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MR, JUSTICE CLARK; : ' o .
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Thié is a petition for reviaw of the health and safety rcgulations

"for the vinyl chloride industry, 29 C.F.R. §1910.93q, promulgated by the
Secretary of Lai:oz; on October 4, 1974, pursuant to the Occupatio:l\al Safety
and He.:a,lth Act,‘ ‘29 u.s.cC. §651 et seq. (hereinafter OSHA). 'I‘h-e standard
and the Se.;retar'y's statement of reasons for its imposition‘an"b s~et forth o E

at 39 Fed. Reg. 35890-35§898. In brief, the Secretary has adopted a standard’ ‘é

ot

which requires thav no worker is to be exposed to concentrations of vinyl ' k4
chloride in excesg =iaz= part per million (ppm) wgr;‘e 3 over any eight- : 9 : ;"‘
hour period. 29 C.F.R. §1910,93q (c)(1). Lo
Petitioners -- manufacturers of vin'yl chloride and vinyl ' .

chloride products_-- make five principal cl.aimsz (1) the available scientific ﬂ"l'
and m;dical evidence does not establish -th-a.t the 1 ppm exposure level iadopted:_ ‘f
by the Secretary is required by health or safety consideﬁtiom; (2) that th; , ?

Secretary violated the requirernemnts of 29 U. S, C‘. §655(b)(5) by adopting a . 5

standard which is technologically and economically l‘nieauible for the i.ndustry‘ f'

. _ R

¥

to meet; (3) that the standard is o vague and uncertain in its terms that n
»
enforcement will violate the requirements of due process; (4) that there was . *

no substantial evidence in the record to support the Secretary's conclusion
that those who fabricate products out of vinyl chloride should be subject to B .
the same r;quirements as those wh.o produce vinyl chloride; and (5) that th .
Secretary's sign and labelling requiremet;ta unduly and hency unlawfully
emphasized the carcinogenic properties of vinyl chloride. We find thes

contentions ngeritleu. and the petitions for review are accordingly denied,
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SCOPE OF JUDICIAL REVIEW

Before proceeding to an cxamination' of the regullations at
issuc io this case, it would be wise to reemphasize the unique nature
of the court's rolt; under OSHA, ‘Although the statute sets forth general '_..
policy objectives and a, procedural frameworkl; the formulationg of
specific safety and health policies is left to the Secretary, subject to
review in the United States Courts of Appeals. OQur man;iate is contained
in 29 U,S.C., § 655 (f), which states in relevant part: |

The determinati;)nn of the Secretary shall be

conclusive if supported by substantial evidence in the

record considered as a whole,
Yét the traditiohal '"substantial evidence' test is almost impoasible of
application where , as here, the Secretary's decision-making is
erssentially legislative in character.

The problems involved in according judicial review in such
cir;mnstances have been wisely discussed by Judge McGow.an in

Industrial Union Department, AFL-CIO v. Hodgson, 499 F. 2d 467

(D. C. Cir, 1974), who pointed out that, under OSHA:

[Tlhere are areas where explicit factual findings
are not possible, and the act of decision is
esscntially a prediction. based upon pure legislative
judgment, as when a Congressman decides to vote
for or against a particular bill,

oo e A

[Pllicy choices of this sort are not susceptible to

the same type of verification or refutation by reference
to the record as are some factual questions, Con-¢
sequently, the court's approach must necessarily be
different no matter how the standards of review are
labeled. [499 F. 2d at 474-75.]
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In these ‘circu.rnu‘ia'ncen. Judgae McCGowan concluded. the revicwing
court must recognize lthat its task defies generalized description
ar;d go from there to' achieve its paramount 6bjective which "is to
see whether the agency, given an esscntially legislative task to
perform, has cari‘ied it o(zt in a manner calculated to negate the

dangers of arbitrariness and irrationality in the fcrmulation of rules

for general application in the future,'" Automotive Parts & Accessories

Assn, v. Boyd, 407 F, 2d 330, 338 (D.C. Cir. 1968).

