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Robert C. Barnard, Esg.

Cleary, Gottlieb, Steen & Hamilton
1250 Connecticut Avenue, N.W,
Washington, D.C. 20036

Dear Bob:

In response to your memorandum of July 22, 1982 on Dick Wilson's
risk decision model based on LDgp values, I offer the following
comments.

1. When one uses NCI data for justification, it must be kept
in mind that the selection of chemicals by NCI was based
on prior high level of suspicion of carcinogenicity and
that "toxic" chemicals fregquently are hapatotoxic in
rodents which are thus prone to late hepatocellular
circinoma. The high (?) correlations (lower 95% C.L. of
r* for the Osborne-Mandel rat = ca, - 0.75; lower 95% C.L.
of r“ for Fischer 344 rat = ca. - 0.ll; lower 95% C.L. r
for BSEC3Fl mouse = ca. — 0.58) may largely reflect the well-
known susceptibility of rodents to hepatotoxins, Thus the
independent variable may be the Eotency and the dependent
variable is the LDS0 in this analysis.

2. It seems to me that a mutagenicity battery, including some
dose-reaponse data on mammalian cells is not much more
costly than a well-done accurate LDgg, and the correlation
with CA. potency is likely to be better than using LDg5 <data,

3. The guestion of thresholds at low dose is prejudged by
seleacting a risk model which reduces to linear through
zero at low dose. If systemic toxicity ls correlated
with CA, potency, then the correlation should persist
using LDg_ g or LDy, g data, T doubt if such is the case.

A

4, The theoretical biclogical basis of the correlation is weak
and I need not expand on this point except that it is not
surprising a priori that highly toxic chemicals may be
more potent carcinogens than relatively inocuous cnes
inasmuch as such properties as reaction kinetics, partition
coefficients, detoxication mechanisms and bodily distribution
are common factors in any biclogical model of systemic
toxicity or carcinogenicity.
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5. I suspect that if one made an econemic analysis of
the cost of proceeding a la Wilson vs. proceeding on
the basis of a scientific panel consensus, it would be
shown that more useful positive and negatjve carcinagen-
icity data would ensue via the process of peer sacientific
judgenment.

€. It would be interesting to have Perry Gehring's analysis of
Wilson's ideas.

Beb, if the eminence of the authors is going te be important in
! the future use of this LDsg approach, I suggest that some good

i biostatisticians look the paper over for 1) built-in biases,

2) correlations using other than NCI bioassays 3) correlations

invelving target organs other than the rodent liver 4) potency

adjusted for time-to-tumor.

In short, I den't like the jdea of substituting computers for
either common sense or scientific evaluation of all the evidence,
I smell a rat.

BRest regards,

Kelvin H. Ferber
KHF:dt

cc: D. Hughes
A. J. tenBraak (BCC)
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MEMORANDUM  “¥'4 o T Q £ bject OSHA ~ Emergency Temporary Standard

H W S - for Exposurs to Vinyl Chloride
Tb Distfibution
: {Location, Organizatian, of Deparimant)
From He W. Smith TEW Sq{eg:‘tnxlertmm, Penna, *
> — ‘ {L.o¢dioA, Organization, or Department)
R.Flemin .
cel Blades @ F m‘ R. Mc Millan
H Smith 'r Carey J. Cost
J. Novak R. Fleming R. Mc Ginnis
H. Watson ' M, Spurlock C. Worman B -
. i .
Aop "~ e
. ‘? "? 9 aa‘:;é-'
Attached 15 a copy of the Federal Emergency Temporary Standard for : {Qér >
Exposure to Vinyl Chloride as issued in the April 5, 1974, edition of * ﬁhy
the Federal Register. 7

‘Please veview this document and provide for its immediate application
. 4n all vinyl chloride processing areas exclusive of those areas con-

cerned with fabricated producta.» - — . - '
. A/
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Joseph E. Hadley, Jr., Esquire
Keller & Heckman

Suite 1000

1150 17 Street N.W.
Washington, D.C. 20036

Dear Joe:

Enclosed 1s an article from the June 30 issue of the
Houston Chronicle.

Please note the assertions made by Jim Tarr of Toxcon
Engineering Company. The 36 percent of vinyl chloride emissions
in Texas not being controlled is an intriguing figure. I have
no {dea where he came up with this figure and 1 am curious if
anyone on the Manufacturing Technology Committee has an idea.
Furthermore, I would suggest that we attempt to obtain a copy of
the paper Mr. Tarr presented at the Air Pollution Control Asso-
ciatfion Convention. Somecne from aur Committee may want to
reply to the assertions made by Mr. Tarr in a letter to the editor
of the Houston Chronicle.

If you have any questions, please advise.

Cﬁially.
G\iry H. Ba
encliosure
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Friday, June 30, W73

Vinyl chloride regulations called
36% of Texas emissions said free of control under EPA rules

BY CARLOS BYARS
Chrenicie Science Wriker

Federal air poliution regulationa do aot Torr 2aid the amount of viny) chieride
adequately prolect the public frem the  velessed into the air hius been substantjal-
hazards of vinyl chioride, a subslomce be- Y Teduced since 1974 but the poblic stil) is
lleved to cause cancer, twe pollution con- regularly exposed to small smevnts
trol specialists said here. of the malerial.

Jim Tair ‘of Toxcon Engineering Co.,
Houston, said the primary weakness of
he regulations is that they donot place s
ceiling on viny! chloride emissions.

Insiead. the rules Rmi the amount of i
permissitle viny! chloride in exhaust ~ The amount of viny! chloride found In
gases ov liquids snd apply only to certain 1€ air is amail, he xaid. “but # does not
fypes of processes with others mot being  [07low that those concentrations sre
conlrolled. msignificant. - .

This means that people living downwind “Gi
:f-i-meplw:lr?-mum#m that can be.sald is that members of the

angerous maleria ving public who live and work in the vicinity
downwind of a smaller plant, Tarr said. in the vicinity of

Protection Agency regulations, he sald. . e

o, e gl wih e Tox2 el prtcoe 1 Sl engesing
Air ., Wag
ing the paper by Dr. Ranay McMurry. sa #’:WY nf Texas at Auglin, ssid 3
environmentsl henlth specistist with the e study shows substaatlal

v h of radioactivity are released as some conl

air board's Bellaice office. p
‘m'n:smdummm’n: 3 Some ecal ' orankim apd
a beds contaln
Controd Association convention st Albert }
Thomas Convention Center. Y !

In 1974, viny| chlioride was found to be = s
the cause of a rare liver cancer in some
plant workers. It also haa been tentatively
Ehm ta other caacers, birth defects and

dxmage.
chioride, used in the many-
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from ares to area, he s3id. The higher  federal guidelines,
concentrations are in South sed Central %:zdmemu'ﬂullnﬂsm
Texas. baved exposure marrow
Some South Texas ligite plants relensz. | T20im that peogle swaliow in food or

Air Act for controlling sul-

Cooper s3id the San Miguel power - W pome cases, he
ummm&ﬂmhm | e
San Antonio by the Brazos Eleciric Power |
Cooperative. will exceed lederal guide. : 80 that

equipment specified by the |

lines for radiation unless its poliution : mm:m fhe
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