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Biotechnology in Japan 

June Kinoshita, in her article "Is Japan a boon 
or a burden to U.S. industry's leadership?" 
(News, 29 Jan., p. 596), recounts a survey of 
Japanese pharmaceutical biotechnology that 
provides in some respects an update of a 
survey performed by the U.S. Food and Drug 
Administration (FDA) in 1988 (1). 

Kinoshita cites a number of significant 
obstacles that prevent Japan from being a 
major competitor, but she does not mention 
that the regulatory climate in Japan has 
been, at best, equivocal toward new biotech- 
nology. Japan has adopted a techntque-based 
regulatory approach-with special require- 
ments for products derived from recombi- 

Italy, France, the Netherlands, and China, 
with almost 100 patients having been treat- 
ed and the numbers rising exponentially (2). 

Japan's attitude toward the new biotech- 
nology is similarly reflected in agricultural 
biotechnology. Only a single field trial of a 
recombinant DNA-manipulated plant has 
been carried out in l a ~ a n  (and none of . .  . 
microorganisms), and Japanese research and 
development in this area is behind what one 
would expect. The Japanese government has 
provided little encouragement in the form of 
clear, predictable, risk-based regulation to 
those contemplating field trials. Moreover, 
the Japanese Ministry of Health and Welfare 
has imposed a strict regulatory regime specif- 
ic to foods and food additives manufactured 
with recombinant DNA techniques (3). 
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Gene Therapy Approval Process 

I would like to comment on several state- 
ments in the article "Harkm seeks compas- 
sionate use of unproven treatments" (News & 
Comment, 11 Dec., p. 1728) by Larry 
Thompson regarding a request by the San 
Diego Regional Cancer Center (SDRCC) 
that the National Institutes of Health (NIH) 
adopt a policy to expedite the review and 
approval of gene therapy protocols in cases 
involving terminally ill patients. 

The central issue, all but lost in the article, 
is that NIH did not at the time have in place 
a policy to review and act on requests by 
temunally ill patients s e e k  the benefits of 
new gene therapy methods ( I ) .  The request 
was not a means of avoidmg peer review but 
an attempt to streamline an existing process 
that in some cases literally exceeded the life 
expectancy of the patients seeking help. 




