+  ENVIRONMENTAL" CANCER-~A REFORT “TO TH& "'PUBLIC "~ ~ i :
, Cctober 12-13, 1977 - .- = DR TR R S
Auditorium,’ School of Public Health,. C T
Universi;y of Texas Health Science Center

(P 905 f3 27X it
. Day I
9:00—9;15' Welcome »

Betty Anderson, President League of Women Voters of Texas
Brenda Gehan, President, League of Women Voters of Houston
Ir. Maxrcus Key, School of Public Health

Or. Roy Gottesman, Tenneco Chemicals *

I. Introduction : )
9:15-10:00 AM John Weisberger, Fh.D., American Health Foundation

10:00-10:15 AM " -—Questions--

10:15-10:25 AM -Break-

IT. Test Procedures -

10:25-10:50 AM Charles Shaw, M.D., M.D. Anderson Hospital and Tumor
Institute, Carcinogenesis Center, Overview

10:50-11:15 AM B. R. Brinkley, Ph.D., Baylor College of Medlcine,
Cell Transformation

11:15-11:40 AM " A. Clark Criffin, Ph.D., M.D. Anderson Haspital and Tumor
Institute, Animal Studies/Standard Assay

- 11:40-12:05 AM Johin J. Costanzi, M.D., Univérslty of Texas Medical

Branch-Calveston, Early Detedfion in Man

12:09-12:20 M -Questions--

12:30-2:00 M ~Lunch-

Commissioner R. David Pitile, Fh.D., U.S. Consumer Product
Safety Commission, Consumer Product Safety with Special
Attention to Products with Benzene

t}III. Statistics and Epidemiology

2:00-2:25 ™ Patricia Buffler, Ph.D., University of Texas Medlcal Branch-
Calveston, Important Statistical Considerations and
Problems in Evaluating Health Effects (emphasis on
Vinyl Chloride and Benzene)

A 2:25-2:50 PM David P. Discher, M.D., San Jose Medical Clinic, Important

Tpidemioclogical Considerations and Problems In Evaluating

Feal th Effects (emphasis on Vinyl Chloride and Benzene )

2:50-3:05 P -Questions--
3:05-3:15 I ~-Break-
IV. Cost Benefit/Risk Assessment
“*~3:15-3:50 T J. Gustave Speth, LL.B., Member, Council on Environmental
Quality, An Overview from Covernment Perspectlve with
Emphasis on Risk
3:50-4:05 P4 --Questions--
-~ 4:05-4:30 F4 Charles Barden, P.E., Immedliate Past Director, Texas
Alr Control Board, State Government Perspectlive
©~ 4:30-4:55 PM Tom Downs, Ph.D., School of Public Health, Industry
Perspective
. %4:55-5:20 P4 John J. Sheehan, Legislative Director, United Steelworkers,
. Labor Perspective
5:20-5:30 P4 --Questions--

DINIER FOR SPEAKERS, STEERING COMMITTEE
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. Day II

¢ 9:00-9:10 AM . ." ey Stewart, P.E., M. s . Di_rector, Texas M_r Control

3 : - ~Board, Welcome :
9:10-9:40 AM Carlo Tamburro, M.D., Universlty of Louiaville School
- of Medicine, Health Effects of Vinyl Chloride

..9:40-10:10 AM.. .. Susan Wyatt, M.S.P.H.; Environmental Engineer,

U.S. Environmental Protectlon Agency, Control Status
of Vinyl Chloride

10:10-10:25 AM --Questions—-
10:25-10:35 AM 0 -Break-
VI. Benzene, Present Findings Concerning Health Effects ) ﬁ;-:"“
: Donald Lassiter, Moderator P
10:25-10:50 AM Joseph Wagoner, Asst. to the Secretary for QSHA,
Department of Labor, fovernment Overview, Control Status
10:50-11:25 AM Irving R. Tabershaw, M.D., Professor Emeritus,

" Occupational Medicine, University of California at
Berkeley, Industry Perspective

11:25-11:55 AM Sylvia Krekel, 01}, Chemical, and Atomic Workers
N International Union, Labor Perspective
11:55~12:15 Noon --Questlions--
= ~-Lunch-

VII. Delineation Present Regulatory Developmeng,Drocess (Each speaker
will cover the mandate of the present leglsi:a{ion research data
compilation ard evaluation, regulation formation, risk assessment
and cost/hene_fit comPOnents)

1:45-2:10 PM James R. Janis, Acting Director, Standaxrd & Regulation
Division, U.S. Environmental Protection Agency
2:10-2:35 M Roger R. Wallis, Deputy Director, Standards and Regulations
Texas Alr Control Beoard
2:35-2:50 FH -—Questions--
2:50-3:00 ™ -Break-
VIII. Advocacy
3:00-3:20 M Pamela M. Giblin, Attorney, Advocacy Process in Regulation
Development
3:20-3:40 PM . Becky Fossdal Moon, League of Women Voters, Citizens
Views and Concerns with Regard to Regulatory Process
3:40-4:00 PM Curtis W. Smith, Ph.D., Gha&rman—oﬁ—ﬁcndgne, Shell
L:00-L:15 PM : -Questions-~ aridre i :
ADJOURN

