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N—\—RA2AREEXRZREEE OS54 Dr. Michael R. Reich
The Takemi Program in International Health and the Food and
Drug Laboratory, both at the Harvard School of Public Health, were
very pleased to co-sponsor the recent Symposium on “Phar-
maceutical Development, Resgulation and Ethics,” and the Workshoo
on “The Art of New Drug Resulation in the United States.” Our
particioation in these meetings reflects our increasing recognition of
the global implications of the drug approval process, and the imoor-
tance to Harvard University of the relationshio with Jaoan.

Our collaboration with the Institute of Seizon and Life Sciences
represents an ongoing relationshio of great value, and of special
meaning to the Takemi Program at Harvard. We 8reatly appreciate
the support of the Jaoanese Ministry of Health and Welfare and the
particioation of the U.S. Food and Drug Administration in the
Symposium, which contributed to making the meeting an oppoortunity
to imorove the dialogue between public and private sectors poth
across and within our two countries. This represents a significant
accomplishment for both Japan and America.

In this brief note, it is not possible to express the rich and some-
times controversial discussions that took place at the two meetings.
et me simply highlight central themes that arose in connection with
the presentations by the four Harvard faculty members.

1. The resulation of pharmaceuticals is part of an evolving his-
torical process to define in each society what constitutes safe and

0 C

@ (
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effective medical treatment. Professor P. Goldman, a clinical phar-
macologist, reviewed the development of the FDA in the 20th century
and its evolving regulation of how new pharmaceutical products
should be developed and controlled.

2. Ethics represents an essential element of the drug develop-
ment process for pharmaceutical companies, clinical investigators,
and government regulators. Professor W. Curran, a specialist on
law and medical ethics, presented issues of informed consent and
clinical trials, resulting in stimulating discussion with Japanese par-
ticioants about the difficult ethical problems of placebos in double-
plind trials.

3. The drug approval process reauires, as another necessary
element, good scientific studies of new drugs. Professor M. Zelen,
a biostatistician, explained the basic principles of study design, data
collection, and data quality control that must be carefully considered
in all clinical trials.

4. The resgulation of drusgs occurs within a particular organ-
izational context in each society, reauiring that foreigners under-
stand that process from within the organization’s perspective, in
order to be successful. Assistant Professor A. Sapienza, a
specialist on organizational behavior, stressed the importance for
poth Americans and Japanese to understand key concepts and their
differences within the context of each other’s society .

It may be worth noting that these faculty members represent the
three main divisions of the Harvard School of Public Health:
Biological Sciences; Statistical Sciences; and Social and Policy Sci-
ences. Differing somewhat from the conventional image of public
health in Japanese universities, the Harvard School of Public Health
has about 160 faculty members, 450 graduate students (including 100
doctoral candidates), and an annual budget of about $70 million.




Harvard's Darticioation in these meetings was very worthwhile

and meaningful,’

understanding across the Pacific.
opbportunities like this in the future.

and contributed, we hope, to increased mutual

We |look forward to continued
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