F ollowmg Tobacco Soke Report

howthe EPA reached its conclusion, inlight of the fact
that 24 of the 30 studies reviewed by the agency found

‘The Environmental Protection Agency’s
(EPA) release of a report concerning the alleged
effect of environmental tobacco smoke (ETS) on
non-smokers was criticized by members of the
media and scientific communities, with respect to
the integrity and accuracy of the science the EPA
relied upon.

Arecentreportin Jnvestor’s B
stated that “many in the smentlﬁc and medmcal
community say the data the EPA cites do not bear
outitsconclusion.” (A complete copy ofthis article
is enclosed with this edition of Caucus Notes.)

“It’s now open season on whatever contami-
nant the EPA chooses to label the killer contami-
nant of the week, with the effect that once again,
Americans are going to be stampeded into fearing
a substance for reasons which upon close inspec-
tion are scientifically indefensible,” said Bonner
Cohen, senior editor of EPA Watch newsletter,
which regularly monitors EPA activities.

Alfred P. Wehner, president of Biomedical
Consultants Inc., in Richland, Washington said: “I
did work for the EPA in the past and thought of
them reasonably well, but when I saw [the ETS]
report, | was really embarrassed. It was a bad
document.”

Such criticism comes on the
heels of a recent audit by the Govern-
ment Accounting Office, which found
thatthe EPA was prone to conducting
too little research, managing data
poorly and allowing cost overruns in
the billions of dollars. {[see cover
story]

The EPA has also not ad-
equately explained why one of the
largestand mostrecent studieson the
subject of ETS, funded by the Na-
tional Cancer Institute, was not in-
cluded in its report. This study re-
ported no overall risk for non-smok-
ing women married to smokers.

Questions also remain as to

no statistically significant risk of lung cancer in non-
smokers based on exposure to ETS. The remaining
six studies were conducted in foreign countries, where
differences in dietand other lifestyle factors may have
affected study resulis.

EPA Watch’s Cohen suggests that the EPA’s
conclusions about tobacco smoke may have been
based more out of a desire by the agency to increase
its control of indoor air quality regulation, than in
scientific accuracy. “The science of which EPA avails
itself is that which happens to fit the political agenda
ofthe moment.... The EPAwasnot unaware ofthe fact
that the tobacco industry is an extremely appealing
target with few allies in the public arena,” he said.

The one certainty following the EPA’s report
on tobacco smoke, is that the available science is
inconclusive. Until the EPA responds adequately to
the serious charges raised against it, smokers and
others who were alarmed by the EPA’s report, should
be skeptical of the agency’s claims.

In the meantime, common courtesy and com-
promise, along with established smoking and non-
smoking areas will remain central to satisfying both
smokers and non-smokers. O
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Science or Political Science?

The Environmental Protection Agency
(EPA) has a poor track record for assessing risk.
Over the years, the agency has claimed associa-
tions between serious disease and controversial
products such as dioxin, radon and Alar. The EPA
has also raised speculation about the safety of the
water Americans use in their showers. These
claims have later proven to be exaggerated or
unproven.

Lastyear-an independent panel of experts
was commissioned by former EPA Administrator
William Reilly to study the role of science at the
agency. In its report, “Safeguarding the Future:
Credible Science, Credible Decisions,” the panel
posed the question, does the EPA present “the
extremes of scientific opinion” because it “needs
science to support its legal activities?”

For example, in 1986 the EPA estimated
that thousands of Americans were likely to die
from radon-induced lung cancer each year. And
while the resulting scare spawned a booming
industry for radon inspectors and radon detection
kits, the mortality figures have not been substan-
tiated. As Leonard Larsen wrote in The Washing-
ton Times, “All those Americans dead from radon

can’t be found except in EPA statistics.”

In 1982, 2,400 residents of Times Beach, Mis-
souri were forced to evacuate their homes because
the EPA concluded that their community had been
contaminated by unacceptable levels of dioxin.

Only years later did the EPA admit to the 800
relocated families that the concentration levels of
dioxin were not harmful. In an article for Humap
Events magazine, Richard Minter reports that the
EPA regulates levels of radon at 15 parts per quadril-
lion, which is “the equivalent of a few drops of ver-
mouth in a martinij the size of Lake Erie.”

The EPA has also stirred up health scares
about Alar, a chemical often applied to apples. Apple
growers suffered severe financial losses before the
EPA’s Science Advisory Board found that concerns
about Alar had no scientific basis.

In April 1992, the EPA prepared a drafi docu-
ment on the alleged health risks of taking showers.
The EPA also plans to make an assessment of the
alleged dangers posed by power lawnmowers.

As the independent panel said in its final re-
port, the “EPA has not always ensured that contrast-
ing, reputable scientific views are well-explored and
well-documented.” Q
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toPubhc Smoking

‘When anti-smokers come armed with the
latest EPA report on the alleged effects of ETS on
non-smokers, separate accommodations for smok-
ers and non-smokers take on a new urgency.