The proceedings of this Conference will be published by Texas Reports on
Biology and Medicine.
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Roy T Gottesma.n,‘»-Ph DL, Termeco Chemicals, Inc. Current: Director, T
o ‘Environment and Regula.tory Affairs Depa.r‘bnent. ‘Tenneco Chemicals, Inc~ C
Responsible for a multi-faceted program involving -evironmental science,
occupational medicine and health, industrial hygiene, toxicology, S
- product safety and regulatory affairs; senior member, American Chemical

" Soclety; member, Association of Research Directors; Fellow, American
. Institute of Chemists; Fellow, New York Academy of Science: membexr,
Phi Peta Xappa Previous: doctorate in Organic Chemistry, -Rutgers.
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JOhn H. Heisburger Ph D., Iice Preshdent for Research Amerlcan Health
~ Poundation. “Current: D;rector.>Naylor Dana Instltute -for: Diaease, ol
Prevention,  AHF; ‘Research Professor of Pathology. New York Medical College.
Research on the etioclogy of the major human cancers: in-paxrticular,- cancers
in the digestive tract, the-endocrine-related organs, and the respiratory
tract; broad backgrourd in the area of chemical carcinogenesis, the:
mechanism of action ard metabolism of chemical carxcinogens, the bioassay

of chemical carcinogens, and the interrelationships between mutagenesis
and caxrcinogenesis.

INTRODUCTION--ENVIRONMENTAL CANCER-REPORT TO THE PUBLIC: Current data

show that 80-90% of human cancers stem from. environmental causes. - The basis -
for this statement hlinges on a consideration of 1) changes in incidence of
specific cancers such as cancer in the lung, breast, stomach, colon, and the
like, with time; 2) the incidence of these cancers in various parts of the

world; and 3) the changes in incidence when people move from one area to
another.

Historically, cancer was first related to environment in people exposed to
specific prcducts like soot or coal tar and, later, to chemicals, in an
occupational setting. This demonstration has opened the field of environmental
carcinogenesis. Thus, the public in general and even experts are undexr the
impression that cancer in people is due to specific chemicals like those in the
special case of occupational exposure.

To provide perspective, we can state that occupational exposure in industrial
societles accounts for 1-5%, at most, of all wancer .cases. Most of the human
cancers, including those at the main sites, nan¥ly cancer lung (98,000 new case
in 1677 - American Cancer Society data), stomach %23 000 new cases 1in 1977),
large towel (101,000 new cases), pancreas (21,800 new cases), breast (89,000
new cases), bProstate (57,000 new cases), ovary (17,000 new cases), and
endometrium (27,000 new cases), in most instances, relate not to specific
chemicals in the environment but to our lifestyle.

People are aware that one aspect of our lifestyle, smoking of cigareties,

leads to lung cancer and, in fact, some other cancers such as larynx,
esophagus, and oral cavity (together with excessive usage of alcohol beverages)
and, in part, urinary bladder. People are not aware that the other major
factor leading to disease stems from the diet. Cancer of the stomach has
declined here but 1s high in Japan, Central and Latin America, and Edstern and
Noxrthern Europe and is ascrived to specific factors, in particular, the absence
of Tfoods containing Vitamin C on a year round basis. The other cancers
mentioned stem, in part, frem diets containing high fat levels such as those
in the Estern world, in conirast to diets eaten in Japan, where cancer of the
colon, breast, prostate, and ovary have far lower incldence than in the West.

While much mcre research is required to acquire full comprehensicn in this
complicated field, it would seem that the public can help themselves in
preventing or avoiding specific cancers by minor alterations in lifestyle.

Thus, public action even at this time wculd prevent the major human avoidable
cancers.




¢, . Charles R. Shaw, M.-D., Professor of Blolow,. Univers:.ty of Texas -
fooet So U7t M, Do Anderson Hospita.l. Chaired Mational Academy of- Sciences N
L Committee on Public Information.in the Prevention of Cccupational
Cancer. 1975-~1977. Diplomate of the American Boaxrd of Psychiatry
"and Hleurology.  Member of the Environmental- Mutagen Soclety.
Also member of the American Society of Human Cenetics,
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B. R. Brinkley, Ph..D. Professor Depa_rtment of Cell Biology, Baylor , '
College of Medicine. . Previous: -Professor and Director of Cell Biology,...:
The Unlversity of Texas Medical Branch-Galveston; Assistant and Associate
Biologist, M.D. Anderson Hospital and Tumor Institute.

TEST PROCEDURES-~TUBULIN AND ACTIN IMMUNOFLUORESCENCE: AN ASSAY FOR . LT
CELL TRANSFORMATION IN VITRO: Cells transformed in vitro by either chemical -
or viral agents usually display a variety of distinct but dissoclable
yroperties, including 2lterations in shape, cell surface changes, loss of
density-dependent growth control, loss of anchorage-dependent growth, and
reduced serum requirements.. In addition, increased mobility of cell surface
receptors and redistribution of the receptors within the plane of the cell
menbrane has been described as a consistent property of many transformed cells
Recent studies in our laboratory and elsevhere have identified specific
alteration in cytoskeletal elements, including cytoplasmic microtubules {Mts)
and microfilaments (Mfs), that may account for several of the previously
mehtioned tumor cell properties. Using monospecific antibodies made against
6S bovine btrain tubulin as immunofluorescent probes, we have identified an
extensive cytoplasmic microtubule complex (CMTC) in a variety of nontransformec
cells in vitro. The CMTC consists of a delicate network of fine fluorescent
filaments that radiate out from a central focus within the cytoplasm
(the centrosphere) toward the cell surface. These filaments, believed to be
individual microtubules, are seen to terminate near the plasma membrane.
This would be expected 1f they are associated with receptor complexes on the
cell surface, as some studies have indicated: ™. Colcemid and other microtubule
inhibitors reversibly abolish the CMIC. el

When transformed cells are examined by tubulin immunofluorescence staining,
the CMTC is usually undetectable or greatly diminished. When microtubules are
present, they appear as short, randomly oriented filamenis. The striking
differences in immunofluorescent patterns between normal and transformed

cells have enzbled us to correctly identify transformants in mixed cell
populations containing btoth normal and malignant cells.

