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Tohoku University, the National Center of Neurology and Psychiatry, Nagoya University, Osaka

University, and Kumamoto University are participating in a Phase II/III investigator initiated
clinical trial of N-Acetylneuraminic acid, with Professor Masashi Aoki of the Department of
Neurology, Tohoku University School of Medicine acting as the coordinating investigator. This
study is using the Sialic Acid-Extended Release tablet that our company’s U.S. partner is
developing as a drug now. The Last fiscal year our company exported the active pharmaceutical
ingredient for the clinical trial that was manufactured by a Japanese company to our U.S. partner,
and we then imported the investigational drug made from that material and we provided it to Dr.
Aoki. However, a portion of the drug that was required for the trial remained undelivered. This
year, we first imported the undelivered drugs for the clinical trial. Additionally, we received strong
requests from patients and researchers who participated in the trial to manufacture and import
approximately one-year’s supply of the investigational drug in order to transition to extended
post-trial studies, which we supplied to Dr. Aoki.

Our company and the Japanese company that manufactures the API for this trial have pursued
manufacturing that complies with the investigational drug GMP. Meanwhile, it was necessary to
listen to requests from our U.S. partner regarding API quality for commercial manufacturing of
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the API, and we responded by such actions as studying test procedures and acceptance criteria.
Those results have been applied to the API for the clinical trial.

Our company and our U.S. partner have a contract to exchange safety information pertaining to
the investigational drug, and with the cooperation of Dr. Aoki and the researchers and other
participants in this trial in Japan, we continue to exchange information with our overseas partner.
Additionally, we revise and make additions to the investigator’s brochure based on overseas
information, including safety information from the trial that is being conducted, and we provide
that to Dr. Aoki.

Our company plans to complete an application for approval of this drug including results from
the overseas clinical trial when this clinical study is finished. For that purpose we have translated
the major portions of the information documents from the overseas clinical trial that we have
already received, and have created a draft application that was based to the extent possible on the

Japanese and overseas clinical trial plan and results that we had obtained.
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