OSHA Rule Is Curbed by Budget Office

The agency says ethylene oxide is hazardous, but the Office of
Management and Budget called OSHA's risk analysis “wholly contrived”

The Occupational Safety and Health
Administration (OSHA) was on the brink
of setting strict limits on exposure to
ethylene oxide, a colorless gas widely
used to sterilize medical supplies and
equipment. But on the eve of announce-
ment of the final rule, the Office of
Management and Budget stepped in, as-
serting that OSHA had grossly'exagger-
ated the risks and underestimated the
cost of the regulation. The next day, on
15 June, a final rule was issued that,
according to agency staff, was stripped
of a key provision.

Members of OSHA’s staff, demoral-
ized by the outcome, feel that they were
second-guessed after spending the past 2
years to develop the standard. They ar-
gue that the budget office dismissed sev-
eral important health studies. Public Citi-
zen, a Washington, D.C.-based advoca-
cy group affiliated with Ralph Nader, has
petitioned the U.S. Court of Appeals to
review the matter and intends to make it
a test case against budget office interven-
tion.

For the past several years, data from
animal and human studies have accumu-
lated and shown that ethylene oxide is
far more hazardous than had previously
been thought. The chemical is now con-
sidered a mutagen and carcinogen in
animals. As for humans, there is evi-
dence, although limited, that ethylene
oxide at low levels is associated with
leukemia, spontaneous abortions, and
chromosomal changes, according to
Philip Landrigan, a senior scientist at the
National Institute for Occupational Safe-
ty and Health (NIOSH) in Cincinnati.

Some 75,000 health care workers are
potentially exposed to bursts of high
concentrations of ethylene oxide. The
gas is released from the protective wrap-
pings of freshly sterilized material. Al-
though a ‘‘long-term’’ limit, based on an
average daily exposure over 8 hours,
would reduce risk to some extent,
NIOSH and others argue that it should
be supplemented by a short-term limit
based on a 15-minute exposure period.
In 1977, NIOSH recommended a 75
parts-per-million (ppm) short-term stan-
dard, but it now advocates a limit of 5
ppm, based on the data linking the chem-
ical to chromosomal damage, spontane-
ous abortions, and cancer.

But between 1977 and 1983, OSHA did
little to regulate ethylene oxide more
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vigorously. Then last year, a federal
court ordered the agency to issue new
rules. In response, OSHA'’s staff pro-
posed to establish the same 5 ppm short-
term limit as recommended by NIOSH.
This prompted strong opposition from
industry groups, such as the ethylene
oxide council and the Health Industry
Manufacturers Association. The agency
subsequently softened the proposal to 10
ppm. But following objections from the
budget office, the short-term standard
was dropped entirely from the final regu-
lation. (The final rule establishes a long-
term limit of 1 ppm, which went largely
unchallenged because industry and hos-
pitals have already tightened controls in
anticipation of tougher government regu-
lations.) '

In a letter to OSHA, chief of regula-

tory affairs at the budget office, Christo-
pher DeMuth, listed several objections
to OSHA’s final rule that parallel many
of the arguments raised by the industry
groups. A budget office official said that
DeMuth’s criticisms were based on a
review of documents in OSHA’s formal
regulatory docket.

After complaining that OSHA failed to
comply with the Paperwork Reduction
Act, DeMuth went on to assert that the
short-term limit ‘‘is unsupported by any
reasonable risk assessment or inference
from available scientific evidence.”
OSHA estimated that without a short-
term limit, the number of excess cancers
could rise to 8 to 16 for every 10,000
workers exposed. DeMuth, however, ar-
gued that this excess cancer risk is
“wholly contrived.”

reasonable”’

OSHA Scientists Taken to Task

Last fall, Representative George Miller (D—Calif.) charged that Leonard
Vance, director of the agency’s office of health standards, had improperly
arranged a meeting with the head of the ethylene oxide trade group. At a
congressional hearing, Vance denied the charge and asserted that his
subordinate, Robert Beliles, director of risk assessment, had made the
appointment. Beliles denied Vance’s allegation. Then the industry. repte-
sentative, Arlin Vorhess, who was director of corporate safety and health at
Union Carbide, the principal supplier of ethylene oxide as a sterilant, wrote
in a letter to the committee that he had ‘“‘called Dr. Vance in my capacity as
chairman of the Ethylene Oxide Industry Council . .
drop by’’ when in Washington on 16 June 1983. (Miller attempted to obtain
Vance’s appointment books, but this spring was told by Vance that his dogs
had vomited on them and he had thrown them away.)

