarabine Plus Daunorubicin (7+3) Therapy or 
Idarubicin with High Dose Cytarabine (IA) Versus 
IA with Vorinostat (NSC-701852) (IA+V) in Younger 
Patients with Previously Untreated Acute Myeloid 
Leukemia (AML). Southwest Oncology Group; Garcia-
Manero, Guillermo. (713) 745-3428 

Other Phases
AALL12B12: Activation of the Wnt Pathway 

at Relapse in Acute Lymphoblastic Leukemia (ALL). 
Children’s Oncology Group; Carroll, William L. (212) 
263-3019 

ANBL12B10: Oncogenes and microRNA 
Expressione in Pediatric Neuroblastoma (NBL). 
Children’s Oncology Group; Russo, Vincenzo Carlo. 
613-9936-6712 

A R S T 1 2 B 9 :  S N P A r r a y  A n a l y s i s  o f 
Undifferentiated Sarcomas. Children’s Oncology Group; 
Bridge, Julia A. (402) 559-7212

Drug Approvals
FDA Approves Lymphoseek 
For Imaging Lymph Nodes

FDA approved Lymphoseek injection, a 
radioactive diagnostic imaging agent that helps doctors 
locate lymph nodes in patients with breast cancer or 
melanoma who are undergoing surgery to remove tumor-
draining lymph nodes. It is not a cancer imaging drug.

Lymphoseek (technetium Tc 99m tilmanocept) 
is the first new drug for lymph node mapping to be 
approved in more than 30 years. Other FDA-approved 
drugs used for lymph node mapping include sulfur 
colloid (1974) and isosulfan blue (1981).

“To use Lymphoseek, doctors inject the drug 
into the tumor area and later, using a handheld 
radiation detector, find lymph nodes that have taken up 
Lymphoseek’s radioactivity,” said Shaw Chen, deputy 
director of the Office of Drug Evaluation IV in the FDA’s 
Center for Drug Evaluation and Research.

Lymphoseek’s safety and effectiveness were 
established in two clinical trials of 332 patients with 
melanoma or breast cancer. All patients were injected 
with Lymphoseek and blue dye, another drug used to 
help locate lymph nodes. 

Surgeons subsequently removed suspected lymph 
nodes for pathologic examination. Confirmed lymph 

nodes were examined for their content of blue dye and/
or Lymphoseek. Results showed Lymphoseek and blue 
dye had localized most lymph nodes, although a notable 
number of nodes were localized only by Lymphoseek.

The most common side effects identified in clinical 
trials was pain or irritation at the injection site.

Lymphoseek  i s  marke ted  by  Nav idea 
Biopharmaceuticals Inc.

FDA approved the ARCHITECT AFP test to 
help doctors detect the progression of testicular cancer 
as well as neural tube birth defects. 

The chemiluminescent microparticle immunoassay 
measures alpha-fetoprotein levels in the blood to 
evaluate responses to treatment, in the case of testicular 
cancer. Men with nonseminoma germ cell testicular 
cancer have elevated AFP levels in their bloodstreams, 
according to Abbott Laboratories, the developer of the 
assay.

The test can also help determine if a woman is 
carrying a fetus affected with birth defects such as 
anencephaly or spina bifida. When the neural tube 
fails to close properly, AFP is thought to leak directly 
from the fetus into the mother’s amniotic fluid, causing 
unexpectedly high levels of AFP in the mother’s blood.

The assay uses the ARCHITECT i2000, i2000SR, 
ci8200, and ci16200 analyzers.

Stivarga (regorafenib) was approved by the 
Japan Ministry of Health, Labor and Welfare for the 
treatment of patients with metastatic colorectal cancer. 

Approval was based on data from the international 
phase III CORRECT trial, which evaluated regorafenib 
plus best supportive care versus placebo plus BSC in 
patients with mCRC, whose disease has progressed 
after approved standard therapies. The CORRECT study 
included 20 sites in Japan.

In September 2012, Stivarga was approved by 
FDA for the treatment of patients with mCRC who 
have been previously treated with fluoropyrimidine-, 
oxaliplatin- and irinotecan-based chemotherapy, an 
anti-VEGF therapy, and, if KRAS wild type, an anti-
EGFR therapy. 

Stivarga was developed by Bayer HealthCare and 
is jointly promoted by Bayer and Onyx Pharmaceuticals 
Inc.
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