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General Comments

Specific Issues
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— Data Exclusivity
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— R&D Tax Credit

— PMS

— User Fees
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General Comments

PhRMA greatly appreciates that the Vision has been
established, and that we also to have been given this
opportunity to evaluate its progress

Concrete progress has been seen for a lot of items in the
action plan. This is the result of a significant effort by
MHLW

The positive approach regarding Cross-ministry
initiatives is also highly commendable
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PhRMA shares the MHLW’s understanding that technology transfer
among government, university, and indusiry is important to enhance
high-tech industries

Enforcement of the Japanese version of the Bayh-Dole Act will provide a
good basis for technelogy transfer. However, the act seems to focus only
on exclusive commercial licensing compared to the US, which includes
promotion of non-exclusive research licensing in parallel with exclusive
cominercial licensing |

In the life sciences sector, a large part of the collaboration between
university & industry falls under non-exclusive research licensing in the
US. This is because universities have a large number of valuable research
tools as a resuit of their research activities, and these tools are most
valuable when they are made available to everyone in society on 2 non-
exclusive basis

In order to promote university/ industry collaboration in Japam, non-
exclusive research licensing should be promoted, as well as exclusive
commercial licensing
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+  Although various action have been taken, the final goal is not clearly defined

- Numerical indicators (ex: number of clinical trials (cases) executed in Japan)
should be shown to evaluate the global competitiveness of the clinical trial
environment, and all measures should be coordinated to achieve that goal

. Considering the rapid increase of clinical trial costs in recent years, it is doubtful
that current measures are adequate to stop the hollowing of clinical trials in Japan

"« The most efficient measure would be to expand the supply capacity. Prices & Costs
would be best left to market mechanisms which would promote efficiency & quality
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