Beliles said in an interview from his home that to avoid further friction, he
arranged a transfer to work 4 months at the Environmental Protection
Agency. Upon his return in April to OSHA, he was notified by agency chief
Thorne Auchter that he was removed as chairman of the ethylene oxide
team and was no longer OSHA'’s representative to the National Toxicology
Program and the editorial board of a government publication on toxicology.
Vance said through OSHA spokesman John McDavitt that Beliles was not
singled out. Such duties, which had been held by other scientists, were
reassigned to a different branch of the agency.

Vance has also reprimanded OSHA epidemiologist Peter Infante for
advocating the need for a short-term exposure limit and proposing to
perform a quantitative risk assessment of the reproductive hazards of
ethylene oxide. In a memo, he chided Infante for ‘‘prejudging”’
and calling for a short-term limit. He said that the health standards staff did
not have sufficient resources to conduct such a risk assessment and that
OSHA had produced ‘‘sufficient’’ evidence to support a ‘‘protective and
standard. The risk assessment was never conducted. Last
month, the Office of Management and Budget, however, criticized the
agency for its failure to support adequately its final rule.—M.S.
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According to a budget official who
requested anonymity, OSHA’s risk as-
sessment for the short-term limit was
based on the unrealistic assumption that
workers would be exposed to peak levels
of 10 ppm 15 minutes per day, 5 days a
week, for 45 years. ‘‘Risk assessment
involves realistic exposures and OSHA
made no exposure estimates,’” said the
official.

According to an OSHA report, avail-
able evidence indicates that two or more
peak exposures per day ‘‘are common”’
and that employees could be exposed
“‘to several hundred ppm over very short
periods of time’ despite a long-term
limit of 1 ppm. Martin Fell, an agency
analyst, argues that even if a small number
of people are exposed, the chemical is
sufficiently hazardous to be of concern.

DeMuth also criticized OSHA’s reli-
ance on three studies of workers, saying
that all of them ‘‘have major flaws and
provide no support’’ for the short-term
limit. One study, published in the British
Medical Journal, suggested that an in-
creased number of spontaneous abor-
tions were associated with pregnant
women receiving single, daily 20-minute
exposures on the job at concentrations of
5 to 20 ppm. DeMuth, along with the
Ethylene Oxide Industry Council and the
Health Industry Manufacturers Associa-
tion, contended that the study is unreliable
because of bias introduced in the question-
ing of subjects and in their selection.

OSHA rejected this complaint, citing
comments from the study’s lead author,
Kari Hemminki of the Finnish govern-
ment’s Institute of Occupational Health,
and Jennie Kline of Columbia Universi-
ty. Hemminki examined three types of
sterilants—ethylene oxide, formalde-
hyde, and glutaraldehyde—and their
possible effects on women employees.
Hemminki’s data were based on inter-
views and the discharge records of more
than 1000 women in a 1979 survey of all
the hospitals in Finland. Given that the
employees were subjected to any one of
the three chemicals, Hemminki said that
selection bias could not account for the
correlation between spontaneous abor-
tions and ethylene oxide alone. Kline
also downplayed any recall bias, noting
that the information derived from inter-
views was ‘‘consistent’’ with the dis-
charge records.

DeMuth also faulted two studies
which indicated that short-term expo-
sure may be associated with chromo-
somal effects. In one study, 14 hospital
workers were exposed to an average of
19 ppm for 15 minutes from 6 to 120
times during a 6-month period. Results
showed _that an increased number of ge-
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netic aberrations called sister chromatid
exchanges were related to exposure. A
study by Johnson & Johnson of its own
employees produced similar results and,
as a consequence, the company institut-
ed a 10 ppm short-term exposure limit
and supported OSHA’s efforts to estab-
lish an identical standard.

