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Summary

Japan enjoyed a rapid economic development basing on market economy after World War II.
However, there is a single exceptional segment of the Japanese economy in which outright govern-
ment control is still preserved as a system. That is the health-care system of Japan. The price regu-
lation inevitably extends to drugs. Ethical drugs approved up to now in Japan number a little less
than 3,000 in terms of compounds and more than 12,000 in terms of formulations and dosages. With
a very few exceptions of preventive drugs (e. g. vaccines) and quality of life improvement drugs (e.
g. Viagra), drug prices are determined for each and every drug formulation and dosage by the gov-
ernment, and they are all reimbursable by the health insurances. If a new drug is to be placed on
the market, the price is determined by a set of rigorous rules. But these rules have grave inconsis-
tencies built in themselves and are not immune from criticisms of arbitrary application. Moreover,
there are price revisions of listed drugs every two years. Reimbursement prices for almost all drugs
have continually been declining for years. In some cases the reimbursement price had become so
low by the time the patent expired and continued to be pushed lower that even generic makers, who
once joined the market, all stopped supplies soon (e. g. penicillin). In another respect, the pricing
rules are seen to negate innovativeness, as it were, by imposing special price reductions on drugs
whose reputations soar after launch, and which command fast sales far exceeding initial estimations.

A consequence of such a posture of the government is that the size by value of the pharmaceutical
market of Japan has been increasing at a pace far lower than those of the United States or European
countries, in spite of the fact that its size in terms of volume has been growing smoothly, reflecting
the fastest ageing of its population in the world. The share of Japan of the global pharmaceutical
market has been rapidly diminishing recently. Now it is at half the level of 10 years ago. Small to
middle-sized pharmaceutical manufacturers, whose main arena for competition is the domestic mar-
ket, are fighting against heavy odds, while a limited number of major manufacturers are seeking
their way out in exploitation of new markets abroad.

For all these efforts by the government to keep drug prices under control, the health insurances
of Japan are plagued by deficits. Of the total health-care expenditures amounting to about 32 trillion
yen (US$287 billion), one third or 11 trillion yen (US$98 billion) is borne by the central and local
governments. In view of the deepening trend of declining birth rate coupled with growing propor-
tion of the elderly in the population, further aggravation of the health-care finance seems inevitable.
With the next drug price revision scheduled for April, 2006 in its eyesight, the government is poised
to further tighten the control. Dark clouds are hanging over the horizon of the pharmaceutical in-
dustry of Japan.
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