' Thus armed with these salutary remarks on our limitations
and our obligations, we turn to the challenged regulations, The
' examination of the 4,000-page record in this case has been a prodigious
task, aggravated by, duplications‘of testimony, irrelevant‘exhibitl and
letters, almost illegible reproduction of documents, and a generally
blunderbuss approach in petitioners' briefs, Given the task, howéver.

we have performed it and conclude that the standard laid down by the

Secretary is fully supported by the record and well within the require-

ments of Universal Camera Corp, v. NLRB, 340 U.S. 474 (1951), and

Assoc, Industrics of New York State, Inc. v, Dedartment of Labor, 487 F.

2d 342 (2d Cir. 1973), as well as Industrial Unior Department, AFL.CIO

V. Hodgaon. supra,
11,

BACKGROQUND

There are three basic components of the vinyl chloride industry.
First, there are the manufacturers of vinyl chloride itself. A gas at
3

ambient temperatures and pressure, vinyl chloride monomer (VCM) is

primarily synthesized by the oxychlorination of ethylene in a handful of
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' produce an astounding variety of wares, such as pipes and conduits for. -

.rpe vutdoor production 'plan'ta Wméh resemb}é oil r‘eﬁnér-{es.
Ghell, Dow, and Gocdrich aro the loading producers, accounting for
3¢ me‘ 50% of ‘the ‘.?;2 billion pom:xds annually available in the United .
States, Because of the high degree of automation involved in this
manuf.actqrin:g,;:r:ocess, only some 1,500 workers a?e empioyed in
VCM productiqp.v .VCM plants are open-air facilitien."prlf.xaa:ily in
tte South, . | | . v

et Secon;l, there are the manufacturers of polyv'inyl chloride

(I°VC), : Virtually all vinyl chloride is polymerized into thermoplastic

-

PVGC résin. which serves as the basis for a wide varjety of useful
ptasti‘c products. Goodrich is by far the largest single producer, S o
prpducing some 207 of the country's 5.4 billion pounds annually, though‘
in tofal there are only 21 companies operating the 37 PVC plants, o
Historically, PVC production has been a '"batch'" or non-cont‘inuous ’. : 1
operation carried out in relatively small (2,000-6, 000 gallon) ”reacto‘rs'l"
w'hi'c.:h require frequent cleaning; the trend, however, is towards sub- ' -.
ntantially larger reactors, PVC plants are not open-air facilities and .
are generally located in colder climates than VCM plants, They employ ;":
some 5,000 workers, ' : .‘4
Third, and finally, there are the fabricators of products which ey
utilize PVC resins., Innumerable firms throughout the country, employ-. N

{ng thousands of workers, compound PVC with plasticizers, heat utabilize#‘-lv,'_'i.

lubricants, light stabilizers, flame retardants, or impact modifiers t _.’.M,?

TR T,

“a
'Q

building and construction, flooring, wire and cable, furniture, phonogr'\p‘.\'f.

e
Yt

records, and packaging. In fabrication, residual VCM that has been .. 1-'
- ' 3

entrapped in the PVC resin escapes during the heating process, and in '
this ‘w:w‘v}orkerq in the fabricating industry are also exposed to vinyl
chloride, ' '; ‘ s
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tho iuyl- chloride indu’stry arg subjected to a sexl-ioul. health risk

[rom VCM. Although conclusive proof of the carcinogenic and,

e .

i'n turn, :fa!:a:l 'char:.actar of VCM did not emerge unt{l early in 1974
when (th'ﬂl deat’llza" otl'lg;hree workers in Goodrich's PVC' plant at Louis-
ville M;ere ;'g.parted," strong warning signale had appeared long before.
As early"aav"l“f)"ﬂ‘).'; when the vinyl chloride industry h;d barely reached
oA

eraary,l a study conducted among vinyl chloride workers

- '

its tenth’anni

¢

in the Soyi.e:t' ﬁnidn Ifou:_xd "li.ver d‘amage in 15 of 48 workers studied,
and in 1958’0.'::;1 19522, Dow Cﬁxem{cal gcientists elicited liver irregular-
itiels 'in‘ rats "and rabbits at a 100 ppm concentration of VCM. Although
Dow-:;'egommén‘dé‘d a 50 ppm allowable level in 1961, the industry
adhe:'*ed‘tb' i.te previo{xs 500 ppm standard.