DeMuth argued that the sister chroma-
tid exchanges ‘‘should not be the basis of
regulation’’ because they have not yet
been linked to adverse health effects.
Health scientists, such as Landrigan and
OSHA director of risk assessment Rob-
ert Beliles, concede that it is unclear
whether the effect can be characterized
as adverse but consider these changes
worrisome. Landrigan said in a paper
published in the current issue of the
American Journal of Industrial Medicine
that an increasing amount of data sug-
gests a link between chromosomal dam-
age and human cancer and that the find-
ings deserve ‘‘careful consideration.”

OSHA officials are puzzled by the
strong reaction to the agency’s proposal
by the White House budget office and
industry groups. According to agency
estimates, a two-track standard with
short- and long-term limits would cost
industry $35.5 million a year, with the
bulk of the expense due to compliance
with the long-term standard. Said one
OSHA official, **This is a cheap regula-
tion.”’

Staff members speculate that the agen-
cy was an easy target because OSHA has
been without a leader. OSHA chief
Thorne Auchter stepped down this
spring and his successor, Robert A.
Rowland, was only appointed in mid-
July. Although Auchter was a champion
of deregulation, he did fight for stan-
dards that made their way through agen-
cy review, according to an attorney at
Public Citizen.

OSHA still plans to try to salvage the
short-term limit and is taking some steps
to respond to the charges made by the
budget office. It has sent out copies for
peer review of its analysis that describes
the scientific evidence to support a
short-term standard. The report initially
was distributed to members of OSHA’s
advisory board, an oversight panel com-
prised of scientists and non-scientists,
and several groups that have a vested
interest in the outcome, such as labor
and industry groups. After staff com-
plaints, top officials also sent the report
to heads of government health agencies,
including the National Cancer Institute
and the National Institute of Environ-
mental Health Sciences. ‘‘The siege isn’t
over yet,”” Beliles says.

—MARJORIE SUN

House Prépares to Slash
Synthetic Fuels Agency

Opposition to the Synthetic Fuels
Corporation (SFC), a speck on the
horizon a year ago, may soon deci-
mate the agency’s budget and strip it
of authority to back new projects. In
an unusual repudiation of the Demo-
cratic leadership, the House voted on
25 July by a large margin (261 to 148)
to override a rule that would have
blocked an anti-synfuels amendment
to the Department of the Interior ap-
propriation, scheduled for consider-
ation on 31 July.

As a result, the House will get to
vote on a budget-slashing proposal
put forward by Representatives How-
ard Wolpe (D-Mich.), Mike Synar (D—
Okla.), and Silvio Conte (R—Mass.).
Their amendment would cut $10 bil-
lion from the unspent $13.2 billion
appropriated for the SFC. The Senate
has not taken any action as yet. How-
ever, because the White House has
proposed cutting the SFC budget by
$9 billion (Science, 1 June, p. 964),
the Senate is likely to go along with a
reduction if the House votes for it.

The SFC was created in 1980 un-
der the Carter Administration and giv-
en more than $13 billion to be used in
subsidizing new energy plants. The
goal was to accelerate the develop-
ment of a new domestic oil and gas
industry that would exploit coal, oil
shale, tar sands, and other indigenous
resources. Special emphasis was to
be placed on liquid fuels to decrease
U.S. dependence on oil imported from
the volatile Persian Guilf.

Proponents of the SFC said the
undertaking would cost the taxpayers
little or nothing because the price of oil
was expected to be high enough, and
the cost of synfuels low enough, that
the government would not have to pay
out cash to honor its price-support
pledges.

This scenario began to lose credi-
bility when demand for oil sagged in
1981 and prices fell. Recently, on 22
July, Representative Synar released a
report by the General Accounting Of-
fice estimating that in 1989 the actual
difference between the price of oil and
promised price supports for one syn-
fuel project (Union QOil phase Il) could
be $48 per barrel.

Fiscal conservatives joined with en-
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