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Epigenomics Successfully Validates Colorectal Cancer Assay 

Epigenomics AG, a molecular diagnostics company focusing on the development of products for cancer based on DNA 
methylation, successfully validated a technically improved assay and an enhanced testing algorithm for its colorectal cancer 
biomarker, Septin 9, in two independent clinical case control studies. The first study (269 subjects) tested blood samples from
97 patients with, and 172 individuals without, colorectal cancer as confirmed by colonoscopy. The new assay detected 72 of 97
cancer cases (74% sensitivity) and only 14 of 172 individuals without disease (false positive rate of 8% or 92% specificity). In the
second study (249 subjects), optimized assay identified 63 of 91 colorectal cancer patients of all stages (69% sensitivity) and only
17 of 158 patients without colorectal cancer (89% specificity). Technical improvements of the assay used in these two studies
included a simplified sample handling process and a significant shortening in handling time resulting in a doubling of sample
throughput per lab technician. Also, the assay costs could be reduced by 65%.  Epigenomics also developed an enhanced 
algorithm to interpret Septin 9 DNA methylation as a biomarker for colorectal cancer. These improvements position the assay
as a potential application for a mass screening approach. 
Source: Epigenomics

CA125 Marker for Assessing Ovarian Cancer Responses to Targeted Therapies 

CA125 is an accepted indicator of response of epithelial ovarian cancer (EOC) to cytotoxic chemotherapy but it is uncertain
how CA125 is affected by molecularly targeted drugs. In a study published in Cancer, the authors analyzed the efficacy of CA125
to predict disease behavior in 15 patients with recurrent EOC  who were receiving sorafenib and bevacizumab. 
Patients received sorafenib 200 mg orally twice daily or day 1-5 of 7 and bevacizumab 5 mg/kg to 10 mg/kg intravenously
every 2 weeks for 28-day cycles. Computed tomography (CT) scans were performed every 2 cycles for restaging, and CA125
was measured monthly. Fourteen of 15 patients had abnormal CA125 concentrations at study entry. Seven (47%) patients had 
partial response by imaging criteria. Five of these 7 patients had partial response by CA125 criteria (71% sensitivity). Eight (53%)
patients would have had partial responses if CA125 criteria were used; only 5 were confirmed by CT (63 % specificity). Imaging
and CA125 criteria combined yielded a higher total response rate of 10 of 15 (67%). The study concluded that CA125 changes
may not correspond to imaging response criteria for EOC patients who are receiving sorafenib and bevacizumab. Hence 
caution is recommended when using CA125 as a response criterion of molecularly targeted agents.
Source: Cancer
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Regulatory
Additional Overall Survival Data Required for Ipilimumab

Ipilimumab is being developed through a joint partnership between Bristol-Myers Squibb and Medarex in the randomized
Phase III trial evaluating the efficacy of ipilimumab in combination with dacarbazine versus dacarbazine alone in patients with
untreated unresectable stage III or Stage IV melanoma. The two companies jointly announced that, after meeting with the
FDA, the companies will delay the Biologics License Application (BLA) submission for ipilimumab, following a request by the
FDA for additional overall survival data to further demonstrate the benefit of ipilimumab. They originally intended to submit
the BLA in 2008. Ipilimumab is a fully human antibody that binds to CTLA-4 (Cytotoxic T Lymphocyte Associated Antigen-4), a 
molecule on T-cells that plays a critical role in regulating natural immune responses.)  Ipilimumab is designed to block the 
activity of CTLA-4, thereby sustaining an active immune response in its attack on cancer cells.
Source: Medarex
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EU Approves Zevalin® as First-Line Treatment in Follicular Lymphoma

The European Commission has extended the marketing authorization for Zevalin® ([90Y]-ibritumomab tiuxetan) in Europe.
Zevalin® can now be used in the first-line therapy after remission induction in previously untreated patients with follicular 
lymphoma (one of the most common types of Non-Hodgkin’s Lymphoma). This decision was based on data from the pivotal
Phase III First-Line Indolent Trial (FIT) showing that Zevalin, when used as first-line consolidation therapy given as a single 
therapeutic dose, in patients with advanced (stage III or IV) follicular lymphoma who achieved a partial remission or a complete
remission after receiving standard first-line chemotherapy regimens, significantly prolonged the median progression-free 
survival time from 13.5 months (control arm) to 37 months. 

Zevalin® has been approved for adult patients with rituximab-relapsed or refractory CD20-positive follicular B-cell non-Hodgkin’s
lymphoma since 2004 in Europe. Consolidation therapy is a treatment regimen given after a patient responds to initial first-line
induction therapy (e.g. chemotherapy) aiming to rapidly improve the quality of a patient’s response and improvement of the
effect of an initial induction therapy. Zevalin® combines the tumor-targeting ability of an anti-CD20 monoclonal antibody and
the tumor-destroying power of localized yttrium-90 radiation. 
Source: Bayerhealthcare

EU Gives Positive Opinion for Conditional Approval for Tyverb  

European Medicines Agency (EMEA) issued a revised positive opinion confirming the positive benefit-risk profile for Tyverb
(lapatinib), GSK’s new oral treatment for breast cancer.  The positive opinion recommends grant of a conditional marketing 
authorization with additional warnings about potential liver toxicity and recommended that the product information should
be amended to add special warnings about the risk of hepatotoxicity. The EMEA previously issued a positive opinion for 
lapatinib in December 2007 but the committee was asked to look again at the product last month after clinical data from a 
standard pharmacovigilance evaluation of clinical trial and post-marketing data showed hepatotoxicity in patients treated with
Tyverb. Upon grant of the conditional marketing authorization by the European Commission, lapatinib, in combination with
capecitabine, will be indicated for the treatment of patients with advanced or metastatic breast cancer whose tumors 
overexpress ErbB2 (HER2). 
Source: EMEA, GSK

NICE Rejects Tarceva Final Guidance to the NHS

Confirming an earlier ruling, National Institute for Health and Clinical Excellence (NICE ) concluded that Tarceva “could not be
considered a cost-effective use of NHS resources” when compared with either docetaxel or best supportive care for the 
treatment of locally-advanced or metastatic NSCLC in England and Wales. However, it adds that people currently receiving
Tarceva “should have the option to continue therapy until they and their clinicians consider it appropriate to stop.” The Appraisal
Committee also said that it awaits the results of ongoing trials of Tarceva comparing it with docetaxel. 

Roche said that it will be challenging this decision to prevent it from becoming final guidance to the NHS, as this “would 
potentially deny 2,300 lung cancer patients one of their last hopes of treatment,” and “isolate England, Wales and Northern 
Ireland as the only countries in western Europe not to fund Tarceva.” Lung cancer is the UK’s biggest cancer killer, and the only
treatment is an intravenous chemotherapy that can lead to severe and fatal infections. Tarceva is an oral, targeted 
chemotherapy, without risk of hospital-acquired infections. “NICE has undervalued the benefits to a patient and in doing so, has
undermined lung cancer specialists’ ability to do what’s best for those in our care” said Nick Thatcher, professor of medical 
oncology at the Christie Hospital in Manchester.
Source: Reuters
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