Similar alterations are observed in the structure and distribution of
cytoplasmic actin-containing microfibrils {Pollack et al., Proc. Nat. Acad.
Sci. USA 72:994-998, 1975). Hormal fibroblasts display numerous parallel
bundles of actin filaments (stress fibers) vhereas transformed cells have
very few stress fibers. We propose that tubulin and actin immunofluorescence
patterns can be used in conjunction with other assays in short-term
screening of chemical carcinogenesis. _
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__.Clark Griffin, Ph. D., American Cancer Society Hesearch Professor" o

. of “Biochemistry.. -Current: ~Member, Biochemistry Department, M.D. AndersOn’f~

" Hospiltal and Tumox Institute Research in carcinogenesis, protein

- synthesis, nucleic acids, mechanisms of cancer induction, and cancer
prevention. Previous: Faculty, Blochemistry, Stanford University
School ' of Medicine; Chaimman, Blochemistry Department, Baylor University

-—-College of Hedlcine, Ph D., University of Wisconsin. -

TEST PROCEDURES--ANIHAL STUDIES: A brief historical account of the

involvement of chemicals in the origin of tumors in man and animals will

‘be 'presented. "With increasing indication that many chemicals may cause

cancer in several animal species,the U.S. Public Health Service has comoiled
these findings into several volumes entitled:- “"Survay of Compounds which"

“have bteen Tested for Carcinogenic Activity. Factnrs relatad to Lhe

development of a standard test on assay procedure will be reviewed which
will include: animal species, straln, age, sex, mode and dosage of test

‘chemicals, time factor, pathological evaluations, data analysis, cost factor

and final evaluatlons and:-recommendations. Several animal model test
systems will be reviewed and problems related to the testing for chemicals
in the ailr, water and the environment will also be considered.

SCC
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572Johh;J.JCOStahzi;“MiD.,_Associéte Itbfessorfof‘Hedicine,_Départhéhtldf; -
©  Internal Medicine; The Universlty of Texas Medical Branch-Galveston. " (7. - '::

TEST PROCEDURES--SCREENING TESTS FOR CANCER: Unfortunately, there is

no known -test that will .predict or detect very early cancer except the .

well-known Pap smear for carcinoma of the cervix in women. "In general, -

the best screening test available is a careful survey of high risk -

patients. Other tests which have come into widespread use over the past

~_four to five years have included serum test for carcino-embryonic antigen, -

.alpha ‘fetoprotein determinations and various other immunoserclogical tests.
Other screening tests, such as the Makari test, are currently being investigat-

One of the knowm events with most patients wlth cancer is a depresslon of -
the immune system. It is therefore reasonable that 1f certain parameters of
the immune system are depressed, thls patlent may be more prone to develop
cancer. HMany efforts are being examined along these lines.

This discusslon will encompass all of these points ard elaborate on the
best methods for screening patients at risk for developing cancer.

e v
e

R. David Pittle, Ph.D., Commissioner, U.S. Product Safety Commission.
Current: Member, U.S. Product Safety Commission. Previous: Assistant
Professor of Electrical Engineering and Public Affairs, Carnegie-Mellon
University; Fresident, Alliance for Consumex Proiection; Member,

Federal Executive Board Consumer Services Committee; Member, Consumer
Advisory Committee, Pennsylvania Insurance Department; Member, Consumer
Relations Panel, National Assoclation of Homebuilders, Consumer, Federation
of American, American Council on Consumer Interests, Consumer Slandards

Committee of the American Soclety for Testing and Materials, and the
American National Stardards Institute.
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atricia A. 'Buffler[ Ph D., Assistant Professor of Epidemiology, o :
‘The. University of Texas Medical Branch-Galveston. Cuxrent: Assistant

) Professor University of Texas at Houston School of Puhlic Health;

Co- Investigator. Development of a Model Caricer Control Program for .

. Employees in the Chemlcal Industry; Member, Medical Advisory Panel,
. B . -Texas Air Quality Control Board. Previous: Principal Investigator,

- " Genetic Risks of Vinyl Chloride; Principal Investigator, Epidemioclogy
of Primary liver Cancer in Selected Texas Counties; Member, International
Who's Who in Asian Studies, Sigma Xi, Calveston Chapter; Participant,
docunentary film, 'Occupational Carcinogenesis

' IMPCRTAHT STATISTICAL AND EPIDVWIOLOGICAL CONSIDEQATIONS AND PROSLEMS
- IN EVALUATING HEALTH EFFECTS--Outline:
I. Cancer increase - apparent vs. real increase
effect of population changes (aging and grovth of
population
IT. How much of cancer incidence is due to envirommental factors? (60-90%) -
L how these estimates derived -
A knowmn environmenial etiologies
i evidence for envirommental causes of cancer (5e05rnphic
compaxisons

what health effects are important? (premature
death, morbldity, reproductive outcomes, effects on
offspring-childhood-malignancies)
IV. Identifying health effects - three basic ¥puroaches used in
epideniologic studies -
descriptive (cross-sectional or ecologic)--~examples:
chemical industry coutnies and cancer
what type of information obtained--interpretation
limitations
case-control (retrospective)--example: primary
liver cancer in selected Texas counties
what type of information obtained--interpretation
limitations :
- cohort or mortality followup studies (prospectives)--
example: mortality followup
study of VCM exposed chohorts
what type of information obtained--interpretation
limitations

.

