FDA
Panelist cries foul
Washington

WhHiLE the National Academy of Sciences
and the courts are struggling with finan-
cial conflict of interest, the US Food and
Drug Administration (FDA) has run into a
case of plain old outspokenness.

Earlier this month, FDA deputy com-
missioner Carol Scheman asked Norman
Anderson, a Johns Hopkins University
physician, to give up his voting status on a
FDA advisory panel on breast implant
safety. She says it was because Time maga-
zine published excerpts from a letter to the
FDA, dated 12 December, in which Ander-
son warned of a “breach of trust” by the
implant’s manufacturer, Dow Corning
Wright. Those words suggested to Scheman
that he had “already reached a conclu-
sion” about the safety of the implants
before the panel heard all the evidence.

That is probably true. Anderson has
long been a critic of breast implants, and
his letter of 12 December was written after
he had reviewed internal company docu-
ments that suggested a cover-up by Dow
Corning Wright. But as a past chairman of
two previous FDA panels on breast im-
plants, he is also well informed. And he has
never made a secret of his opinions.

His punishment has drawn fire from
such critics as Representative Ted Weiss
{Democrat, New York), who claims that
FDA is running dangerously close to in-
fringement of the First Amendment right
to free speech. In past months, FDA has
similarly come under criticism for attempt-
ing to restrict the kind of scientific confer-
ences that drug companies can sponsor
and for censoring press releases and video
advertisements from the pharmaceutical
industry (see Nature 354, 421; 1991).

Scheman says that in this case Ander-
son appeared to have a “predisposition”
against breast implants, which for the pur-
poses of the panel was of just as much
concern as a conflict of interest.

However, in a letter dated 13 February
to FDA commissioner David Kessler, An-
derson says that there is more to the FDA
position than Scheman is admitting. In
particular, he says that Scheman called
him and asked him to relinquish his voting
status on the panel a week before the Time
article came out. According to Anderson,
Scheman said that her definition of “con-
flict of interest includ[es] ‘knowing too
much’ ” about subjects under review.

In a letter of 13 February to Weiss, who
has taken up Anderson’s case, Scheman
attempted to clarify the FDA’s position:
“Access to information does not create a
problem...unless the member uses that in-
formation either to reach a conclusion
concerning the subject of the Panel’s
review...or has made public statements
which create the appearance that such a
conclusion has been reached.”

Christopher Anderson
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INTELLIGENT MANUFACTURING

‘Big three’ test the waters

London & Tokyo

A LITTLE-NOTED but potentially huge mile-
stone in the history of research collabora-
tion between the United States, Europe
and Japan was reached this week when
government officials, industrialists and
academics gathered on 24 February in
Toronto to launch a two-year pilot study
on intelligent manufacturing systems
(IMS). This is the first major collaborative
programme of commercial significance
involving the world’s three main scien-
tific blocs.

The IMS project has had a difficult and
prolonged birth. Proposed two years ago
by the Japanese Ministry of International
Trade and Indusiry (MITI) (see Nature
343, 496; 1990), IMS is intended to apply
cutting-edge information technology to
industrial manufacturing. It was designed
as a counterpart to the International Hu-
man Frontier Science Program, a MITI
initiative that is now jointly supported by
the G-7 nations and the European Com-
munities and that supports basic research
in molecular biology and neuroscience.
Both programs are Japanese attempts to
put money into collaborative research and
to counter criticism by Western countries
that Japan’s economic success has been
achieved by ‘riding piggy-back’ on the
research expertise of Europe and the
United States.

Because Western governments initially
feared that the Frontier program was an
attempt to pick the brains of their re-
searchers, MITI officials decided that their
nextinitiative would coveran area in which
Japan is already acknowledged as a world
leader. But the IMS project also became
bogged down amid suspicions about Ja-
pan’s motives, and the basic formula for
collaboration worked out for the pilot
project starting this week differs mark-
edly from MITI’s original plan.

MITl envisaged having $1,000 million
to spend over 10 years. Japan was to
provide 60 per cent of this money, with the
rest divided between the United States and
the European Communities (EC). Most of
the work would have been carried out in a
single new research centre, set up in the
EC or the United States, although the
programme would have been adminis-
tered from Tokyo.

But now the proposed international
fund, the central administration and the
research centre have all gone. Instead,
officials were expected this week to choose
three pilot collaborative research projects
to be conducted in the home laboratories
of the researchers involved. The nations
taking part (the EC, United States and
Japan have now been joined by Australia,
Canada and the countries of the European
Free Trade Association) will finance the
work carried out on their own territory.
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EC officials say that MITI’s original
plan seemed to offer Japan a competitive
advantage. A central office in Tokyo
would have given the Japanese an “im-
mense wealth of information™. The cur-
rent plan, they say, should ensure that the
three main partners benefit equally from
the project.

But some observers believe that the US
government is less pleased with the new
approach. The negotiations have progressed
“with Japan with its foot on the gas and the
United States with its foot on the brake,”
according to one European Commission
official. US officials are said to have op-
posed the central administrative office in
Tokyo, but favoured the notion of Japan
footing a hefty proportion of the bill.

Phyllis Genther, director of the US
Department of Commerce’s Japan Tech-
nology Program, offers a different expla-
nation. She says that US negotiators wanted
each of the partners to contribute equally;
in particular, they asked that each should
bring a similar package of new technol-
ogy to the project, and not just money.

For their part, the Japanese proponents
of IMS say they can live with the revised
plans. Hidehiko Nishiyama, deputy direc-
tor of MITT’s industrial machinery divi-
sion, says that Japan has plenty of experi-
ence with “decentralized” programmes
through MITT’s own domestic research
schemes.

The big question now is whether the
IMS formula will serve as a model for
further collaborative ventures between
Japan, Europe and the United States. A lot
of people “who don’t give a damn about
IMS” will be keeping a close eye on the
two-year feasibility study, says one Euro-
pean Commission official. But both the
United States and the EC are withholding
judgement on the value of the IMS model
for future collaboration until the details
have been more fully worked out.

Peter Aldhous & David Swinbanks

FAISAL PRIZE
Two honoured

London

Two European scientists have won the
1992 King Faisal International Prize in
science and in medicine.

Sydney Brenner, director of the UK
Medical Research Council’s Molecular
Genetics Unit in Cambridge, was awarded
the science prize for his work in discover-
ing the triplet codon genetic code, and
demonstrating the existence of messenger
RNA. This year’s medicine prize has gone
to Attilio Maseri, from the Catholic Uni-
versity of Rome, for his work on coronary
artery disease. Brenner and Maseri will
both receive $93,000.

Peter Aldhous
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