It is imporiant to recognize that some non-
smokers would prefer not to be around tobacco
smoke, and these preferences must be acknowl
edged. Onthe other hand, when approximately one-
third of all adults in the U.S. choose to smoke, the
preferences of smokers must also be considered.

The Accommodation Program was developed
by Phlhp Moms U S A.tohelp businesses satisfy the

_ needs of smoking and
non-smoking custom-
ers. The Program of
~ fersguidance forachiev-
ingacceptableindoorair
quality in both smoking
and non-smoking areas.
The basic premise of
The Accommodation

NQN,SMQKERS Programisthatproperly

AND SMOKERS designated smoking ar-

WELCOME eas can help maximize
customer satisfaction.

Businesses participating in The Accommoda-
tion Program are easily identified by abrightred and
green decal that informs customers that “Non-smok-
ers and Smokers are Welcome.” This message
immediately lets customers know that whether or
not they smoke, they will be accommodated in that
establishment.

Any business owner is welcome to become a
member of The Accommeodation Program. Partici-
pating members are provxded with extensive materi-
als on how to maximize customer satisfaction by
providing arrangements for smokers and non-smok-
ers. For more information, interested business own-
ers can write fo:

The Accommodation Program
P.0. Box 8795
Kankakee, I1. 60901-8795

As more and more businesses enroll in The
Accommodation Program, legislators will hopefully
realize that there is no need to pass laws to regulate
public smoking. Q

Anii-Smokers Likely fo Use EPA
Report fo Push for Smoking Bans

Although the EPA’s report on environmental
tobacco smoke is based on questionable science, it
is likely to result in increased pressure on elected
officials, regulators and employers to toughen re-
strictions on smoking.

While the EPA has no authority to regulate
workplace smoking, its report is already being cited
by anti-smokers, members of the media and some
elected officials as justification for broad smoking
bans. The authority to regulate workplace smoking
belongs to the Occupational Safety and Health Ad-
ministration (OSHA). OSHA is currently conduct-
ing its own investigation into indoor air quality, and
the impact of the EPA’s report on that investigation
remains to be seen.

Anti-smokersare hurriedly trying to persuade
OSHA to issue a regulation prohibiting smoking
from many workplaces, before the serious flaws in
the EPA’s report become widely known. Perhaps
anti-smokers assume that the more doubt thatis cast
on the EPA’s report, the less likely OSHA will be to
regulate workplace smoking.

Smokers and others who are skeptical of the
EPA’s conclusions may want to write their elected
officials and local newspaper editors to point out that
the report on ETS is flawed. You may want to ask
your legislators, before taking a position on the
workplace smoking issue, to insist that the EPA
address the serious deficiencies noted by the Gov-
ernment Accounting Office, that it manages data
poorly and conducts too little research. O

HOTLINE
pall V' letUs W
\-Hear From You! ey
Please call our toll-free hotline

, Monday through Friday from 9 a.m. until P
« ﬁpm EDT, to let us know about smok-
} ing-related activities in your area.

1-800-231-1438
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How Much Science Is Behind Its Tobacco Finding?

By Michsel Fumento
In Los Angeles

~Taken together. the total
weight of evidence is conclusive
that environmental tobaco
smoke increascs the risk of lung
cancer in nonsmokers.”

So declared Environmental Protec-
tion Agency Administrator William
Reiliy at 2 news conference earlier this
month. announcing the impending re-
lease of an EPA report attributing
approximately 3.000 deaths a year to
passive smoking. or environmental
tobacco smoke.

Yet many in the scientific and medi-
cal community say the daia the EPA
cites does not bear out its conclusion.

While virtwally all scienusts agree
that smoking is unhealthiul — both for
smokers and those around them — iUs
the degree to which smoking is un-
healthful. and the way the government
musters its scientific case, that raises
questions.

Some scientists and policy analysts
who say they couldn't care less about
tobacco company profits or even the
rights of smokers are wotrying aloud
that the EPA report is paving the way
for justifying new health-based govern-
ment regulations and programs without
any real science behind them.

Said Bonner Cohen. editor of EPA

Watch based in Chuantilly, Va.. "It's
now open season on whatever contami-
nant the EPA chooses to label the killer
contamindnt of the week. with the effect
that once again. Americans are going to
be stampeded into fearing a substance
for reasons which upon close inspection
are scientifically indefensible.”

lai®: 8

Yale University epidemiologist Alvan
Feinstein. writing in the journal Toxico-
logical Pathology. said he recently
heard a prominent leader in epidemio-
logy admit of the EPA's work on
passtve smokmng: *Yes. it's rotten sci-
ence. but it's in a worthy cause. 1t will
help us to get rid of cigarettes and to
become a smoke-free society.™

Another critic. Alired P. Wehner,
president of Biomedical and Environ-
mental Consuitants Iac.. in Richland.
Wash., said: 1 did work for the EPA in
the past and thought of them rea-
sonably well. but when [ saw that
report. | was really emabarvassed. 1t was
a bad document.”