III. What to measure? -

“~
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-k r.»DePartment of Industrial and Environmentaljff
“Medicine, San Jose MedICal Clinic. ~Current: Specialist in occupational

ce - mediecine:;. Responsible for ‘the development of hezlth servica Programs for
oL TLTR 1ndustry Research in occupational health problems

Gus Speth, LL.B.; Member, Council on Environmental Quality, Co-founder
-and Staff Attorney, Natural Resources Defense Council. Previous:
. Law Clerk, Justice Hugo L. Black, U.S. Supreme Court; Yale Law Journal;

A Rhodes Scholax; Author of numerous articles; Witness before Congressional
b Committees on environmental issues.

Charles R. Barden, P.E. Current: Manager of Air Quality Control,
Engineering Science, Inc.; Member, Texas Soclety of Professional
Engineers, Texas Public Health Association, Air Pollution Control
Assoclatlon, American Industrial Hygiene Assoclation. Previous:
Executive Director, Texas Air Control Board.




il Yi: gt PR
of Public :Health Adgunct Professor .of - Mathematical Sciences,—}' ‘
“Rice University. . L Faculty," Biometry‘Department Case Western Reser
) Universitj Ph D frOm the Universlty of Mlchlgan e

John J. Sheehan, United Steelworkers. Current: Legislative Director,
United Steelworkers. '

Bill Stewart, P.E., Texas Air Control Board. Current: Executlve Director,
Texas Air Control Board. Previous: Texas State Department of Hezlth; .
General Portland, Inc.; M.S., Environmental Health Engineering, University
of Texas.
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7 ,“University of ‘Louisville =~

Current~ Chief Digestive Diseases and NutritiOn‘

: Vinyl Chloride Project; Member, .International

ST o7l Association for the - 'Study of the Liver, American Assoclation for o

;,~;.__,--;v{j . .r'the 5tidy of -Liver Disease, American Federation for Clinical Research,
o _ and -American Association of Kuman Cenetics;” author of more than 40

Tl - publications and contributions to books. Frevious: ‘Professor of

Medicine/Associate in Oncology/Associate in Pedsitrics, University .
of. Louisville.v -

1Section°‘DLrector,

HEALTH EFFECTS OF VINYL CHLORIIE Vinyl chloride has been used as an .
- anesthétic agent as well as a basic chemical foxr plastics manufacturing.
. Vinyl chloride's previously unknown carcinogenic capability appears to-be
- related to the body's ability to convert it from a non-toxic or minimally
" toxic chemical to a toxic and, with prolonged exposure, cancer-forming
agent. Early exposure in animals causes body cells to make adaptive changes
which may prepare them for malignant transformation and which appear to
Precede evidence of morphological injury. These findings appear to
occuxr before a low-grade chemical injury occurs. Vinyl chloride chemical
injury in man appears to follow the same pattern. Present clinlcal data
in humans now demonstrate evidence of pre-cancer injury and cancer
transformation of various types of cells in different organs of the body.
Manifestations of pre-cancerous injury to organs other than the liver .
(such as the lung; heart, spleen, brain, and lymphatic system) may also
be occuxring and require further investigatlon. ...
RN
Early detection of these pre-cancerous chemical iAjiuries requires
a prospective on-going system of surveillance and the development of
diagnostic methods which can identify specific caustic agents in the
presence of non-specific injury. Such a systematic approach has been
developed and is now in operation. Its initlal achievements appear to
be the foundation for future success in controlling the health effects
of Industrial chemicals.

Wb
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. .P. .Epvironmental mngineer =Current: . U S Environmentalf e
Protection Agency, development: of standards for. atmospherlc emissions of wi
vinyl ‘chloride.- _ Previous: M.S.P.H. from the Environment2l Seciences and

Engineering Departnent School of Public Health Univcrsity of North
Carcolina, = .

..CONTROL STATUS oF VINYL CHLCRIDE The Envrionment&l Protectlon Agcncy (Ll«)

Jisted vinyl chloride as a hazardous air pollutant in December, 1975, and
promulgated a national emission standard for it urder the authority of
secticn 112 of the Clean Air Act on October 21, 19?6 On November 19, 1975,

:the Environmental Defense Fund (EDF) Petitioned the United States Court

. of Appeals for review of. the standard. - On March 2& 1977, EDF and EPA
‘moved- to dismiss the court proceedings in‘view of a settlement’ agreement
‘requiring EPA to propose certain amendments to the standard. These amendments

to the standard were propcsed on June 2, 1977. Since that time EPA has
received numerous and adverse comments from the Industry on the proposal.

