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To: Robert Buehler @|BF Goodrich, Washington,D.C.
George Snider, Jr. @ BF Goodrich, Cleveland

Subject: Critique of |Repace and Lowery's
Paper on Cancers Due to VCM Exposure

John Barr, of Air Prgducts, has reviewed
the Repace and Lowery paper at my request.

I attach copies of his comments and papers
he has provided.

The conclusion is thdat this paper uses
information that is dated, the estimates

are inflated as to cqncer deaths -- in
short, the paper is g biased and erroneous
estimate.

For yourinformation and comments.

Regards.

7&«4}

A Drvisioy of
THE SOCIETY OF THE PLASTICS INDUSTRY. INC
355 LEXINGTON AVENUE ¢ NEW rDRK NY 10017 ¢ (212)573-9400
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Roy T. Gottesman

Executve Director

March 15, 1985

To: Mr. John Barr
@ Air Products and Chemicals

Dear John:

Attached is the Repace and Lowery paper
that I discussed with you on the phone today
along with the critiques by Elizabeth Anderson
and Dr. Sorrel Schwartz of Georgetown Univ.
The source of the <27 cancer deaths due to
vinyl chloride is the 1975 USEPA Proposed
Standard for Vinyl Chloride under NESHAPS.

As discussed, I would greatly appreciate
your review of the attached, your comments
and copies of any publications that discredit
this assessment on cancer deaths due to vinyl
chloride. As you pointed out, this was an
estimate prior to the installation of the
control devices to comply with the OSHA and EPA
standards.

Please return thse papers to me and thanks
for your help.

Roy (Jottesman

A Division of

THE SOCIETY OF THE PLASTICS INDUSTRY, INC.
355 LEXINGTON AVENUE ¢ NEW YORK, N.Y. 10017 e (212) 573-9400
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Dr. Roy T. Gottesman
Director, The Vinyl Institut
355 Lexington Avenue
New York, NY 10017
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Dear Roy:

er by Repace and Lowray on passive smoking for
de as being responsible for 27 deaths per
There is no support for that number.

I have reviewed the papé
its reference to vinyl chlor]
year in the general public.

There is a statement on
estimated risk of passive smg
carcinogenic hazardous air pg
112 of the CAA". This would
in the referenced table are t
heading to the table states,
control, leading to the quesy
known to be inaccurate.

Vinyl chloride is listed

40 FR 59532, proposed VC standard.

available to me, but the pre

p. 22 that "table 5 given a comparison of the
king to risks estimated by the US EPA for the
1lutants currently regulated under Section
lead a reader to assume the risks presented
he current risks from those poliutants. The
however, that the mortality is before

jon of why the data are presented if they are

as <27 CDs per year", and the reference is
I no longer have that document
mble to the standard as promulgated at 41 FR

46560 says that the EPA estinated by the linear dose response curve a
range of "from less than 1 td 10" cases of ASL per year, and 0.1 to 0.01

times that many cases by the [log prohibit model.

They also stated that

"an equal number of primary dancer at other sites" is expected "for a

total of somewhere between less than one to twenty cases per year'".

on to say that regulations is expected to reduce the amount of VC emitted
by 95%, and the number of cases "at least in proportion" to that

reduction.

These estimates come fro
McGaughy, in December of 1975
(by them) data. You will fin
I presented at New Orleans in
draft Chapter for the New Enc
Their estimate has been widel
qualifier used.

an unpublished report by Kusmack and
, and are based on very scanty, and selected
d a discussion of that estimate in the paper
1982, and in a longer discussion in the
yclopedia of PVC whch I sent you last year.
y quoted as 20, with no "up to" or other

It went
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For example, see Ander
V(b). There VC is listed f
This is not exactly ne
the "up to 20" estimate was

Ray Albert, the "father

1978 in a letter to the Gen
before/after figures which

The EPA proposal to ame
"the risk attributed to expd
cases per year for ASL and (
based on 95% reduction figur
dropped to eleven. If you h
review of the VC standard, ¥
showing that the reduction a
EPA-450/3-87-003, February 1

The point must be made
serious questions of validit
neither EPA nor CDC has eve
year for 40 years, who has
exposure to VC.

The use of table 5 by R
yet another careless misuse
serving the desired ends of
error is made more egregious
the person who actually prep
listed as authors of the 198
to be aware of the data used
the error in this paper sugg
of the paper being reviewed
data.

I paid little attention
recently has acknowledged th
hazardous air pollutant area
justify some new area tc reg
such self-serving attempt.
support to the basic concept

3

on, et al., Risk Analysis 3 277 (1983) table
r 20 deaths before regulation, 1 after.

s. As 41 FR 46560 stated in October of 1976,
expected to be reduced "at least by 95%".

" of the CAG group at EPA confirmed this in
ral Counsel of EPA in which he gives the same
nderson published in 1983.

nd the VC standard says at 50 FR 1182 that
sure to VC. . . have been estimated to be 0.28
.55 cases per year for all cancer". This is
e, but for some reason the starting point had
ave kept up with our contacts with EPA on this
ou will remember that they published data
ctually has been over 99%, in the TRW report
982.

that all of these "estimates" are subject to
y. See my APCA paper. The fact is that
found even one person, not to mention 20 per
ny indication of health effects from ambient

epace and Lowrey can best be characterized as
pf faulty data in a manner more suited to

the author than the search for truth. The

by the fact that both Anderson and H. Gribb,
ared the "review" of the paper for her, are

B Risk Analysis paper, and thus are presumed
in their paper. Their failure to recognize
bsts either a lack of concern for the contents
br a disregard for the presence of erroneous

to the rest of the paper by R&L. The EPA

at it has been following a will'o'wisp in the
and has been busy writing papers trying to
late, such as indoor pollution. This is one

ote that none of the reviewers gave any real

5 of the paper.