We need not outline in detail the morbid "Vinyl Chloride
Chro:nology"'. publi.s‘hed by an industry spokesman, the Manufacturing
'Ch1émists‘ Association (MCA), in a 1974 press release (Joint Appendix
;t 134"-'-145) in order to illustrate the mount‘ing evidence of VCM's
carcinogenicity, Indeed, the record showa what can only be described
Y al course of continued procrastination on the part of the industry to
protect the lives of its employees, In 1967, when the industry had not
reachgd its thirtieth anniversary, upon receiving recurring reports of
the softening of the finger tips and bone of VCM PVC workers, the

.Mamﬂacturing Chemists Association had the University of Michigan

study the causes of this abnormality, Three years Jater, in 1970,

whexi it was advised that research could not pinccint the cause of the

malady but recommended a VCM/PVC ceiling of 30 ppm VCM, nothing
was done. And in March of the same year, Dr. F. L. Viola of the Regina

Elena Institute for Cancer Research in Rome, Italy, published a report that
30,000 ppm VCM exposure for four hours per day. five days per weck for a

".-.“: - ",_, o ) l . -8-
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Tt the e nih h. e mrml Cancen Cor{,rc:» dr:Scnbcd c>b~erw woE of -
~~axiant tuinors in lhc ur canal&: of. rata aubjt.cted to the same c.xposum...

o _.gntly relymg on Dr onl.&'a comment at the close o! his abstract that;
- B A ] .
PN g nnhca.tmna to human pathology can be extrapohted irom tho experimental

T 8!
'

r’ddf.-!..’ re uortcd in t‘na paper, " tha industry did nothing, : S ', .
In 1971, MGA began to mc;u’.re by letter rcgarding the conduct of
mucologxcal studles rm laboratory animals with VvCM and in May of 1971 heard

u deta 1lec1 presenta.tmn by Dr. V'xola regarding his earlie!: studiea as well ag

other stumes then unreported. The mduatry began talking about raiumg funda
for ¢} id..mmlogxcal research,on VCM carcmogenicity. but not until March 30,1677,

' . ’

did 17 U ' 8. compamea agree to finance such a study. By then, ’the first deaths

l
[

of U, S workera due to VCM exposure were being recorded.

‘. Mon‘ths were consumed in 1972 by negotiatib'ns among; the

. at l
]

*a.rhci atmg company representatives, and it was not until Febtuaty of 1973

that a protocol was agreed upen and a research contract for animal exposure
studia ed Mea.nwhile, atarthng results from European experiments
were fi!térihg back to the induétry. By January of 1973 it was discovered

that EdrOpgan experiments with rats had not only found tumors of the ear

canal (whicﬁ Dr. Viola had reported as early as 1970), but also of the kidﬁeys

and liver at concentrations as low as 250 ppm VCM, but not at 50 ppin,
This discovery. however, was kept confidential, and it wla.l not even

revealed to the National Institute of Occupational Safety and Health (NIOSH)

a._'g&_. L

until July 17 1973.

o ‘.E‘a,rlie.r. on September 27, 1971, a patient of Dr. J, L. Creech,Jr. ..
~plant ph{;afcinn of the B. F, Goodrich Chemical Company in Louisville,
K.c\ntu‘c’k‘y, ¢'ed. The patient had been employed for 15 years as a

helper and operator in Goodrich's Louiaville PVC plant, When first

R -9.
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Fow, stelized, a tentative diagnusis was mado of a’ blceding duddenal
ulcer, but upop r¢-admitiance and after an cxplomtn‘ry laparotomy
snd biopsy was carried out, he was found to have anglosarcoma of

4

the liyer, ,ap\e;cc_eptioﬂally rare and irreversible c‘ancer which strikes
only lrple.r;gn in s‘ome 50,000, no more than 20-30 persons a year.
Eightéen x‘no‘nthe'\. lgte;'. on March 3, 1973, another former employee
of the‘Louissl'ille plant died, and a third died on December 19, 1973,
again‘of angiosarcoma of 't;m liver, Recognizing "the rarity of the
tumor and learning that all three had worked in the Goodrich PVC
plant, Dr, ‘C“reech brought the matter to the attention of ‘Gcodrtt.‘h.'
and thelan‘ an_January 22, 1974, to the attention of the National Institute
of Occupational Safet'y and Health (NIOSH), ) . . s
' News of other deaths followed swiftly. - On January 29, 1974,
Goodrich reported Ehe death of a fourth former employee from angiosaicoma;
8 report of the death of a fifth employee followed on February 15th.
Si:; days !alter, Union Carbide advised NIOSH of the death of one of
its PVC workers from liver angiosarcoma, Goodyear Tire. and Rubber
Company announced a vinyl chloride worker fatality from liver angio-
sarcome on March 1, 1974, and reported two more such deaths from
the same cause on March 22nd. . Goodrich reported cases of liver
angiosarcoma in two of its living employees. On April 16, 1974,
Firestone Plastics announced the death of one of its empioyees from
the same disease, Finally, on May 10, 1974, the Natioral Cancer
lnstitut; diagnosed another Union Carbide VCM worker as a victim