Tte main issue involved is how carcinogens should be regulated under

section 112 of the Clean Air Act. Section 112 of the Act requires that
emission standards be set “at the level which in the judgment of the Adminis-
trator provides an ample margin of safety to protect the public health Ifrom
such hazardous air pollutants." This requirement apbears to assume that each
pollutant “egulated will rave a threshold level of effects below which no
health effects will occur. It has not been possible to determine if there is
a threshold level of effects for vinyl chlorids and it is not certain that
such 2 thresnold may be determined in the near Ehtqre. In the absence of
strong evidence to the contraxry, then, the only level of vinyl chloride which
would appear to be absolutely protective of health is zero, which may be
achievable only by banning vinyl chloride emissions completely. That, in
turn, would require closing the entire industry. EPA has decided that

the costs of eliminating the industry are too high and has instead developed

stardards which require emission reduction to the lowest level achievable
using technological means.
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nald .V,

Lassiter Pn.D.,. Environmental Health Associates..-Cufiéhﬁ o
Development of tancer .control monographs for NCI. Previous: Staff .
" assignments with NIOSH and OSHA; Represented the U.S. as member U.N.

COnmittee on Occupagional Cancer; Initiated and directed Occupational
Cancer Control Program for OSHA.

g N
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Joseph Wagoner, S5.D.Hyg., Special Assistant for occupatlonal carcinogenesis
in the Office of the Assistant Secretary of Labor, Occupational Safety

and Health Administration (OSHA). Current: President, Socleiy for
Occupational and Environmental Health. Previous:

: Epidemiology Branch,
National Cancer Instltute; National Institute for Occupatioconal Safety
and Health; doctorate from the Harvard School of Public Health
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-mfmg R Tabersr.aw,.r ‘DS, Consultant.:Current: -~zditox, =Jo
~ Occupational Medicine; :Consultant: in cccupa.t;om_l medicine’ ,__eviou5°
 Professor; Occupatioral Medicine, University of.California,- ..e..kelay.
Sexrvice i_n govertmeqt _.J:Lus ' i..sura.nce, ard academia.

?“NZE‘IE--"RC/I‘"CTION FRCHU ADVERSE HEEALTH \""ECTS OF BENZZNE: .- "Acute .
exposures to hizh levels of tenzene produce cent:a,l nersous system sno..cn.;. :
Chronic tenzene poisoning, that is, exposure to low levels over a “long reriod
of tine, nas a2 myelctoxic erfect with a diminution in the red and white

blood cells arnd platelets.  In severe chronlc exposures aplastt c aramia maf
result, '—rith death as the ultimate conSequevce. :

. The issue Irom.the vregulatcr'j s‘ta_rd.poin‘:. is whether or not btenzene will .
induce leukemia (cancer of the blood). OSHA's policy is %o make a standaxd
as low as possible i a chemical 1s demonstrated to te a carcirogen.
However, no cleazr-cut evidence exists to conclude ihati tenzene ia lower
doses by itsels is leu_emOgenic." This conclusion is based on three kind
of evidence: animal experimentation, clinical experlence, and epi de:n_olo._.,lg
studies.: The only conc_usion veradtied fxcm ihis evidence is that tenzens’
may te considered a susrect leukemogen at high doses.

Ixzerience to date demonsirzias thzt the present standaxd of 10 pma
orovides adequata protection for the worker frem acute and chronic erfectis.
Hence, GSHA's proposal o reduce this standard to 1 drm is Lnjus:i_:‘_ed
Ffowever, CSKA's propcsal o include monitoring srovisions will affcard a
further neasure of protacilon since bem.er_e-lnaﬁted et fects on uhe olood a2>e
reversible and will zrovide data udon which re-evaluation of the standaxd
can Tte tased in the future.
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-,:_}1:Sy1via Krekel, 0il,. Chemical .and-Atomic Workers International Union
) Current:- "Occupational’ ‘Health.Spedialist for OCAW; Active in d11Ve'
to gain a strict standard on benzene exp05ure

James R. Janls, Acting Director, Standards and Regulations Evaluation
Division, U.S. Environmental Protection Agency. Current: Chairman,
Regulation Develorment Work Group for OSHA, EPA, FDA, and Consumer
Product Safety Commission.
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Roger R. Wallis, Deputy Director for Standards and Regulations Program,
Texas Air Control Board. Current: Member, National Governcrs Conference
Clean Air Task Force, Air Follution Control Association. Previous:

Texas State Depariment of Health.
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“Pamela M. Ciblin} Attorney-at<law. - Current:-Attorney, MeGinnis;
7. Lochridge and Kilgore; Member, Board of. Directors of State Bar:

- Environmental Law Section. - Previous: Chief Counsel}.Texas;Airjabairgiaj'“'J'
Board; J.D., University of Texas Law School. : i R

Becky rfossdal Mcop, League of Women Voters. Current: Member,

.S. Environmental Protection Agency Advisory Committee for Toxic
Substances; iember, League of Women Voters-li.S..Environmental Quality
Committee. Previous: Alr Quality Chairman, ‘heague.of Women Voters of
fiouston; Member, Roaxy of Direcicrs, League of Women Voters of Houston;
Chairman, Alr Quality, League of Yomen Voters of Texas.

C. W. Smith, Fa.D., Si=ll (i1 Company. Current: Consultant, Health,
Safety ari Environment, Shell 0il Company. FPrevious: Worked with

the trade associations developing reactlons to OSHA standards, especially
with the MCA on henzene; Rerresented the MCA in meetings with the
Lnvirommenial Protecticn Agency to develop regulations under the

Toxic Substances Centrol Act; doctorate in Organic Chemistry from the
University of T1linois.