Smoking Gun? |
Refative risk of iung cancer
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Sources; EPA. Natianal Resserch Council,
Amancan Cancer Socety

One thing both sides agree on is that
the direct policy ramifications of the
EPA report could be tremendous.

“You can bet your next paycheck
that OSHA (the Occupational Safety
and Health Administration) will ban all
smoking in the workplace.” said John
Shanahan. the environmental policy
analyst at the Heritage Foundation.

Although. in unveiing the report.
Reilly expressly referred to cancer in
children and in the workplace. the
stauistical analysis i the EPA report
actually ignered the studies that looked
for suchlinks.

Rather. the EPA survey is based on
11 American studies of spouses of
smokers. The report discussed. but did
not put into its staustical analysis. the
results of 19 other studies done outside
the U.S.

In its analysis of those 11 studies. the
EPA found that therc was a “'statisti-
cally significant™ difference in the num-
ber of lung cancers suffered by non-
smoking spouses of smokers, equal to

119 such cancers in nonsmoking spouscs
of smokers compared to 100 lung
cancers in nonsmoking spouses of non-
smokers.

This finding of statistical significance
allowed it 1o rank passive smoking as a
Class A carcinogen, the highest risk
ranking possible.

Statistical significance. while sound-
ing ¥ke arcanc academic 1alk. is actually
quaite insportant. It is used 1o account for
the possibility that something happened

— i@ this case the 19 additional leng
camcers — by chance.

But critics say that, using its own
previous statistical standards, the EPA
report steows no such significance.

“Frankly, ] was cmbarrasted as a
scientist with what they came up with,
ing of the data,”

t ATl
who headed a panel of scientists and
doctors that analyzed the drafy version
of the EPA report for the tobaoco
industry.

‘Meta~Analysis’

One aspect of this problem, say
critics, involves the combination of the
11 studies into one big group — what
the EPA called 3 ““meta-analysis.”

The EPA has never before done this.
Critics say such combinations may be
valid. but if the studies weren’t done in
the same way, the results will be like
comparing apples and oranges and
pears.

Not everyone agrees.

“Meta-analysis is totally fair.” said
Stanton Glantz of the Institute of
Health Policy Studies at the University
of California, San Francisco. *I review
reports like that for the State of Califor-
nia, and the work the EPA did is
absolutely first rate, one of the best
pieces of science I've seen about any-
thing.”

But Wehner said the study was faulty.

*“To get scientifically valid data, there
are very strict rules and requirements on
how and when you can apply meta-
analysis, and virtually all of them were
violated in the EPA analysis.” he said.

‘Confidence Intervals’

The |1 studies together actually
reflected 10 studies that showed no
statistically significant increases in can-
cer and only one that did. When the
EPA says that the weight of 11 studies
showed harm from passive smoking, it
really meant on¢ positive combined with
10 neutrals.

Mote important than the use of the
meta-analysis. say critics, is the EPA’s
use, also for the first time, of a less
rigorous statistical analysis.

Epidemiologists — those who study
disease and accident patterns to estab-
lish why they occur — caleunlate “confi-
dence intervals™ to express the
likelihood that 2 result could bave
happened strictly by chanoe.
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Until the passive smoking report. the
EPA has always used 2 95% confidence
interval, as have most researchers doing
epidemniological studies. Indeed, all of
the individual ETS studies were pub-
lished with 95% confidence intervals.

Yet. in its averaging of those ETS
studies. the EPA decided to go with &

%%e conlidence interval,

“That doubles the chance of being
wrong.” cxplained Jsmes Enstrom, a
professor of epidemiology at the Uni-
versity of California, Los Angeles.

Reilly said simply: “With respect to
the confidence interval, we have here a
90% confidence level. And that was, in

fact, what was recommended to us by
the scientific community as appropriate
to this data.” Repeated cails to the EPA
to find out who in the scientific commu-
nity had done to went unsnswered.

‘Hairsplitting’ Factor

_ Glantz said the criticism of the change
in the confidence level is a kind of
hairsplitting that only professors care
about.”

Many epidemiologists, however, dis-
agree.

“In most cases, a scientist would
uever do this sort of thing," Enstrom
said. “It’s surprising that they would try
to get away with it,”

The bottom line is that such “hairs.
plitting” allowed the EPA to come to a
totally different conclusion than it
would have using _______
its normal method.

It could now de~-
clare that the re-
sults of the
American studies,
when lumped to-
gether, were *sta-
tistically
significant,” a term
of great impor-
mlwe to the medi-
cal community. At sy
a 95% confidence Nillam Relity
interval, the result would not have been
staumalli‘signiﬁant and the EPA
could not have labeled passive smoking
atype A carcinogen. .

_Ounly one major newspaper or tele-
vision news show covering the EPA
announcement reade any reference to
this sudden change of p@éy
_ Critics say this statistical maneuver-
ing amounts to little other than moving
the goal posts to ensure that a football
that landed on the two-yard line would
count 23 a touchdown.

