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プレゼンター
プレゼンテーションのノート
Companion diagnostics for ALK inhibitors have been developed; in situ hybridization, immunohistochmistry and RT-PCR

A FISH test kit for abnormal ALK gene was launched together with crizotinib launch.  

However, an optimal testing kit with convenience and accuracy needs to be considered for further improvement and penetration of personalized healthcare.



【ご参考】
ファイザーのALK inhibitor, Xalkori (crizotinib)米国承認　2011年8月26日
the Vysis ALK Break Apart FISH Probe Kit（アボット開発）も同時承認

late-stage (locally advanced or metastatic), non-small cell lung cancers (NSCLC) who express the abnormal anaplastic lymphoma kinase (ALK) gene.
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Tumor molecular profiling for deciding therapy
—the French initiative

Frédérigue Nowak, Jean—Charles Soria and Fabien Calvo

Abstract | The use of tumor molecular profiles for therapeutic decision making requires that
molecular diagnostics be introduced into routine clinical practice. To this end, the French National
Cancer Institute and French Ministry of Health have set up a national network of 28 regional
molecular genetics centers. These facilities perform selected molecular tests, free of charge, for all
patients in their region, regardless of the institution where they are treated. A specific program has
also been implemented to anticipate the launch of new targeted treatments and reduce time—to—
access to new drugs and experimental therapies. In 2011, 55,000 patients with cancer in France
benefited from molecular predictive tests. The French nationwide initiative for tumor molecular
profiling is a tool to fight inequalities in access to molecular testing and targeted therapy, and
demonstrates that molecular stratification of tumors for therapeutic decisions is a cost—effective

strategy that can be successfully integrated into the health—care system.
Nowak, F. et al. Nat. Rev. Clin. Oncol. 9, 479-486 (2012); published online 10 July 2012
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REGULATORY SCIENCE

Creating a Space for Innovative Device Development
Michelle McMurry—Heath* and Margaret A. Hamburg,

*Corresponding author. E-mail: michelle. mcmurryheath@fda.hhs.gov 10f ce of the Center Director, Center for Devices and Radiological Health, U.S. Food and Drug Administration
(FDA), Silver Spring, MD 20993, USA. 20f ce of the Commissioner, FDA, Silver Spring, MD 20993, USA.

The FDA announces a partnership with a new nonprof t organization—the Medical Device
Innovation Consortium—to advance regulatory science in the medical technology arena.

www.ScienceTranslationalMedicine.org 5 December 2012 Vol 4 Issue 163 163fs43

Downloaded from stm.sciencemag.org on January 6, 2013
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Medical device discovery and development path

Basic Proof of concept Early-stage technology Product ' Production and
research or invention ~ | development ~ | development marketing
NSF, NIH corporate Angel investors, corporations, Venture  Corporate venture funds,
research, SBIR phase | technology labs, SBIR phase Il capital equity, commercial debt
Precompetitive space Competitive space
Standards, data, and processes that Data, processes, and know-

are common acrass an industry how specific to a product

Regulatory science
develops tools, methods,
and standards to aid in
this step

Reduce time and cost of device
development and review

Nonprofts
Industry Patients

Providers

Academia

Fig. 1. Modern family. MDIC will facilitate collaboration among federal agencies, industry, and nonprofi t groups to spur innovation in regulatory science for
the development of complex interdisciplinary devices. Shown are funding sources (blue boxes) for the various stages of medical device discovery and
development (white boxes) [adapted from (7)]. Regulatory science is part of early-stage technology development (shown in center of the pathway as a tri-
colored box). This crucial step is not funded by traditional sources and will be the focus of MDIC. Solid white arrows, source frequently funds this
technological stage; segmented white arrows, source occasionally funds this technological stage. SBIR, small business innovation research grants.
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