)>
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SYNOPSIS

Responsibie 1ndUStry as represented by the Hanufacturlng Chemists *
Association (MCA) -accepls the need for regulation and is prepared to work =
with others in its development. For workable, cost-effective regulation,
there needs to be effective interaction between the regulatory agency,

~industry, and the public. Examp]es are cited where these three groups have

worked together, but at arm's length, productively and where problems have
developed when regulations are written without an understanding of the .
industry to be regulated. This need for input by 1ndustry is acute because
there are very few people with industrial background in the agencies and
because, in general, the agencies have inadequate technical strength. Mr.
Jahn Quarles, former Environmental Protection Agency {EPAY Assistant
Administrator over the Toxic Substances Control Act {TOSCA), pointed out
the need for greater technical strength in the Office of Toxie Substances
(0TS) in his talk during the first public hearing on regulations under TOSCA.
Mort Corn pointed out the same need in Occupational Safety & Health Adminis-

tration (OSHA) in his review at the end of his term as Administrator of
OSHA.

From personal experience, the author presgnts.the picture that we
are faced with a tremendous task of testing and regu%at1ng .existing and new
chemicals, and that industry is prepared to do whatever is reasonable to pro-
tect hoalth and the environment. In particular, industry accepts the need
for rational regulation and welcomes the opportunity to work with govern-
mental agencies and the public in its development. Furthermore, because
industry has the knowledge of what is involved and will be responsible for
implementing the testing and requlations, it has a unique contribution to
make. By the examples cited, he hopes to have convinced you that arm's-length
cooperation has been productive and that to attempt to develop regulation
without their effectjve participation results in waste motion.

Summary: C,W. Smith, Consultant
Health, Safety & Environment
Shell 0il Company
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On October 7 Dr. Joseph Uagonerrof OSHA, due to freeze on travel
by the Department of Labor, informed us that he will not be able to

attend-the Conference. ..Dr. Peter F, Infante of NIOSH has agreed to

attend in his place for the October 13 presentation., Day II,
Section VI--10:35 am,

' 'Peter F. Infante, D,D.S.--Dr. Publi¢ Health in Epidemiology from the

.- Universlity of Michigan School of Public Health.

Current: Epidemiologist engaged in research with Industry-—vlde
Studies Branch HIOSH Cincinnati Ohio.
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~Jhe national emi salon A\a_na’a/u{.a "aa vuzy[ cf:lwu.de /Morxu.lgaécd in Ocioéut

"If {9’,’5 evolved f/r_um cardy and open L{LACMA—LOM 5efwccn (f"/f z‘_/zc /JUbLLC and Lna'wxf/q./, o -
T dctaledt 1974,
]o,[,_oux_ng promulgats on{\o/’ I/o: 05///? alandand oﬁ ! part pen million Lo ERL

- /vo/cc.l workera f/tom Vt_lt‘/l chloride and a,flm exfenrive diacuariona with mduA.x‘.a.lz
and olhens, P produced five aeporia 4 nelating Lo prospective vu'cy,[ chlonide
ain quolity alandanda. Dwu.ng evolution of Lhese /cha.n.a EA off e/r.ccf utdu/té/ty .
and othesrn appan}ﬂmi y Lo diacuan a.uci' coment on the A.epom Jovauzg. CWLUIQ)L '
T ‘z_niom,:_vr /uﬁud'.; and indenaction-with {echnical pcop[n ,f/wm LI'II{LM.-{JL'L and othen -
indrnenled pandica, EPA propoacd « alandard fon vingl chlonidde eminnions mwlq !9 75,
40 TR 59572/ . O/nn public heuninga wone then hedd. (Leardy an open procesn

/OLLU'J('(/ in (Mvzﬂg al the exiali ny 41'a.n{.'[ajuf MW o
[ .

. van considinabde c/upu.fc aa {o e need and Jurtificalion ﬁ(}lt ﬂlw Of
Lo satoms, Diffcning viewa within government alro wene expreared and available to

the public, Jon example, in a letéon to EPA dated flunch 4, 1976, the Deputy

Masrintant. Scernedury f:m Ernvinonmental Affaina, Department ef Comze/z.cc alaled in

comey Jng on the (" A f./u[,( orvinonnenlal impact Aéaéemcnt** et

“that the necd [on auch alningent requinemenia contained in the

atatement have nol beon j.uxj.fi.fictf”
“when the neaulin of available atudies have boen examined, it ia
appanent thal no concrele adverse hwman eflectr outride the plant
bounduny can be on lave been neluted to present emiariona of vingl
chloaide”

. “thene ia no evidence o auppont that there in a awbatantial aink
and had aevene ildness on death will vccun among. populationa in
ancaa a:.’.joining_ vc'.uyf. chdonide plantr”, .

