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WHITE HOUSE JOINS THE REGULATION DISPUTE

WASHINGTON, D.C.—After ignor-
ing the biotechnology industry since
Ronald Reagan became president
three and a half years ago, the White
House has now joined the dispute
over how it should be regulated.

The Office of Management and
Budget (OMB), the White House’s
watchdog for regulatory and budget-
ary affairs, has stepped into the fray
with an opinion on where to rest
regulatory authority. In a memo to
the high-level Cabinet Council on
Economic Affairs, OMB’s" Christo-
pher DeMuth argued that the Coun-
cil, not the Environmental Protection
Agency, should decide whether and
when to regulate the biotechnology
industry. OMB involvement means
that the industry is once again uncer-
tain where it stands in Washington, or
how the inter-agency squabble will
resolve itself.

EPA has spent the last 18 months
gearing up to oversee biotechnology,
including confirming internally that
it had the legal authority to regulate
genetically engineered products as
new chemicals under the Toxic Sub-
stances Control Act (TSCA). De-
Muth’s memo challenged this author-
ity, declaring that DNA is not a new
chemical. OMB prefers the present
system, under which the Recombi-
nant DNA Advisory Committee of
the Natonal Institutes of Health es-
tablishes voluntary guidelines for in-
dustry. EPA has suspended its plans
to publish a “notice of proposed rule-
making” in the Federal Register this
month.

The response to OMB’s involve-
ment has been mixed. Some observ-
ers believe OMB is imposing its will
unnecessarily on EPA and several
other federal agencies, such as the

Food and Drug Administration and
the Department of Agriculture—
agencies that on their own were sort-
ing out overlapping jurisdictions.
Others think OMB 1is stepping in as a
power broker to resolve inter-agency
conflicts that have been smoldering
for months and that would continue
to smolder without OMB direction.

At the least, OMB’s involvement is
likely to stall regulation for several
months longer. OMB’s DeMuth is
strongly against regulation. He has
made a career in Washington work-
ing to deregulate industries or to cre-
ate incentives for voluntary compli-
ance with such goals as clean air and
water.

Furthermore, OMB has put on
hold the activities of the little-known
Interagency Risk Management Coun-
cil (IRMC), which draws its members
from EPA, Agriculture, and—
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STOCK PRICES OF SELECTED BIOTECHNOLOGY SPECIALTY FIRMS
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The BIO/TECHNOLOGY Index of Specialty Firms stands at 678 as of May 11, down from 666 on April 15, 1984. The Index is
composed of the 23 companies in the chart that are marked by an asterisk. For a more complete explanation of the Index, see
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