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Deregulation to Foreign Medicine Manufactures,
from the Point of View of “Law, Economics and
Bioethics”

Takashi Asao

Hume contended that we must make a distinction between facts and values
in order to argue philosophical problems. Investigations of facts never
produce new conclusions on values. But we ordinarily consider a type of
value as self-evident. Means that give more money, or cost less money, are
naturally valuable. Given problems to solve, we regard the propositions of
facts as the ones of values. We decide what to do, when we reach a
conclusion about facts.

The notion of Pareto Improvement in economics is an example. Pareto
Improvement can be reached through the market system. So we get the
Principle of Market Capitalism. Deregulation is intimately related to it.
Pharmacy companies in Japan are protected by a variety of regulations. For
example, the Ministry of Health, Labour and Welfare demands clinical trial
data, from tests on Japanese people, in order to approve a new drug. But
soon, this requirement will be abolished because of a new medicine, Viagra.
It was approved without Japanese data.

But this deregulation may contain serious defects. Here we must
remember the case of SMON-disease (Sub-acute-Myelo-Optical-
Neuropathy). The medicine, Clioquinol, which causes SMON, had been
used worldwide. SMON occurred on large scale in Japan, but in other
countries occurrences of it were very few. So medicines may have various
degrees of effects and side effects for different races. If so, regulations that
demand tests on Japanese people are reasonable. The relation between a
medicine's effect and race is now under investigation, and we have no
obvious conclusions.
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Justification of regulation runs contrary to the economic principle of
market-capitalism. Justification represents a judicial point of view. There is a
radical difference between economists and jurists. We must judge the
solution with adequate moderation based on the situation. We cannot take
an extreme juristic position, no more than an extreme economic one.

Bioethics has been a very active field in Japan for these fifteen years. But
bioethicists lack a sense of economics, and they have no knowledge about
health-economics. This is a serious defect. Bioethics, or philosophy, has an
important role to play in judging moderate means for medical institutions,
and their ethics. So bioethics must include knowledge of economics,
jurisprudence, and related methodologies.
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