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Evaluation of the safety of innovative drugs against viruses and infectious agents

Tetsu Kobayashi, Keisuke Yusa, Nana Kawasaki”

Recently, several novel cellular therapy products and biological drugs are being developed to treat

various previously untreatable diseases. One of the most important issues regarding these innovations

is how to ensure safety over infectious agents, including viruses and prions, in the earliest treatments

with these products. The object of this study is a risk assessment of cases of human infectious with the

agents and to present a sample risk management plan based on a collaboration among the National In-

stitute of Health Sciences, universities, marketing authorization holders, and scientific societies. There

are three subjects of study: (1) the viral safety of cellular therapy products, (2) the viral safety of

biological drugs, and (3) the safety of prions. In this report, we describe the objects of the study, the

project members, the study plan outline, and the ongoing plans. The results of the viral risk identifica-

tion and the risk analysis of cellular therapy products will also be described, based on a review of the

literature and case reports obtained during the first year of this project.
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