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1. Measurement of residual genetically modified viruses in body fluids
We monitor the bio-distribution of several viruses often used in current clinical trials and measure the quantity
of them remaining in each body fluid. Besides, we also evaluate the degree of infectivity of them in a
dose-escalation manner using cell lines with high susceptibility and finally elucidate the correlation between the
viruses egesting from a patient’s body and their infectivity. To addresses these issues,
we asked Takara-Bio Inc. to produce five vectors derived from lentivirus, adeno associated virus type II, VIII,
IX, and adenovirus, the quality of which was comparable to that of clinical vectors and obtained them by
January, 2017.

we prepared to establish a highly sensitive detection system for the viruses using real-time PCR.



2. Available information about gene therapy clinical trials abroad

We procure information on measurements for non-egestion of viral vectors and isolation of patients through the

discussion with regulatory authorities and developers of clinical vectors in US and EU where gene therapy is

advanced. To addresses these issues,

Dr. Yamaguchi discussed with staffs at FDA on December, 2016 and obtained information about the regulation

of evaluation of viral-shedding and its environmental effects in US.

3. Available information about gene therapy clinical trials abroad

We hold meetings with staff of the Japanese Society of Gene and Cell therapy and Japanese regulatory authority

and discuss the point of view about regulations on Type I Use of Living Modified Organisms in the Cartagena

Law applicable for gene therapy clinical trials in Japan and finally compile a basic plan to put the regulations into

practice. To addresses these issues,

we made writing manuals for the application form about Type I Use of Living Modified Organisms of lentiviral
and AAV vectors.

we held a public symposium as a meeting with person involved at the Jikei University of Medicine on January

18, 2017 and shared problem consciousness against the Law with those present there. Almost 100 people from

academia and private companies participated with the meeting and exchanged their opinions actively.
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