Briefing:

Biotech Guidelines
Challenged by Rifkin

The Administration’s proposed regula-
tory policy on biotechnology is the subject
of a new lawsuit filed by activist Jeremy
Rifkin and of a congressional hearing to be
held on 23 July.

The policy, which was published in the
Federal Register on 26 June, is now being
circulated for public comment. The scientif-
ic basis of the policy is being challenged by
Rifkin and will be examined at the hearing,
which will be held jointly by three subcom-
mittees of the House Science and Technolo-
gy Committee. The detailed policy proposes
how certain modified organisms will be
regulated and says, for example, that a harm-
less microbe that has been modified by the
addition of a noncoding regulatory se-
quence from a pathogenic organism will still
be considered nonpathogenic (Science, 6
June, p. 1189).

Rifkin challenges this approach and, on
15 July, sued the federal government over
the biotechnology guidelines. He alleges
that the agencies involved failed to conduct
an environmental impact statement of the
policy and have not compiled an adequate
record of its development as required by the
Administrative Procedures Act. Rifkin has
sued the federal government several times
on similar grounds to oppose various ac-
tions involving field tests or product ap-
provals and has scored some successes. This
suit was filed against several regulatory
agencies, the Office of Science and Technol-
ogy Policy, the National Science Founda-
tion, and the National Institutes of Health.

In the suit, Rifkin asks the U.S. District
Court for the District of Columbia to halt
federal approvals of field tests involving
genetically engineered organisms, which
would be regulated under the policy. Cur-
rently, however, there are few, if any, appli-
cations for field tests of genetically engi-
neered organisms that are close to approval
by the agencies. Ciba-Geigy on 30 June
received approval by the U.S. Department
of Agriculture to field test the first herbi-
cide-resistant plant made by recombinant
DNA methods. (Ciba will test tobacco
plants made resistant to atrazine which is a
major Ciba product and is used extensively
to control weeds in corn crops. The experi-
ment will take place in North Carolina.)

The biotechnology policy was discussed
recently at the first public meeting of the
newly established Biotechnology Science
Coordinating Council, which includes the
Environmental Protection Agency, the U.S.
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Department of Agriculture, the Food and
Drug Administration, the National Science
Foundation, and the Office of Science and
Technology Policy. David Kingsbury, who
is council chairman and an assistant director
at the National Science Foundation, noted
at the meeting held on 9 July that the
comment period for the policy has been
extended 30 days to 26 September.

The council also announced the forma-
tion of several subcommittees to examine
biotechnology issues, including greenhouse
containment, risk assessment, the training of
scientists in biotechnology, the development
of an agenda with the European Communi-
ty that would include basic research topics
such as environmental biology, and public
information and education concerning ge-
netic engineering.

The subcommittee on greenhouse con-
tainment plans to develop a set of guidelines
by January and will also tackle issues related
to the deliberate release of genetically engi-
neered organisms into the environment.
That subcommittee is headed by John
Moore, EPA assistant administrator for pes-
ticides and toxic substances, and Orville
Bentley, USDA assistant secretary for sci-
ence and education, and will include scien-
tists from outside the agency, who have not
yet been selected.

EPA is seeking nominations for a new
science panel for biotechnology. The com-
mittee will comprise nine scientists from
outside the agency and two lay persons. The
agency is looking for a variety of scientists,
including microbiologists and ecologists.

EPA has also added a biotech expert to its
staff within the office of pesticides and toxic
substances. Elizabeth Milewski is now spe-
cial assistant for biotechnology at EPA. She
is a molecular biologist and had been a
veteran staff member at the National Insti-
tutes of Health office of recombinant DNA
activitiecs. ®m MARJORIE SUN

Hot Market for Biotech
Stocks in 1986

In a remarkable turnaround, biotechnolo-
gy companies have grossed more than $679
million from public stock offerings since
December, more than 100 times the money
invested in biotech stocks in the previous
year.

For most of 1985, the investment com-
munity was cool to biotech stocks because
few products made from the new biology
were in sight, according to several analysts
interviewed. Only Genentech, a leader in the
industry, made a public offering, and it did
well, raising $50 million.

