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Data Exclusivity

The Japanese government understands well that globally competitive patemt
protection is key to the future of the life sciences industry. However, data
protection is also vital for both the biotechrology & pharmaceutical

industries

in the biotech era, many drug candidates are obtained by screening chemical
libraries focusing on a target gene. However, these compounds are guite
difficuit to protect with patents

There is a cohort of therapeutically important innevative pharmaceuticals
that are available in the US & EU, but are currently unapproved for use in
Japan. In many cases, these drugs are nearing, or have past, the end of their
patent terms in Japan, and there is no incentive for companies to invest in the
lengthy and costly process to seek marketing approval in Japan

However, if a 10-year marketing exclusivity period were to be introduced,
this would provide significant incentives for companies to initiate the process
of introducing these drugs into the Japan market

Japan has always been a leader in intellectual property protection. Japan
should take a lead again, along with the EU, tc ensure IP is adeguately
protected globally
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Reimbursement / Drug Pricing

Although the cost of drug R&D has increased significantly, the level of

launch prices have been lowered systematically, in a downward spiral

In this situation, the number of NCEs which start clinical trials in Japan

has been reduced to nearly one-third over the last decade
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*pote: all drugs awarded premiums by the DPO from 2001 to 4/2003

The reimbursement & drug pricing systems should be reexamined from
the viewpoint of patient access

Spiral-down of drug price
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R&D Tax Credits

We support the idea of preferential tax measures for orphan drugs

However, promotion of drug R&D should primarily be considered in the
reimbursement / pricing system

It is not only orphan drugs which cannot recoup R&D investment... 70% of all NCEs
launched cannot recoup their R&D costs

Tt must be recognized that the return on investment for the remaining 30% of new
drugs that are successful, must financially support the other 70% of drugs, including

orphans

The repricing rule penalizes those drugs highly evaluated by the market & thus
should be abolished
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Industry Shares MHLW’s interest & concern for providing safe &
effective products for use by medical professionals & for the
benefit of patients

In this age of life sciences, industry is de‘veiﬂpiﬂg new therapeutic
agents globally in order to meet the medical needs of the world
community

PhRMA believe that PMS procedures should be based on balanced
consideration of both Japanese and global data

Safety is an issue that is both the responsibility of government &
industry. Industry accepts the responsibility & significant expense
of collecting & reporting safety data in the PMS process. In all
major global regulatory agencies, government assumes the
responsibility and expense for processing the safety data
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User Fees
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PhRMA fully supports the concept of Japan establishing a User Kee
system in order to ensure greater resources to process and review NDA

applications.

To support this system, PARMA requires that it fulfill the following
criteria:

That User Fees supplement, and do not replace, existing government
appropriations, -
That User Fees are fully dedicated to reviewing new drugs (funding of the
drug safety infrastructure should be provided by government),

That User Fees are reasonable (Current industry funding level in Japan 1s
already higher than the US and similar to the EU), |
That User Fees are linked directly to a reduction in NDA review time,
with a target of a 12-month total elapsed time from filing to approval

That User Fees are based on a long-term government commitment o
improving overall agency performance and process

That the PMDO will publish detailed performance information on an
annual basis





