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DEPARTMENT OF LABQR
Occupational Safety and Health'
Administration

[29 CFR Part 1910)
{Docket OSH-36] -

VINYL CHLORIDE; OCCUPATIONAI,‘
EXPOSURE STANDARD

Hearing

On May 10, 1974, notice of proposed
rilemaking with regard to s permanent

‘L PR
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standard for occupational exposure to
vinyl chloride was published in the Frp-
grAL Rrcrster (39 FR 16806) . The notice
provides an opportunity for public par=
ticipation in the proceeding, by means
of written submissions to be malled to
the given address, postmarked no later
than June 10, 1974. The notice also per-
mits interested persons to file objections
to the proposed standard set out in the
notice and request a hearing thereon.
The objections must specify the pro-
visions of the proposed standard to
which objections are made, state the
grounds for the objections, be accom-
panied by a summary of the evidence to
be adduced at the requested hearing,
and must be postmarked no later than
June 10, 1974, i

Informal contacts with Occupational
Safety and Health Administration staff
have disclosed widespread interest in the
proceeding. a probability of requests for
& hearing, and an alleged need for more
time for the submission of written com-
ments and the formulation of objections
in accordance with the requirements of
the notice. .

Accordingly, it has been decided to
walve the requirements for objections
and request for a hearing thereson and
instead to set for hearing the entire pro-
posed standard, set forth in the May 10
notice. It is hoped that this decision will:
(1) Eliminate the possible difficulty of
formulating appropriate objections with.
in the short period of time fixed in the
notice; (2) permit full participation at
the hearing. without limitation as to is-
sues; and (3) expedite the proceeding,
in view of the six-month provision in sec-
tion 8(c) of the Willilams.Steiger Occu-
pational Bafety and Health Act of 1970,
and the expectation that s hearing would
be requested and scheduled anyway.

Therefore, pursuant to sections 8(b),
6(c), and 8(c) of the Occupational Bale-
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ty and Health Act of 1970 (84 Stat. 1593,
15086, 1599; 26 U.8.C. 855, 857), Secretary
of Labor's Order No. 12-71 (36 FR §754)
and 290 CFR Part 1911, the notice of the
proposed rulemaking on vinyl chloride
published on May 10, 1974 at 39 FR
16896, is hereby amended {n the follow-
ing respects: (1) The part of the notice
concerning the flling of objections and
requests for hearing, in the third full
paragraph of the middle column of pase
16897 of the May 10 issue of the FrpEraL
Rrcister, is withdrawn; and (2) in lieu
thereof the following paragraphs are
added:

Data, views, and arguments concerning the
proposed standard will be received by an ad-
ministrative law judge, to be appointed bv
the Chief Adininistrative Law Judge of the
Department of Labor at an informal hear-
ing to begin at 9:30 a.m. June 25, 1674 in the
Departmentsal Auditorium on Constitution
Avenue, between 12th & l4th Streets, NW .,
Washington, D.C.

The hearing shall be conducted in accord-
ance with the rules of procedure in 29 CFR
Part 1011, Any interested person desiring to
participate at the hearing must file a notice
of intention to appear with Ms, Joanne Gocd-
ell, Attn: Docket OSH-38, Occupational
Bafety and Health Administration, 1726 M
Street, NW.. Boom 200. U.5. Department of
Labor, Washington, D.C. 20210 no later than
June 17, 1974. A notice must state the name
and address of the person to appear, the ca-
pacity In which he will appesr. and the ap-
proximate smount of time required for his
presentation. In addition. to the extent prac-
ticablie, the notice should contain s genersl
statement of the position to be taken with
respect 1o any provision of the proposed
standard, and of the evidence 1o be adduced
in support of the position.

In all other respects, the May 10, 1974
notice of proposed rulemaking remains
unchanged. .

Bigned this 22d day of May 1974.

Jorn H. BIENDER,
Assistant Seeretary of Labor.