Then several converging factors boosted
confidence in genetic engineering compa-
nies, which in turn has led to a cascade of
investment, say analysts Linda Miller of
Paine Webber and Kathy Behrens of Rob-
ertson, Colman & Stephens. In general,
interest rates dropped and investors began
looking for places to put their money where
it would grow, says Miller.

At the same time, biotech products began
to show more promise as money-makers.
Genentech, which is located in South San
Francisco, won federal approval of human
growth hormone made by recombinant
DNA methods, and it quickly took hold in
the market. Some companies also began
selling medical diagnostics. In addition, re-
searchers at the National Institutes of
Health reported promising results involving
two biotechnology products: interleukin-2
to fight cancer and tissue plasminogen acti-
vator to treat heart attacks. The news was
widely publicized, heightening investors’ in-
terest, the analysts say.

Then two established companies bought
biotechnology companies. Eli Lilly acquired
Hybritech for about $300 million and Bris-
tol-Myers purchased Genetic Systems for
$294 million. The acquisitions “told inves-
tors that big companies had faith in biotech-
nology. It also validated current stock
prices,” Behrens says.

The first biotech company to take advan-
tage of all these circumstances was Centocor
of Malvern, Pennsylvania, which sold public
shares in December and raised $38 million.
Since then 25 companies have made public
offerings, about half of them for the first
time. Every month since December, at least
one company and as many as nine have put
forward new shares. Among the most suc-
cessful, according to Behrens’ data:

m Cetus of Oakland, California, added
$50 million to its bank account in January;

m Amgen, Thousand Oaks, California,
$39 million, March;

= California Biotechnology, Mountain
View, California, $58 million, March;

® Genetics Institute, Cambridge, Massa-
chusetts, $85 million, May; and,

m Chiron, Emeryville, California, $46
million, July.

Companies are using the money for a
variety of purposes. Much of the cash is
being funneled into additional research and
clinical trials. They estimate that clinical
testing of new chemical entities costs $70
million to $100 million; the testing of biolog-
ics runs $30 million to $50 million. Some of
the larger companies, such as Genentech,
Cetus, and Genetics Institute, are also put-
ting their cash into new manufacturing facil-
ities and distribution systems.

Most of the companies that have made
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offerings are pharmaceuticals. A handful of
firms involved in agricultural genetic engi-
neering, including Molecular Genetics of
Minnetonka, Minnesota, made shares avail-
able, but there has been less interest in them,
says David Manyak, an analyst at Merrill
Lynch. “Investors aren’t used to agricultural
biotech companies.” They are also wary of
these firms because they take longer to get
their products on the market. Plant breed-
ing, even with the help of genetic engineer-
ing, still requires a lot of time.

In the past month, a few more companies,
including Biogen, located in Cambridge,
Massachusetts, and Calgene in Davis, Cali-
fornia, have notified the federal government
that they intend to make an offering or have
already sold shares. But it is unclear how
long investor enthusiasm will hold for bio-
tech stocks. Miller says, “it’s started to taper
off now.” Behrens remarks, “I don’t know
how long this will last. But we may be
somewhere near the end. In this kind of
cycle, companies [which have already made
offerings] have already soaked up a lot of
investment dollars.” m MARJORIE SUN

Amazing Randi One of 25
MacArthur Genius
Winners

James Randi (“The Amazing Randi”), the
magician known to scientists for shooting
holes in research on paranormal phenome-
na, has been awarded one of this year’s
MacArthur Foundation grants for “out-
standingly talented” people.

Randi was cited for his work in exposing
the fraud behind “psychic surgery” and for
his recent campaign against television evan-
gelists for mulcting their audiences and gull-
ing the sick.

Randi, 57, says he plans to use his
$272,000 award, to be doled out over the
next 5 years, in expanding his office and
computer system and hiring an assistant.
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For the past year and a half, Randi has
been on the trail of evangelist faith healers
who he says are fleecing the public with the
aid of advanced computerized information
and mailing systems.

Randi says these men have an enormous
amount of information, including every-
thing from the health status of individuals to
the names of their pets, gained through
mailing lists from a variety of sources such as
fundamentalist groups and purveyors of
holy water from Lourdes.