“They’re using it 30 they can get 2n
cifect,” Eostrom seid. “They're going ail
ot o gt something can calt
significant.™ - they

Glants scapontis, “Thieie is nething
magical about (&c 95%). 1 know.that

ionsill s wikiely woed, bt theseis

government changing the rules all the
uime,” said Michael Gough, program
manager for biological applications for
the congressional Office of Technology

NETESS

reporting change, using what is knowa
as a “onc-tailed” analysis as opposed to
a twe-tailed one, compensates for lower-
ing the statistical confidence.

In fact, it actually reduces the confi-
dence level cven further, providing a
greater chance of labeling something
carcinogenic when it isn’t.

Said Joel Hay, 2 health economist at
the University of Southern California
who teaches statistics, **In essence, that's
more like going to an 85%" level, which
would zriple the chance of a mistake due
to chance.

“If they've done both, then they're
obviously reaching for results,” he said.

The tobacco industry charged that the
EPA left out of its analysis a recent
major study, released in the November
American Journal of Public Health,
which, if combined with the other 11
American studies, would have resulted
in no statistically significant findings
even using the moved goalposts.

Reilly responded to the charge by
saying that the EPA report was too far
along to include these latest findings.

But, “When one new study can throw
it from nonsignificant to significant and
another can throw it back again. you're
not demonstrating a clear trend.” said

Alan Gross, a professor of biostatistics
at the Medical University of South
Carolina in Charleston.

Enstrom notes that substances pre-
viously labeled carcinogens normally
have been found to have a much greater
difference between levels of cancer in
those exposed and in those not ¢xposed.

With lung cancer caused by direct or

active cigaretts smoking, for example,
these may be 1,000 cancers compared to
100 for nonsmokers, as compered to the
119 per passive smoker the EPA found
per 100 for nonsmokers.

Enstrom said, “Fer a heavy smoker
exposed to asbestos, you can get up in
the range of a relative risk of 2 hundred

PAage 2o} L

Inexact Science

Oume probiem with slicing the data so
thinly 23 the EPA pessive smoke study
does is that epidensiology is not an exact
sciemce. A single variable unaccounted
for can destroy a whole study.

According to Gary Huber, a doctor
with the University of Texas Health
Center in Tyler, At least 20 confound-
ing factors have been idemtified as
important to the developmeat of lung
camcer. These include autition and
dietafy prevention, exposure to occups-
tional carcinogens, exposure to various
air pollution contaminants, genetic pre-
dispostion and family prevalence,”
among other factors.

“You're going le see huge lifestyle
differences between (families with smok-
ers and families with no smokers)
genernally,” said Gross.

One of the 19 non-U.8. epidemioclogi-
cal studies that the EPA did not put into
its data base, conducted by American
and Chinese researchers in China.actu-
ally found a statisticaily significant

decrease in risk.

“When you change just one of the
assumptions EPA made.” said Wehner,
**Just ONC parameler. You ¢an prove ETS
saves lives -~ and, of course. that’s just
nonsense. But it demonstrates how
easily results can vary when assump-
tions are changed only stightly.”

EPA Watch's Cohen and other EPA
critics think that the passive smoking
report 1S just the fatest in a litany of EPA
abuses of science to achicve political
ends — most prominently that of
ealarging its own authority, especially to
gain morc control over ndoor air

regulation.

Cohen notes that while the EPA has
aunbuted 5.000 lung cancer deaths a
vear to radioactive radon gas sccping up
‘rom the earth into houses, the epide-
miological studics on household radon
tend to show that houses with higher
levels of the gas have lower ievels of lung
cancer.

Outside EPA Repost’s Warning

“The science of which EPA avails
yself is that which happens to fit the
political agenda of the moment.” Coben
said. “Epidemiology didn’t support its
pasttion on radon. so they ignored it.”

Cohen notes that an outside report
commissioned by the EPA relcased last
yoar found that there was 2 wide
pereeption that the ageacy's science was
“adjusted to fit policy.” He says that
clearly, the EPA did not heed the
TCpOFt's WATRIngG.

"The EPA was not unsware of the
fact that the tobacco industry i aa
sxtremely appesling target with few
alties in the public avens.” Cohen smd.

~Fusther, the tobseco industry has
cn'ed\mlfsemgwnmthg‘udmmz
have any credibility amymere.”

Bt Enstrom says that
cosreet™ Scicnee am't acicmee at alk. and
that vegavdlcss of kow omc ficcls about
snoking and pusrc amocking. the
FPA's tack is simply weong.

=1 dom't chink it bodes well for the
fickd.” Eascoosn md. it's going o mekc
W havd 5 disvimguish 2 cel (probiem)
fram 2 -q;-nd MRS RNEE TN
cal manipuletion.™
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Hillary Polluted

(4 S Toolish consistency i~ the
hobgoblin ot little munds.”
Ralph Waldo Emerson
observed. and it certamnly has brought
gnef to the reformiast couple now resident
at 1600 Pennsylvama Avenue.