Despile the dinpule an Lo neguined atningency, a workable atandand wan
evolved which m'a__q%ve in acvenal reapecta.  Deapite the diapute,
Lndustny pledged Lo meel thia Zech Logy-ntretching atandard going a.o',&:uv. a4 fo
ungentdy commit aubatunticd capiifil and personnel to the task in the indeneat of
acliing on wilh fhe.job of decachning em inaiona.
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_ . ) mpmug}[y, .]u.A’\ome cuuf wnternaclive MOC&MAU!VOA/LI]Q all pm&m
_ az‘ ulz’c,nmi van followed in ondy aix montha by proposed. amendmenta which:

. were advanced. befone mearurnca reguined by the exinting ALcma’aAd
} /Lavo been ,{u.LL‘,/ wyo[cmemim[ on thein effectivencan mearuned,
c.wene not justified by any new toxicologic on mcziz.ca.i ew.a.’cnce
A.Aawutg_ need fon c/.ange,
. are nol 'cosl effective, .’ '
.. exclua’ccl open [xz/u/. (.{)a.&_on 65; all pa.n.&_m at {nfereal dwu.ng.
2hein evolution,
.9n-advanc¢.ag. the exiating alandard, (ff’ﬂ calculated (hat the exposure
of the 4.6 million pevple Living within a 5 mile nadiva of V( and HV( plants
o -would be decreaned from (7 parda pea billion in ain to lean than 2 panta pen
b idlion, By}wze of 1975, (PA had completed extensive aswweysr of vingl chlonide
concenlrations in ain sunnounding thaee diffenent plant complexer. JFindinga
\ wene. Lhat cenceftrationn beyond ondy 1000 melenn cve.naa,cr' A’MA than 5 panta

pen bidlion. Théia wan mone Lhan a yean lze!ﬁoﬂc the Aianrfwicf Wt /mamulga.ied.’
Arvurd Shell (hemical Cony;an g1 Koaco pland

, ain concenfrations beyond 1000 molenn
] avenaged ondy (.3 parda pen bidlion; ninety percent of the mearunemenia were.
below 1.6 paria pen billion, 8¢ in appancnt [rom thia data that leveldsr wene below .
thoae. contemplaled by (PA befone implementation of the contnols requinred by the A/-Wa—vg
sdundurd.  (orsidening (hia, il woudd scem unconacionable to propoac Lighten
. atandands without a showing of necd before the exiating sdlandand war Lully
T :anlcmrm,iaf and iia a,f/.ecfi.vcnm measuned, 9n a memo to the Administnaton
daded Pay 23, (977, the Asriniant Adminiatraton ﬂon. Reacarch and Dcvelupmeﬂi
commented “Jhe amendment alates the cffecta of aeducing Zotal viagl chlonide
eminrions ia Lean Lhan one pencent.”Jhe baria for these calendaiions in unclean
and ahould be maule explicité. !’ 9f thin alatlement in frue, the net benefit of
Lhin amendment in queationahle.”
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.. A va_(m.(. Aﬂgula{ onl /»rocv u.ng,m ‘on v4,ng/1. cﬁlowic conbumf_ w.vu{[g 'oux
‘/w e*x,(( MLV(‘, opcn il -t_uf(vuLCIA ve procesn foi&)mcd L cfcvc[upuzg_ Uzc aézmda/u[
0On /‘lwwrﬁejn 19,1976, £07 )&.\,o;l a Petilion for Review of the Standand. Jhe 5720
“and fuwo compani.ea’ fi. Lod motiona Lo intenvene Decerben 9, 1976. . StwLngLy 67’/1

, oppumz/ theae nouline motiona Lo inleavane an a matten of night. The count”
- a,o/muv(-({ the inteaventions J(U!UCUL/ 18, 1977. .Sf_a.tluzr} umly in ywauwn‘z /777, . -

'cp/z Gegun puvale nepolialions el Lh f[).j {o c(.uxpoxe_ o,f the ?&LL(LO(‘L fonr Review, o
J/mAc negoliationn excluded add olhen pardien ct'fy:pu‘.o_ the cound a{apchd moi.:_on.n. .
4o Lndenvenc. and’ nrpca.(aa’ nrcqueals Lo be inclinled, J/u: closed ncgo&a.&_om B
- eondinued Lhrough mid Jebruwany amd ended in a foamal agzmcmcnf beluween A and -
(7. Jhe couné diaminncd Lhe procecdinga betueen DT, (TN and ST9 an an inten-
venon Fianch 24, (977 wilthoui SP9 /m\'i.ng_ pariicipated de/i,oi_l_e_ idn cound approved - - .
nié/uf to do ao. . ' C Wwﬁﬂdwl’\’qt
: Oncredibdy, (TA dbendoned id, vbligalion to publicly a’e.,fcnd',g, :
promudgaind a?dndund ca an expedienl lo acttde with 0. Moneoven, & chJLem{
in Lhe setilement “to iaconpunalc explicid paivalely negotioted tenms in amcncfmelufz'z
o be paopuaed no Lalen dlan 71 e [, 1977, Jhe aeli.lcjmvuf. /movirlcd alro that i
final action by (P depantad sigiilicanily from the. {awnl ou,z‘., DT rerewved
the night to pelilion Lhe cuunl forn neview of {hat action, “n effect FD7, with
6? A4 concunsance, p/wmr.t.[:}al.ez/ proposcd amerdmenta o a puﬁu,c[ 4© dcyelupea'
adundand ged fo be fully implemenied wilhoul pardicipalion by the affected public
and induniny witlhow! a ahou. ng of reed.

