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Jear 2Jr. Loehr:

Monsante has learned of the EPA's receipt of highly inflammatory
and inaccurate informatien partaining to epidemiology studies
nvolving Monsanto's Nitro, West Virginia plant. The materials

);rwarded to your office are contained within a legal brief
submitted by the plaintiffs' attorney in the appeal of a lawsuit
filed against Monsante and includes allegations that published
study data and results were falsified by the University of
Cincinnati's Kettering Institute and by Monsanto in a purported
effort to mislead the scientific world and public ragarding the
Toxic effects of dioxin. These accusations were first issued
/ears ago by the same lawyer in the same lawsuit and are utterly
untrue and contrary to the record in-that case.

Considering the genesis of these accusations it is recommended
that they be examined critically, especially in light of the
EPA's previous exparience with this source during the Kemner
trial at which sewaral government witnesses (including

Dr. Kloepfaer cf ERK and Dr. Kimbrough of CDC) testified. The
Kemner trial at which these charges arose involved the claim that
Sturgeon, Missouri was unsafe due to dioxin ceontamination and
that its residents (plaintiffs in the suit) had been injured by
the teaspoon of TCDD containad in the 19,000 gallons of
orthochlorophenol crude spilled during a 1979 train derailment.
These health claims weare contrary to the conclusions rsached by
the EPA, the Canter for Disease Control and the jury. Given the
strident nature of the inaccurate and misleading representations
contained in the materials in circulation within the Agency,
M~~santo beliaves it is important that the racord should be kept
¢ 2aight on the subject.
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The cantral focus of the materials submitted to the SAB relata to
she claim of "newly ravaealed fraud" in epidemioclogical studies
relied on by the EPA, an allegation which in turn is premised
Jpen a purportad statistical "re-analysis" created by plaintiffs’
counsel in the Kempner trial. Both the statistical "ra-analysis*
and the resultant assertions of fraud waere wholly the product of
the plaintiffs' lawyer, not any expaert or trial withess. The
ittorney's "re-analysis" was not paeer-reviewed and was simply
constructad by the plaintiffs' lawyer in the trial as purportedly
representing a valid substituta for the peer-raviaewved studiaes
which it attacked. The allagations within the lagal brief which
conclude that fraud was committed by Monsanto and that the actual.
oublished studies containaed misleading data stam from the ‘
courtroom advocacy of plaintiffs' counsel, which was predicated -
on the use of manipulative and epidemioclogically unsound
statistical practices--not sound science.

The specific allegations forwarded to the SAB in tha materials
ire easily rebutted by the record in the case. At trial, the
slaintiffs' lawyer attempted toc manipulate the statistical data
underlying the two mertality studies performed on the Nitro plant
. population. The Zack/Suskind study was peer-rsviewed and
published in the Journal of Occupational Medicine in 1980. It
was a mortality analysis of the Nitro plant population acutely
exposaed to the potentially high levels of dioxin prasent in thea
1949 runaway reaction at the facility. The second study,
rafarenced by plaintiffs' counsel was a Proportionata Mortality
latio (PMR) study authored by Zack and Gaffey which was performed
at the same plant but reviewed a cohort comprised of employees
with long-tarm occupaticnal exposure to low levels of dioxin from
.the production process. Accordingly, while thera was potential
overlap in the two cohorts, the studies focused on potantially
different employees, laevels of dioxin, and aexposure periocds. The
studies wers compiled indapendent of each other. At trial the -
plaintiffs sought to disputa tha conclusions of tha studies by
resorting to the epidemioclogically unsound practice of-
retrospectively rearranging the study cohorts te achiaeve a

desired. result.