Just the other day Hillary Rodham
Clinton (known as just Hillary Clinton
on the campaign trail) promised 1o 1ntro-
duce urganic foods into the White House
and to ban tobacco trom the premises,
saying that netther she nor President
Clinton smokes. Alas. the little minds of
the Washington press corps produced
recent pictures of Mr. Clinton majesucal-
iy chomping down on a cigar ol
Churchillian immensity. Apparentiy he
resorted o the dratted stogie repeatedly
on his campaign plane. And so. to banish

ple may live forever. If she responds as
scrupuiously to other environmental
advocacy groups as she has responded to
the advocates of organic tfoods and the
upponents of tobacco, the smokeless,
applieless White House—free of pest-
cides. radon and noxious electromagnetic
fields—can be rcnamed the Creen
House.

I have no doubt that tobacco is not a
health food. But does not dignity and
freedom require that we allow adults to
Jecide for themselves what substances
they will consume so long as those sub-
stances do not threaten public health or
~afety? Right now there arc tar greater
nisks circulaung among us thun tobacco.
Consider AIDS. which is not just danger-
wus: 1t is lethal. Or consider the new

strains of tuberculosis wow spreading
through urban centers. They are corta-
gious, car be spread by a mese congh,
and assuredly can kill.

But we are told that tobacco smoke
spread through the air by smokers who
do not practice our youthful president’s
“safe smoking” is dangerous. The
Envivonmental Protection Agency has
produced a report arguing that a smok-
er’s second-hand smoke increases the
risk of lung cancer 1n nonsmokers and
contributes to approximately 3,000
deaths annually. In truth, this report is
another example of the EPA shaping sci-
entific findings to supportt its own pre-
conceived policies. The report, with all
its shoddy science, will undoubtedly
upen the way tor new health-based gov-
ernment regulations. Remarks Bonner
Cohen of EPA Warch in Chantilly,
Virginia. “1It’s now open season on what-
ever contaminant the EPA chooses to
label the killer contaminant of the week.”

To establish second-hand smoke as a
killer of 3,000 hypothetical Americans,
the EPA had to ignore the antithetical
findings of a study sponsored by the
National Cancer Institute. William
Reilly. head of EPA. claimed his repont
was too far along to take into account
those findings. but had he his report
would not have been able to claim sec-
ond-hand smoke as a carcinogen.
Furthermore, the EPA report—in an
unprecedented change in its statistical
method—Ilowered the scientitic threshoid
for declaring something a human car-
<INOgen.

This politicization of science 15

Emerson’s hobgoblins. the White
House rushed out deputy press sec-
retary Lorraine Voles to explain:
“He never smokes it—he kind of
chews 1. Leave 1t to our youthful
president to devise “safe smoking.”
Yet if Mrs. Clinton stands by her
edict on organic foods and tobacco,
consistency will as a consequence of |
dubious government findings lead to
the banning of apples, cellular tele-
phones. computers, hol showers.
chlorinated water. The White House
will be a truly restful place. Today
the hfe expectancy of the average |
Amenican living outside the White
Housc in regions uapatrolied by
Mrs. Clinton is. accovdiag 1o the
National Center for Health
Statistacs. grestes than cver before.
ia Mrs. Cliaton’s White House, peo-

going to keep Mrs. Clinton busy.
Now that the EPA has lowered the
standard of risk, not only can sec-
ond-hand smoke be classified as a
cancer nisk but so can ordinary tap
water, whose risk factor is twice
that of sccond-hand smeke. The
clectromagnetic fields that emit
from everyday consumer appliances
such as electric blankets, hair dry-
ers. computers. and celinlar tele-
phones make them up 1o four times
as dangerous 33 second-haad
smoke. And then there are all those
fruits and vegetables seething with
chemicals. Obviously, it is enly a
matter of time before the Clintoas
shast off the White House's electric-
ity 2ad sewle down o growwng their
own greeas.

?&36 4
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| embark on a politically cor-

rect crusade against a py

whrmm@hembawhﬁmr%
the crusade is succesaful, the likely
result would be & ben on simoking in
restaurants and the workplace

Bt is a crusade I well understand.
As a nonsmoker who intensely dis-
likes the smell of other peoples
fumes, and as the father of a new-
born daughter, I have strong per
sonal objections to having my family
subjected to secondary smoke. Yet,
ironically, I cannet in good con-
science condoné EPAS crusade.

The Science Advisory Beard
(SAB)at EPA has recommended that
EPA Administrator William Reifly
list secondary smeke, bureaucrat-
ically known as environmental to-
bacco smoke (ETS), as a Class "A”
carcinogen. The board based its rec-
ommendation on a yearlong review
of the EPA data on the subject. Un-
fortunately, the board’s recommen-
dation was not based on standard
scientific methods, Instead, it was
based on methods specifically de-
vised by EPA to yield the desired
resuit: that secondary smoke causes
cancer.

The study on ETS has ramifica-
tions beyond the smoking contro-
versy. Why? Because this is the first
major risk-assessment study con-
ducted by EPA since the agency is-
sued guidelines earlier this year —
and already the EPA is ignoring its
own guidelines.

