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Anti-Integrin avpB6 ELISA Kit (IVD) obtained European IVDR certification

~Contributing to the treatment of ulcerative colitis in Europe~

November 6, 2025

Medical & Biological Laboratories Co., Ltd. (CEO, Hiroki Ito), a group company of the Life Science Business of
Tokuyama Corporation (Representative Director, President and Executive Officer, Hiroshi Yokota) announces that
its Anti-Integrin avp6 ELISA Kit (IVD) obtained certification under the European In Vitro Diagnostic Medical
Devices Regulation (IVDR) (IVDR certification). The company will supply products compliant with the latest

regulations in Europe, which will contribute to the health and safety of patients.

IVDR

IVDR certification is issued by certification bodies recognized by the European Commission for IVDR compliance,
the latest regulation for in vitro diagnostic medical devices in the EU, and for products and organizations whose
safety and efficacy have been assessed and approved. By obtaining IVDR certification, the CE mark can be displayed
on the applicable products, which can then be sold within the EU.

Ulcerative Colitis

Ulcerative colitis is a diffuse, nonspecific inflammatory disease of the colon of unknown cause, primarily affecting
the mucosa and often forming ulcers and erosions. This is a refractory disease with no radical treatment, and the
number of patients is increasing in Japan and worldwide. There are no specific biomarkers for this disease; therefore,
the diagnosis is made on the basis of a comprehensive assessment of clinical symptoms and findings from such

examinations as an endoscopy procedure.

Anti-Integrin avB6 ELISA Kit (IVD)

The Anti-Integrin avp6 ELISA Kit (IVD) certified at this time is a reagent that determines anti-integrin av36
antibodies in serum using the ELISA method. The anti-integrin avp6 antibody was discovered as a diagnostic marker
for ulcerative colitis by Dr. Masahiro Shiokawa and colleagues at the Graduate School of Medicine, Kyoto University
[1]. The results of the clinical performance study by our company indicate that this reagent has a sensitivity of 85.51%

and a specificity of 83.87% for ulcerative colitis.

The reagent was successfully developed with the cooperation of Dr. Masahiro Shiokawa in research conducted
with the support of the Japan Agency for Medical Research and Development (AMED) and has been commercialized
by our company. The AMED programs were Development of novel diagnostic kit by identification of pathogenic
autoantibody for ulcerative colitis, Medical Research and Development Programs Focused on Technology Transfers,
and evidence-creating research on diagnosis and disease evaluation of ulcerative colitis by measuring anti integrin

aVP6 autoantibodies, Practical Research Project for Rare / Intractable Diseases. Furthermore, our company has been



granted international licensing rights for patents related to this reagent (including Patent No. 7317379) from Kyoto

University.

Product Features
® Joint development with Kyoto University, the inventor
® Sensitivity 85.51% and specificity 83.87% for ulcerative colitis

® Convenient all-in-one test kit

Product information
[In vitro Diagnostics]
Product name: Anti-Integrin avp6 ELISA Kit (IVD)
Code No.: IVDR 756762
Intended purpose: aid in the diagnosis of UC
Assay method: ELISA
Package: 96 wells
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Medical & Biological Laboratories Co., Ltd.:

Medical & Biological Laboratories (MBL) was established in 1969 as the first antibody manufacturer in Japan,
and researches, develops, manufactures, and sells reagents of in vitro diagnostics (IVD) and reagents for basic
research. It has now expanded its business not only to the immunological field but also to the field of genetic diagnosis.

In the IVD business, we develop and sell IVD reagents for autoimmune diseases, cancer, infectious diseases, etc.
Particularly in the field of autoantibody diagnosis, we are expanding our product lineup as a top manufacturer in
Japan and contributing to medical care in this field where there are many intractable diseases. In the field of oncology,
we are contributing to personalized medicine by developing companion diagnostics that predict the effects of drugs.

https://www.mblbio.com/e/

Tokuyama Corporation:

Since founding in 1918, Tokuyama has worked to accumulate technologies and create new products by developing
our inorganic chemicals business, while, from the 1970s, we began addressing social issues by expanding the scope
of businesses, mainly in organic and polymer chemistry.

Under its Medium-Term Management Plan 2025, Tokuyama has identified the “Electronics,” “Healthcare,” and
“Environment” fields as growth businesses. As a part of efforts to transform our business portfolio, our plan is to
increase the proportion of consolidated sales generated from growth businesses to more than 60% by FY2030. Taking
the aforementioned into consideration, our intention is to position the newly acquired IVD businesses at the heart of
our healthcare domain.

https://www.tokuyama.co.jp/eng/
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