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Attitude and perception survey for the
pharmaceutical industry in Japan on utilization
of the next generation sequencing for the virus
safety assessment of biologics
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Abstract. In the last decade, broad virus detection methods as represented by the next generation sequencing
(NGS) technology gain more recognition as an effective approach to assess the virus safety of biologics such as
antibody drugs, vaccines, and gene therapy/cell therapy products. For further discussion on this regulatory topic
and to facilitate implementation of NGS testing in the virus safety assessment of biologics, a global group was
organized as a joint effort by regulatory and industry scientists from the United States and Europe. This global
activity has proactively promoted practical studies for performance evaluations of virus detection by NGS and
development of analytical tools such as reference virus reagents and a virus database. On the other hand, in Japan,
itis ambiguous so far whether this regulatory topic concerns domestic pharmaceutical companies and the regulatory
body. Therefore, we conducted a questionnaire survey to get a picture of the Japanese pharmaceutical industry
regarding the utilization of NGS as a virus safety assessment for biologics. The survey results show that most
respondents have little or limited experience of NGS and passive attitude to NGS utilization for the virus safety
assessments. Only some companies have a positive attitude to NGS utilization. In the light of the ongoing amendment
of the relevant guideline, ICH Q5A, concerned parties in Japanese industry and regulatory body urgently need to
catch up the global discussions on NGS utilization for the virus safety assessment of biologics and get involved in
the international movement.

Key words: virus safety, next generation sequencing, ICH Q5A, biologics

Highlights

Although regulatory and industry scientists from the United States and Europe have actively facilitated discussions
on implementation of the NGS testing for the virus safety assessment of biologics, the questionnaire survey conducted
by the authors show that many of pharmaceutical companies in Japan have little or limited experience of NGS and
passive attitude to NGS utilization for the virus safety assessment.
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