Also incredibde wn the wppanent lack of involvement of the /AALAJ(a.ni

| Adminiatnalon ard Adminiatrulon in av igposrlant an issue before the actilement

L had been agﬂoed A wnemo /f/wfu e, O/’f'ce of én,&mccnuzm& to the Adminielinaton

duted ma} £8, 1977 conlaina Lhe ualu:u«/x.nq f.:um(_ paAag/zap/l
Becarne. the Agercy lus already been commitied to the aubject
Proposcd Aumerclmentas & g a cound alipulation in the form of a
"'yot'nl Aolion io Biamian™" Lhe pedidion for acview of thia
Agency’a promulalion of the Kabional fmiarion Stundard for
V:‘_ny! (/«LM.(':L' [(‘I)J v. Jnain, C_ﬂ./).(. Ko, 76-20/!5/ the
circdalion of ihis packege fon concurrnence al thia point
QppCUn fo be urzlg. a pro r’,'oMtL excacise, Jhia ”’?04’.111‘_ fotion™
war adgned by (ounscl and filed Bunch 24, 1977, wilhoul fonmal
neview wel concuwinence al the fAaniatfantd Adminiatraton Level.”
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example, the Administrator stated:

also refcrred specifically to t
to EPA's tasks in regulating certain types of chemicals.

EPA's Deputy Admiuistratqr,
Chamber of Commerce of the United States on May 3,
pledged that EPA would eimbrace “the following simple
procedures”:

“During my tenurc as Administrator,

R T - remarks -
Lo the National Wildlife Federation and to the National
Association of Manufacturers on March 25, 1977, for

I intend to do all in wmy power to improve

‘the performance of this agency. I want

the agency's work to bec marked by balance

and “judgment, scrupulous credibility,
“thorough assecssment, and tough but fair

enforcement. “Our decisions may not

always please everyone, but no onc will

be able to say that we are arbitrary; that

we discourage diversity of opinion; and
that we do not do our homework."
{(Pp. 1-2.}

"The “fact that evidence exists that a
particular chemical may causg harm is
not -- in and of itself -- su€ficient to
warrant a total ban. In the complex
technological society in which we live,
Judgments on risks and benefits must be
carefully made. It is essential that
EPA approach this recgulatory task with
objectivity and openness and with
scrupulous- regard for the facts. ™ (P.8.)

“First, we will sincecrely take a long,

hard look at cvery potential rcgulqtory
move and ask gurselves whether 1t 1is

recally needed. Second, if we conclude
that it is, we will do our best to write
it in clear and concise English. ?h%rd¢
we will scoe to it that public participa-s
tion and involvement take place from the
very start of the regulatory dcvclopmgnt
process. No surprises. Pour;h, we will
consider economic and social 1impacts.
Fifth, we wi'll favor cconomic appropchos
whenever thesc would scem to work as %cll
or better than regulatory approaches.

In that same speech, he
he chemical industry, and

in‘her remarks to the
1977,

2-184%
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'-A;ailablc-time and the-intcrests of this audience probéblf mqke“'5 '
it“inadyisable ffor»me to discuss all of the proposcd amcn&ments to fhe;
vinyl thlofidé:étandufd:4 Our ﬁosition ié that, despite projections and k;}
shqculatious to the contrary by EPA and others, the public was and is not at
'fiék to ckpégurc‘to vinyl ch]qyide by bperatory conditions prevailing at plahts:
cven bcforé‘impicmcufﬁfioﬁ of the existing standard. No adverse human health
cffects in cumnuﬁitics udjuccut to such operations have been found which are

. -

related in any concrete way to vinyl chloride exposure. There is solid evidence

which has hecen disregarded by regulators and others to show that there is a

. .
concentrations to which the public may be exposed are severnl thousand times

~f L, a7
lower than these concentrations. 0

. v,
" et

There are, however, at lcast thrce provisions of the proposcd~‘—*‘\“—h—]

amendments that you may wish to know about,

S L

(1) 1t is proposed that an ultimate goal of zero emissions bhe cstablished.
This is necither possible nor necessury. Since there is a limitation to society's

~«t  resources, it makes no sensc to spend these resources where there is no

cutablished need and when there are other problems begping attention where \
spending of resources would bring great benefits.

(2) It is proposed that no new source of vinyl chloride he constructed -
within 8 kilometers of an existing source, unless emissions of the existing

source are roduced so there is no net increase in total amissions. This is an

cxtraordinarily costly proposal having anti-competitive effects as well. Costs

of increcascd capacity will be sizeable, debottlenecking expansions at existing
facilitics which have been so heipful in past to keep American Industry

competitive in world markets may be cxcluded. There will be a tendency to

SCC
2-1844



"'f_f'overbuﬂd new Capac1ty to avmd future restrumts and smallcr companies w111

" be comparatwely dlsadvﬁntagcd Enussmn/alr conCentratlon modelmg stud1e5
A"-"havc shown th1s proposal would cause but a 0.1 part per billion change in S
‘air concentrations within the 8 kllomctcr cn'cle Considering the public is Oﬂ;ﬂ‘ﬁ/ﬂ‘i
nét “n'ow at risk such a proposal simply is not responsible. _ O’T"W
(3) It is proposcd that new plants and after threc ycars, exis‘ting ﬁlant;
imit viny1l chlorldc conCentr:Jtmns in vents to S ppm rather than 10 as required
by the existing standard. It is not rcasonable to expect that plant systems
designed to perform to the 10 ppm limit can be expected to perform.to the
lower limit with equal reliability. ﬁlerefore, this proposal would require
further cxpcndi"turcs whi::h arc not reasonable considering IPA themselves have

stated this "will have the effect of reducing totak«cmissions by less than

- Ve v

—adey
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