This sets the wrong precedent.
And the likely result already can be
predicted: Other products similarly
will be tarred as “carcinogens"
using the same politically correct
procedures.

For instance, EPA is now looking
into the carcinogenic effects of tak-
ing showers. The alleged culprit is
the small amount of gas released
from volatile organic compounds in
shower water. Obviously, most peo-
ple would be concerned, if not horri-
fied, at the prospect of EPA reg-
ufating their showers. Yet the
methods used for the secondary-
smoke assessment will partly deter-
mine the likelihood of such a pos-
sil

There are many basic preblems
with the Science Advisery Board's
“science.” The first probiem is that

Jahusmmnisanmmﬂz
tal and energy policy analyst at
Heritage Foundation.

Smoking under the

= o

/

the EPA used & 90 percent confi-
dence “interval” (which is a mea-
sure of scientific certainty) in its
statistical analyses, Yet the standard
confidence interval used by practi-
cally all scientists — including EPA
scientists — is 95 percent, While
lower confidence intervals theoreti-
cally can be used, answers derived
from these lower confidence inter-
vals are much less reliable. Conse-
quently, scientists don't tend to use
them.

The second problem is that the
conclusions of the scientific advi-
sory board may have been derived
from incorrectly combining numer-
ous dissimilar studies. In scientific
inquiry, large studies are not always
available, o provide researchers
with accurate, reliable data upon
which to form their conclusions. In
such cases, scientists semectimes
combine the statistical information
from smaller studies 1o form 2 more
cess is known as meta-analysis.
Hewever, is is not an ap-
propriate analytical wol unless the
smaller studies are all similarly
structured.

Yot in the EYS assessment, the

about the underlying studies used in
the meta-analysis. There wasno way,
therefore, for independent re-.
searchers to verify whether the
smaller studies were similarly
structured.

Other problems with the EPA
secondary-smoke assessment in-
clude: (1) overreliance on exposure
data drawn from people's recollec-
tion of their exposure ta other peo-
ple's smoke over many decadas, (2)
bias in the data, due to a failure to
properly account for dietary factors
that affect cancer rates.

In addition, the EPA “study” al-
ready has been overtaken by events
that suggest the board's conclusions
should be evaluated. Within
weeks of the Science Advisory
Board's report, the National Cancer
Institute (NCI) published the resuits
of the largest study ever on secon-
dary smoke. The study of 432 elderly
female nonsmokers, which avaids
most of the flaws in the EPA assess-
ment, found little or no evidence o
support the theory that secondary
smaoke causes cancer,

Specificalty, the NCI study found
“no increaged risk of lung camcer
was associated with childhoad
pacsive-smoke exposare” amd no

link between cancer and exposureof
a spouse to secondary smoke for less
than 40 pack years lone pack perday
for 40 years or two packs for 20
years). The study did find a statist1.
cally insignificant increase in can-
cer risk for spouses exposed for
more than 40 pack years.

Obviously, if EPA declares secon-
dary smoke a Class “A” carcinogen.
the contentious debate over this is-
sue will tilt in favor of anti-smokers
Thus, it is important whether EPAs
science advisory board based its
recommendation on sound scieqc_e
— or whether 1t was acting politi-
cally.

More important than the smok.
ing issue, however, is the dangerous
precedent being set. If gevernment
scientific findings do not adhere 1«
traditionatl and rigorous scienufic
methods, then they will represen:
nothing more than the political lean
ings of those wielding a malleabl
wol.

If science is to be credible anc
valuable 1o the public-policy pru
cess, it must pass the test of critica.
scrutiny, whether we like the an
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NATIONAL ISSUE

]

IS EPA BLOWING

IS OWN SMOKE?

Hew Much Science Is Behind Its Tobacco Finding?

By Michael Fumento
in Los Angeles

“Taken together. the total
weight of evidence is conclusive
that cnvironmental tobacco
smoke increascs the risk of lung
cancer in nonsmokers.”

So dectared Environmental Protec-
tion Agency Administrator William
Reilly at a news conference eatlier this
month. announcing the impending re-
lease of an EPA report attributing
approximately 3.000 deaths a vear to
passive smoking, or environmental
tobacco smoke.

Yet many in the scientific and medt-
cal commumity sav the data the EPA
cites does not bear out its conclusion.

While virtuaiiv ail scienusts agree
that smoking 1s unheaithiul — both lor
smokers and those around them — it's
the degree 10 which smoking 1s un-
healthful, and the way the government
musters its scienulic case. that raises
questions,

Some scienusts und policy anaiysts
who say they couldn't care less about
tobacco company protits or even the
nights of smokers are woirving aloud
that the EPA report 1s paving the way
for justifying new health-based govern-
ment regulations and programs without
4ny real science behind them.

Said Bonner Cohen. edtior of EPA
Watch based 1in Channlly. Va.. “It's
now open season on whatever contami-
nant the EPA chooses to label the kitier
contaminant of the week, with the effact
that once again. Americans are gomg (o
be stampeded into fearing a substance
for reasons which upon close mspection
are scientifically indefensible.

