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Leica Microsystems to Develop an Automated HER2 FISH Test 

Wetzlar, Germany. Leica Microsystems GmbH and Abbott have reached an agreement for Abbott to supply fluorescence in situ hybridization (FISH) probes that target the HER2 gene locus. The probes will be used to develop a fully automated FISH solution for HER2 testing on the Leica Microsystems’ BOND™, an automated advanced staining platform.

Abbott’s PathVysion FISH assay is the gold standard ISH (in situ hybridization) test for diagnosing the response of patients to Herceptin. Leica Microsystems will develop an automated version of this test to be performed on their BOND™ system using a standard protocol. Automation of the test on the Leica BOND™ system will enable Pathology laboratories to run this diagnostic test more efficiently. “With this new automated test we aim to provide a fast diagnostic result while maintaining the high standard associated with HER2 FISH testing, helping customers to provide time effective, individualized cancer therapy. We are pleased to be working together to advance patient cancer treatment,” stated Arnd Kaldowski, President of Leica Biosystems. 

The HER2 FISH test is designed to identify patients that are likely to respond to Herceptin, a drug which is used as a frontline therapy for treatment of breast cancer. Tumors, which over express HER2, are most suitable for treatment with Herceptin. HER2 over expression can be detected at the protein level using IHC (immunohistochemistry) or at the DNA level using ISH. 

_ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Leica Microsystems is a leading global designer and producer of innovative, high-tech, precision optical systems for the analysis of microstructures. It is one of the market leaders in each of its business areas: Microscopy, Confocal Laser Scanning Microscopy with corresponding Imaging Systems, Specimen Preparation, and Medical Equipment. The company manufactures a broad range of products for numerous applications requiring microscopic imaging, measurement, and analysis. It also offers system solutions for life science including biotechnology and medicine, research and development of raw materials, and industrial quality assurance. The company is represented in over 100 countries with 14 manufacturing facilities in 11 countries, sales and service organizations in 19 countries and an international network of dealers. The international management is headquartered in Wetzlar, Germany.

_ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Intended Use

The PathVysion® HER-2 DNA Probe Kit (PathVysion Kit), which is FDA approved, is designed to detect amplification of the HER-2/neu gene via fluorescence in situ hybridization (FISH) in formalin-fixed, paraffin-embedded human breast cancer tissue specimens. Results from the PathVysion Kit are intended for use as an adjunct to existing clinical and pathologic information currently used as prognostic factors in stage II, node-positive breast cancer patients. The PathVysion Kit is further indicated as an aid to predict disease-free and overall survival in patients with stage II, node positive breast cancer treated with adjuvant cyclophosphamide, doxorubicin, and 5-fluorouracil (CAF) chemotherapy.

The PathVysion Kit (see PathVysion package insert) http://www.pathvysion.com) is indicated as an aid in the assessment of patients for whom HERCEPTIN® (Trastuzumab) treatment is being considered (see HERCEPTIN package insert)

http://www.gene.com/gene/products/information/pdf/herceptin-prescribing.pdf.

_ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Note

The PathVysion Kit is not intended for use to screen for or diagnose breast cancer. It is intended to be used as an adjunct to other prognostic factors currently used to predict disease-free and overall survival in stage II, node-positive breast cancer patients. In making decisions regarding adjuvant CAF treatment, all other available clinical information should also be taken into consideration, such as tumor size, number of involved lymph nodes, and hormone receptor status. No treatment decision for stage II, node-positive breast cancer patients should be based on HER-2/neu gene amplification status alone.
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