Randi says many people are dying because
at healing services they are told to throw
away their pills. In undercover work in San
Francisco and Houston, he says he went
through the trash following a service held by
the now “vanished” evangelist Peter Popoff,
and found a great variety of medications
tossed away by the audience, including ni-
troclycerin, digitalis, and oral antidiabetic
agents.

He says he also intercepted transmissions
to a receiver Popoft had in his ear as he
walked among the audience. Popoff was
getting information on peoples’ identities,
incomes, relatives, and diseases. “You’re
talking James Bond here,” says Randi.

Randi has been spreading his message
with appearances on the Johnny Carson
show. He has contacted states’ attorneys in
seven states to alert them to the various
violations including fraud and invasion of
privacy but, he says, the law won’t do
anything because these are religious organi-
zations.

The other 24 winners are:

Paul R. Adams, professor of neurobiolo-
gy and behavior at the State University of
New York (Stony Brook); Milton B. Bab-
bitt, composer, former professor at Prince-
ton University; Christopher 1. Beckwith,
Tibetan studies professor, Indiana Universi-
ty; Richard M. A. Benson, Yale University
specialist in photographic technologies;
Lester R. Brown, Worldwatch Institute,
Washington, D.C.; Caroline W. Bynum,
Yale University historian; William A.
Christian, Jr., Spanish historian and sociol-
ogist in Las Palmas de Gran Canaria, Spain;
Nancy Marguerite Farriss, director of eth-
nohistory at the University of Pennsylvania;
Benedict H. Gross, Harvard University
mathematician; Daryl Hine, poet in Evans-
ton, Illinois; John Robert Horner, paleon-
tologist at the Museum of the Rockies,
Montana State University; Thomas C. Joe,
Center for the Study of Social Policy, Wash-
ington, D.C.; David N. Keightley, Chinese
historian at the University of California
(Berkeley); Albert Libchaber, University of
Chicago experimental physicist; David
Page, geneticist at the Whitehead Institute,
Massachusetts Institute of Technology;

George Perle, composer, professor emeri-
tus at the Aaron Copland School of Music,
City University of New York; David Ru-
dovsky, University of Pennsylvania law pro-
fessor; Robert M. Shapley, specialist in the
neurophysiology of vision, Rockefeller Uni-
versity; Leo Steinberg, art historian, Uni-
versity of Pennsylvania; Richard P. Turco,
“nuclear winter” theorist, Marina del Rey,
California; Thomas Whiteside, New York
journalist who has written extensively on
Agent Orange; Allan C. Wilson, biochem-
ist at the University of California (Berkeley);
Jay Wright, poet in Piermont, New Hamp-
shire; Charles Wuorinen, composer in resi-
dence with the San Francisco Symphony =
CONSTANCE HOLDEN

Congress Considers
Warning Labels on Liquor

Pressure is building up for an idea whose
time may have come: health warning labels
on alcoholic beverages. A measure to that
effect (S. 2595) is now heading for the
Senate floor.

Introduced by Senator Paula Hawkins
(R-FL) as part of the reauthorization of the
alcoholism and drug abuse institutes, the
measure would follow the pattern of ciga-
rette warning labels. Four different warnings
are proposed, relating to pregnancy and
birth defects; driving; combining alcohol
with drugs; and the risk of hypertension,
liver disease, and cancer. A possible fifth
label, to be decided by the Surgeon General,
would warn about possible death from mas-
sive rapid consumption of alcohol. The mea-
sure has the support of Senator Orrin D.
Hatch (R-UT), chairman of the Committee
on Labor and Human Resources, and Ed-
ward M. Kennedy (D-MA), among others.

Support for the labeling idea i1s wide-
spread among various consumer and anti-
drunk driving groups. The American Medi-
cal Association (AMA) has also taken a
stand, having passed a resolution in favor of
alcohol labeling at its annual meeting in
June.

The measure is strongly opposed by alco-
holic beverage manufacturers, who take the
paradoxical position that labeling will have
little effect since most people know too
much drinking is bad and that problem
drinkers will be unmoved by warnings. They
also say labels will frighten pregnant wom-
en. According to the Center for Science in
the Public Interest (CSPI) in Washington,
D.C., brewers and vintners are particularly
unhappy since beer and wine have the image
of being “beverages of moderation.” Indeed,
this is a theory endorsed by many alcoholics
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