Yale University epidemiolagist Alvan
Feinstein, writing in the Journal Toxico-
logical Pathology. said he recentjy
heard a prominent leader in epidemio-
logy admit of the EPAs work on
passive smokng: “Yes, it's routen scie
ence. but it's 1n a worthy cause. It will
help us 10 get rid of cigarettes and to
become a smoke-free sociery.””

Another enuic. Alfred P, Wehner.
prestident of Biomedical and Environ.
mental Consultanis Inc.. 1n Richland.
Wash.. said: 1 did work for the EPA in
the past and thought of them rca-
sonabﬁ_vl well. but when 1 saw thas
report. | was really embarrassed. it was
a bad document.”

Smoking Gun? s

Relativa risk of lung cancer
00 -
Genera! i
poputation
White male ]
SmoKers -

White fsmale
smokers

Colorado miners
exposed to
fadon gas

119
Passive ]
Stmokers

Sources: EPA, Nsbona Resasrch Council, !
Amencan Cancer Socimty }

One thing both sides agree on 1s that
the direct policy ramifications of the
EPA report could be tremendous.

“You can bet your next pavcheck
that OSHA (the Occupational Safety
and Health Administration} will ban all
smoking in the workplace.” said John
Shanahan. the environmentai policy
analyst at the Heritage Foundation.

Although. 1n unveiling the report.
Reilly expressty relerred to cancer n
children and in the workplace. the
statsucal analysis in the EPA report
actuaily ignored the studies that iooked
for such links.

Rather, the EPA survey is based on
Il American studies of spouses of
smokers. The report discussed. but did
not put into its staustical analysis. the
results ol 19 other studies done outside
the U.S.

In its analysis of those |1 studies. the
EPA found that there was a “statist-
cally significant™ difference in the num-
ber of lung cancers suffered by non-
smoking spouses of smokers, equal to
119 such cancers in nonsmoking spouses
of smokers compared to 100 lung
cancers in nonsmoking spouses of non-

This finding of statistical significance
allowed it 1o rank passive smoking as a
Class A carcinogen. the highest risk

Statistical significance, while sound-
ing like arcanc academic taik. is acoualiy
quite imporiast. 1 is used to account for
the possibility that something happenad

— in this case the 19 additional lung
cancers —— by chance.

But critics say that. using its own
previeus statistical standards, the EPA
report shows no such significance.

“Frankly, I was embarrassed as a
scientist with what they came up with.
The mait problem was the statistical
handling of . the data,” said Wehner.
who headed a panel of scientists and
doctors that analyzed the draft version
of the EPA report for the tobacco

industry
‘Meta-Analysis’

One aspect of this problem, say
critics, involves the combination of the
11 studies into one big group — what
the EPA called a “‘meta-analysis.”

The EPA has never before done this.
Critics say such combinations may be
valid. but if the studies weren’t done in
the same way, the results will be like
comparing apples and oranges and
pears.

Not evervone agrees.

**Meta-analysis is totaily fair.” said
Stanton Glantz of the Institute of
Health Policy Studies at the University
of California. San Francisco. *I teview
reports like that for the State of Califor-
nia, and the work the EPA did is
absolutely first rate, one of the best
pieces of science 1've seen about any-
thing.”

But Wehner said the study was fauity.

“To get scientifically valid data. there
are very strict rules and requirements on
how and when you can apply meta.
analysis, and virtually all of them were
violated in the EPA analysis.” he said.

*‘Confidence Intervais’

The 1l swdies together actyally
reflected 10 studies that showed no
staustically significant increases in can-

cer and only one that did. When the

EPA says that the weight of 11 studies
showed harm frem passive smoking, 1t
really meant one positive combined with
10 neutrals.

More important than the use of the
meta-analysis, say critics, is the EPA"s
use. also for the first time. of a less
rigorous s1atistical analysis.

Epidemiologists — those who study
discase and accident patterns to estab-
lish why they occur — caleulate “coafi-

®  mtervals”  to  express the
likelihood that a result couid have
happened strictly by chance,

F/)S,Se_ /OLL
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Until the passive smokiag ropost. the
EPA has always used 2 95% comfidence
inserval. as have most resesrchers doing
cpidemniological stwudies. indecd, afl of
the ndividual ETS studics were pub-
lished with 95% confidence intervals.

Yet. in its averaging of those ETS
studies. the EPA decided to go with a

% conlidence interval.

“That doubles the chance of being
wrong,” explained James Emstrom, a
professor of epidemiology at the Uni-
vessity of Catifornia, Los Angeles.

Reilly said simply: “With respect to
the confidence interval, we have here a
90% confidence level. And that was, in

fact. what was recommended to us by
the scientific community as appropriate
1o this data.” Repeated calls to the EPA
to find out who in the scientific commu.
nity had done so went unanswered.
‘Hairsplitting’ Factor

_ Glantz said the criticism of the change
in the confidence level is a kind of
“haitsplitting that only professors care
about.”