4
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I hope that this is use
needed, but the basic facts
used in an incorrect context
1 per year by several orders

JTB:csb

of magnitude.

Sincerely yours,

Barr, Manager
Regulatory Response

ful to you. More details can be furnished if
re that the "27" number is wrong, and was
. If there are any cases, they are "less than"
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STIMATE
NO.

'

82-9.2

18

19

SUMMARY OF o
3
QUANTITATIVE RISK ASSESSMENTS FOR VC w o 3
a 2 2
0 < Z w
| O w
BASE EXPOSURE FOR 108 (s & wo
AUTHOR SPECIES LIFETIME RISK COMMENTS 0 O W
O wJ
SCHNEIDERMAN, 1976 RAT 73 pob LOG PAOBIT — < o ©
119 ppb LOGIY SLOPE = 3.45 . > Lo o < 0
2ppb LOGIT SLOPE 2.3, 1. HIT O L M « < 4
KUSMACK & McGAUGHY, AAT, HUMAN 14 pob LINEAR THROUGH ZERO al €« »n & 4 u
1976 140-1400 ppb LOG-PROBIT . - .w .:lh A Wn -
GEMRING, 1976 RAT_HUMAN > 1 ppm BIOTRANSFORMAL DATA AND D= S 2 o &, | w
LINEAR OR LOG-PROBIT > T W m mmu w6 @ nW.w
FOOD SAFETY COUNCIL, 1980 RAT 2 %106 ppb WEIBULL = al €« N Ox @ I
HEHIR, 1060 RAT, MOUSE  THAESHOLDS SEEN IN >
BOTH SPECIES ou [ £
ANDERSON, 1880 RAT HUMAN > 1 ppm DNA BINDING = Ll 5 © s
EPA, 1080 RAT 4 4GIDAY £00D OR WATER wo 2 Z .W
NAS, 1980 RAT IX105MG/KG/DAY  WATER -l (7)) w w T] o
GAYLOR & KODELL. 1980  RAT 0.7 0pb UPPER 97.5% CONF IDENCE (s1] D E o M b
LIMIT OF LINEAR MODEL q 5 o 2 2
0.5 pob ARMITAGE-DOLL MODEL i —..H a T <« a =
M CRUMPAGUESS 1980 HUMAN U TEGIDAY ~APPLYING WORKER DATA TO L~ § w e = N M M
WATER, UPPER 85% T > O 2 o s
RAT 0.5 4 G/DAY CONFIDENCE LIMITS o w nUu 2 o > o
X —_ w -
CARLBORG, 1981 AAT 26X 105 ppb WIEBULL > ol 5 m oo W M by
THIS PAPER HUMAN > 1 ppm NEGATIVE EPIDEMIOLOGY Wi ¢y —w < >
(s 3 < € 9z s « w
ol o o xQ 3 T2
et Hl Z 2 Zvw g e°©
Zl Z2 Z wWw o Q-
A Ol €« € wd a au
Ol @ o D0 <« ~4«
-l
O >
I
(1 9l « & a M ]
< o O w w O

SPi-00164



(114

TABLE I
EQUATIONS FOR CURVES FITTED TO VARIOUS SINGLE
AND COMBINED MALTONI EXPERIMENTS

CONCENTRATION
LINEAR LOG PROBIT AT 106 RiSK,
EXPERIMENT prax+b P=a IN DOSE ¢ b (LOG-PROBIT), ppm
[ b r [} b r

8T 026 | 336 097 035 276 089 0.03

PLUS CONTROLS 027 | 247 097
BT-2 305 | 859 1.0 160 08 10 23

PLUS CONTROLS 152 | 113 088
8T.15 65 |-106 10 069 346 1.0 0.34

PLUS CONTROLS 628 (030 095 7
ALL INHALATION STUD!ES (4) 026 | 307 091 027 288 082 0.002

PLUS CONTROLS 027 | 280 091
ALL INGESTION STUDIES (2 175 | 015 0985 030 322 088 0.002

PLUS CONTROLS 174 | 020 0.95
ALL STUDIES (6) 029 [ 360 073 027 305 082 0.001

PLUS CONTROLS 029 | 34t 0.72
ALL STUDIES: LOW DOSES ONLY 051 253 075 0.42

PLUS CONTROLS 103 (097 079 017 2711 049 0.0002

>
SPI-00165
- - - - - -
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2 CUNITZD STATES TNVIRCNMENTAL FPROTEZICTICN AGENCY
5 WASHINGTON, D.C. 20450
.\;
16 JUN 1378
OFFICE CF
‘RESEARCH AND ZSEVELIAPMENT
SUBJECT Comparisgn of vinyl chloride carcinogenic risks
with risds from other pollutants.
L
e Y s
FRIM: Rdy lbert, Chariman
Carcfnogan Assessment Group
TQ: Ronald SJ| Naveen, Office of General Counse]
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