During the trial the plaintiffs’' lawyer combined the nine cancer
deaths from the chronic exposura study performed by Zack and
Gaffey with the other nine cancer deaths in the exposed cochort
within the acute study compiled and published by Zack and
Suskind. The selective construction of a new cchort of 18
.cancar deaths was then comparad by the lawyer with only the
criginal 49 non-cancar deaths in the long-term exposure study by
Zack/Gaffay. This statistical reshuffling was argued at trial by .
plaintiffs' lawyer as revealing for the first time an excess in
cancer deaths which Monsanto had prsviously concsaled, charges
now transmittad to the EPA. Importantly, howvaver, the merging of
the cohorts by the plaintiffs' lavyer omitted the 23 non-cancer
aths in the Zack/Suskind study which wera essential to any
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combined comparison of the two studies. This fatal statistical
omissiocn in the "re-analysis* by plaintiffs' counsel was not
disclosed at trial until Monsanto was able to offer the
clarification tastimony of its Medical Director, Dr. George
Roush, and called the Kettaring Instituta's Dirsctor, Dr. Raymond
Suskind, to testify ragarding his work. Counsel for plaintiffs
naver called Drs. Cack or Gaffey as witnesses regarding their
study. If the plaintiffs' lawyer had included tha 23 non-cancar
daaths selectively omittad in his "re-analysis®, a death rita of
18 cancar deaths ocut of 90 total desaths would have resultad and
no excess cancsr death rata would axist. (See the enclased
diagram depicting salective cmisszion in plaintiffs' counsals "re-
analysis® and the actual rasult.)

Centrary to the untrue accusations contained in the plaintifes!
appellate brief, it is clear that Dr. Roush did not suggest that
any of the mortality studies at the Nitro plant were fraudulent
or scientifically inaccurate. Enclosed with this corraspondenca
is a copy of a pertinent portion of Dr. Roush's tastimony
establishing the points ocutlined above. Similarly, Dr. Suskind
testified at the trial regarding the accuracy of the studias and
that theres was absclutely no effortc to "conceal” evidanca of
health effects. A written offer of proocf, signed by Dr. Suskind,
is enclosed with this correspondenca and diractly rebuts the
accusations contained in the plaintiffs'. brief.

Uxamination of Dr. Suskind's writtan offer of proof by any
cientist familiar with the literature regarding dioxin would
make it apparant that there was a constant and broad aeffort by
the plaintiffs’ lawyer to mischaractarize ressults of peer-
. reviewed scientific studies published by a wids variety of
authors, inecluding Dr. Kimbrough. Of particular importance is
the portion of the coffaer of proof commancing at page 22 which
provides the background and the data pertinent to rebut the
accusation that the case shoved that Dr. Suskind was "alleged to
. hava falsely statad that workers' nervous systsaa and liver
problems had disappearsd by 1953%. At trial, Dr. Suskind
testified that tha AMA's conclusions that csrtain dioxin-relatad
health affects cleared with time was based upon his experience in
examining certaiféifitro plant employees in 1949 and then
following their Hth over multi-year periocd. The offer of
proof commanc ‘page 22 explains the accuracy of
Dr. Suskind'’s ications on that point. The patently false
accusation by plaintiffs' cocunsel that Dr. sSuskind sought to
concaal another physician's findings of psychoneurosis in exposed
workers from the West Virginia Workman's Compensation Commission
is also covered in the writtan tastimony of Dr. Suskind
commencing at page S0. Repeatadly at the trial Dr. Suskind.
testified that the Commission knaw and was told of specific facts
ragarding the finding of "psychoneurcsis® by another physician
but that the Commission rejectad the suggestion that it vas
* lated to the 1949 autoclave incident. The court racord
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established that DOr. 3Suskind had appeared before theae wOrkmen s

{ “Compensation Commission 20 years earlier and had parsonal

knowledge of thaese facts.

In short, the accusations by the plaintiffs' brief, which have
been transmitted within the EPA, are untrue, contrary to history
and the record at trial. Any critical reviewer of the
plaintiffs' legal brief should conclude that the allegations of
fraud are net credible. Indeed, the allegation that the
University of Cincinnati falsified health studies regarding the
mortality of Nitro workers is belied by the fact that the
conclusion it reached in its peer-reviewad morbidity study on
that pepulaticn--that no long-term health effects other then

. chloracne appeared to be present--was shared by another totally
independent study conducted at the same tima on the same employee

population by Or. Irving Selikoff of Mt. Sinai School of
Medicine, who was employed by the union te conduct that study.

It is hoped that the EPA will correct any misapprehension within
the Agency caused by the receipt of the plaintiffs' appellate
brief. Please advise i1f you have any questions or require any
further information. We are veary disturbed by the false chargas
being made against Monsanto and Dr. Suskind and will, of courss,

fully cooperate with you in setting the record straight.

Sincerely,

i H. Lo 7</

Vica President ,
Envirenmental Policy Staff
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Director, Sciance Advisory Board
Office of the Administrator
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Director, Human Health Assessnent Group
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