Many epidemiologists, however, dis-
agree,

“In most cases, a scientist would
never do this sort of thing,” Enstrom
said. “It’s surprising that they would try
to get away with it.”

The bottom line is that such “hairs-
plitting” allowed the EPA to come to a
totally different conclusion than it
would have using
its normal method. ‘

It could now de-
clarc that the re-
sults of the
American studies,
when lumped to-
gether, were “sta-
tistically
significant,” a term
of great impor- g
tance to the medi- 4
cal community, Ay
a 95% confidence  WiNewR
interval, the result would ot have been
statistically significant and the EPA
could not have labeled passive smoking
a type A carcinogen. .

Only one major newspaper or tele-

vision news show covering the EPA
announcement made any reference to
this sudden ehange of policy.
. Critics say this statistics} manenver.
mg amouats to little other than moving
the goal posts to ensure that a footbeil
that fanded on the two-yard line would
count as a touchdown.

“They're using it so they can get an
cffect,” said. “They’re going all

Tonibn tometting they can ca

change the leagth in the middle of a

“You canmot ron science with the
government changing the rules all the
time,” said Michael Gough, program
manager for biological applications for
the congressional Office of Technology
Assessmicat.

‘One-Tailed’ Anafysis

Glamz said that another statistical
as a “onc-tailed” analysis as opposed to
a two-tailed one, compensates for lower-
ing the statistical confidence.

In fact, it actually reduces the confi-
dertoe level even further, providing a
greater chance of labeling something
carcinogenic when it isn’t,

Said Joel Hay, a health economist at
the Unjversity of Southern California
who teaches statistics, “In essence, that's
more like going to an 85%" level, which
would triple the chance of a mistake due
to chance.

“If they've done both, then they’re
obviously reaching for resuits,” he said.

The tobacco industry charged that the
EPA left out of its analysis a recent
major study, rcleased in the November
American Journal of Public Heaith,
which, if combined with the other 11
American studies, would have resuited
in no statistically significant findings
even using the moved goalposts.

Reilly responded to the charge by
saying that the EPA report was too far
along to include these Iatest findings.

But, “*When one new study can throw
it from nonsignificant to significant and
another can throw it back again, you're
not demonstrating a clear trend,” said

Alan Gross, & professor of biostatistics
at the Medical University of South
Carolina in Charleston.

Enstrom notes that substances pre-
viously labeled carcinogens normally
have been found to have 2 much greater
difference levels of cameer in
those exposed and in those not exposed.

With lung cancer caused by direct or
active cigarette smoking, for example,
there may be 1,000 cancers to
100 for nonsmokers, as compared to the
119 per passive smoker the EPA found
per 100for noasmokers.

Enstrom said, “For a heavy smoker
exposed to asbestos, you can get up in
the range of & relative risk of & hundred
or more,” mesning that for every 100

FPAge 2-of 2

Inexact Science

One probiem with slicing the data so
thinly as the EPA passive smoke seudy
does iz that epidenad is mot am exact
science. A single variable unaccounted
for can destroy a whole study.

According to Gary Huber, a dector
with the University of Texas Health
Center in Tyler, “At Jeast 20 confound-
ing factors have been idemified as
importtant to the development of tung
career. These include notrition and
dietary prevention, exposuse to occupa-
tional carcinogens, to various
air pollution contaminants, genetic pre-
dispostion and family prevalence,”
among other factors.

“You're going to see huge lifestyle
differences between (families with smok-
ers’ and families with no smokers)
generally,” said Gross.

One of the 19 non-U.8. epidemiologi-
cal studies that the EPA did not put into
its data base, conducted by American
and Chinese in China actu-
ally found a statistically significant

lecrease in risk.

“When you change just one of the
assumptions EPA made.” said Wehner.
“'just one parameler. you can prove ETS
suves lives — and. of course. that’s just
nonsease. But it demonsirates how
casily results can vary wben"nuump-
tions are changed only slightly.

EPA Watch's Cohen and other EPA
cntics think that the passive smoking
report1s just the latestin a litany of EPA
abuses of science to achieve political
ends — most prominently that of
enlarping its own authority, especiaily to
gain more control over indoor ar
reguiation.

Cohen notes that while the EPA has
attnbuted 5.000 lung cancer deaths a
vear 10 radioactive radon gas sceping up
{rom the earth into houses. the eprde-
miological studics on household radon
tend to show that houses with higher
levels of the gas have Jower levels of lung
caneer. .

Qutuide EPA Report's Wamnisg

“The science of which EPA avails
itself is that which happens to fit the
political agenda of the moment, Cohen
said. “Epidemiology dida't support its
position on radon. 30 they ignored it.

Cohen notes thal an outside report
commissioned by the EPA reicased last
yoar tmmdm’w‘g‘ there was 3 uﬁ:
perception that the agency’s sccnce
“adjusted to fit policy.” He says that
clearly, the EPA did not heed the
FEpOrt's warning.

“The EPA was not ynswarc of the
fact that the tobecco industsy u an
y appcaling targer with few
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