of the same diSe:‘ue. In all, the dcaths of 13 workers in the PVC

and fabricating industries were reported,
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Two.daya"aftcr Goodrich made its reportllto NIOSH of its
flir.ut three VCM worker decaths, an inspection of its plant by NIOSH
indicated considerable exposure of workers to VCM , and controi

_procedurcs as well as precantionary monitoring were recommended,

NIOSH'a.lertcd_ other federal agencies and after additiopal irivestigation

|
!

soon concluded‘that VCM was the suspect agent for a new occgi:ational
cancer, On April 5, 1974, :ha Assistant Sccretar;lr of Labor, acting

on behalf of the Sécrc.tr';'_. hedd a hearing and' pr‘orhulga.ted an c;r'nergency
tc.-mporarg} standard of 50 ppm TW!(}—i'n lieu of the prevailing 500 ,épm one,
At the hearing, industry itself showed concern, and evidence wan '
"presented that ‘bot.h VCM and PVC plants could reduce canccnt.rati'c_ma
below 50 ppm TWA. As in the past, Dow Chemical spoke out for
worker safety and u.rged that industry exposure be reduced to 50 ppm
TWA by operational and engineering changes and that appl;opriate'
rcu.piratory protection bz given where such level was not attainable,

The Assistant Secretary concluded that the evidence demonstrat,ed‘ VCM
to be carcinogenic for man, See 39 Fed. Reg. 12342, Monitoring and
housckeeping requirements were also imposed, and a requirement was
included that, if the 50 ppm level was brea‘ch‘ed, appropriate respifators
equipment be furnished workers, The emergency order was limited to
six months "during which time the whole question of poss.ible exposure
of humans to VC would be reconsidered more fully and in the light of

more information, including experiments which are underway at the

time, " 3
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rotificgd MCA that its jil‘climlﬁary findings in thcir“agirvnal e@psure

study showed that,ahgiosarcomu of the liver was produced in mice a:
8 level of 50 ppm ‘of vinyl chloride, and MCA so informed the federal

govermment, "On ‘Méy 10, 1974, the Assistant Secreta'ry again ac;_ted.

v u

Issuing n notice of fSro poue‘d' pérma;zent rulemaking, hé drew attention
to thu”MC.'A “'udy ,resulta and notecf'that: ."the question of a safe level
of expést.;ré for fmmans cangot be determinédd at this time, and may
con‘tinue as a mattez" for acie.ntiﬁc déliberatiox‘x for many years,"

39 Fed., Reg. ’16'986. In the interim, he concluded, it was ne-ceﬂ‘sary
to abandon the.S_O ppm emergency temporary standard and to es;:ablis':.
it at as' low a level as can be detected using mefhddologies sensitive
to 1| ppm plus-or-minus 50%, i.e., the so-.called "no-d‘etecta!;le" leval.
This level waes to be reached through the ”ir;stitutinn of engineering

, controls and work practices as soon as feasible,!" but respiratory

prétection wag to be afforded where the goal could not otherwise be

achieved,

On May 24, 1974, notice of a hearing on the proposed starndard

to be held before an Administrative Law Judge was given, Eight dayvs of

hearings were held during June and July of 1974, and additional materials

were received from interested parties until September 25th. 1In addit".bn.

the record of the previous hearing on February 25, 1974, was ordered

to be included,

On Qctober 1, 1974, the final standard was promulgated, effective
v January 1, 1975.,—2- See 39 Fed, Reg. 35890. The main provisio=s

are as follows:
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