[FR Doc¢. 74-12188 Filed 5-23-74:11:15 am)
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CONSUMER PRODUCT SAFETY
COMMISSION

[16CFRPart1500]

SELF-PRESSURIZED HOUSEHOLD SWB=-
STANCES CONTAINING VINYL CHLORIDE

Proposed Classification as a Banned
Hazardous Substance

In response to recent information on
the toxicity of vinyl chloride monomer
and in response to a petition received on
February 21, 1874, from the Health Re-
search Group, Washington, D.C., the
Consumer Product Safety Commission
proposes to ban as a hazardous sub-
stance any self-pressurized product
(nerosol product) for household use con-
taining vinyl chioride monomer. By
notice published May 9. 1974 (39 FR
16511), the Commission determined that
consumer products containing vinyl
chioride monomer as a propellant or
ingredient are products which could
create a substantial product hazard and
required manufacturers of such products
to submit certain information to CPSC.

Section 2UND(1)(A). of the Federal
Hazardous Substances Act (15 UBC.
1261(f) (1) (A)) defines “hazardous sub-
stance” as “any substance or mixture of
substances which is toxic * * * {f such
substance or mixture of substances may
cause substantial personal Injury or
substantial {liness during or as a proxi-
mate result of any customary or rea-
sonably foreseeable handling or use, in-
cluding reasonably foreseeable ingestion
by children,” Section 2(g) of the act
states that “the term toxic shall apply
to any substance * * * which hasg the
capacity to produce personal injury or
fliness to man through ingestion, inhala-
tion, or absorption through any body
surface.” Section 2(q) (1) (B) of the act
defines s “banned hazardous substance”
as “any hazardous substance intended,
or packaged in a form suitable, for use
fn the household, which the Becretary
{now the Commission] by regulation
clazsifies as & ‘banned hazardous sub-
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stance’ on the basis of a finding that,
notwithstanding such eautionary label-
ing as is or may be required under thi:
Act for the substance, the degree o
nature of hazard involved in the pres-
ence or use of such substance in house-
holds ts such that the objective of the
protection of the public health and safe-
ty can be adequately served only by
keeping such substance, when so in-
tended or packaged, out of the channel;
of interstate commerce.”

The Commission has determined tha*
reasonable grounds exist to propose thn
banning of self-pressurized products for
household use containing vinyl chlorids
on the basis of toxicity. These grounds
include the following:

(1) Human data. On January 22, 1974,
the Occupational Safety and Health Ad-
ministration was informed by the Na-
flona.l Institute for Occupational Safety
and Health (NISH) that the B. F. Good-~
rich Chemical Company reported that
deaths of several of its employees from
e rare form of liver cancer may have
been occupationally related.

The employees of the B. P. Goodrich
Chemical Company who died from angio-
sarcoma of the liver had an average
exposure of approximately 19 years of
vinyl chloride, at unknown concentra-
tions, and variable exposures to other
volatile chemicals, Some employees of
Union Carbide Company and Goodyear
Company are also reported to have had
exposure to vinyl chloride and to have
died from angiosarcoma of the Hver.
Finally, autopsies of four deceased em-
ployees revealed that liver angiosarcoma
tumors were histologically indistinguish-
able from the anglosarcoms tumors
observed in Professor Maltoni's experi-
mental animals (see below),

(2) Animal data. Professor Cesare
Maltoni, of the Instituto di Oncologia,
Bologna, Italy, reported on a series of
experiments on the effect of exposure of
rats, mice, and hamsters to vinyl chlo-
ride at concentrations of 10,000; 6,000;
2,500; 500; 250; and 50 ppm for varying
period of time. Some of the experiments
have been concluded, and others are still
ongoing. The experimental results so far
reported are that tumors have been ob-~
gserved in groups of animals exposed to
vinyl chloride at concentrations as low
as 250 ppm. .

These data are contained in the trans-
cript of an “Informal Pact Finding Hear-
ing on Possible Hazards of Vinyl Chloride
Manufacture and Use,” U8, Departmen’.
of Labor, Occupational Bafety anc
Health Administration, February 1F.
1974. A copy of this document is avall -
able for public Inspection at the Office 0
the Secretary, 1750 K Street NW,, Wash-
ington, D.C. 202017.

The Commission is in receipt of a peti-
tion from the Health Research Grour,
et forth below, “to itnmediately prohibi:
thes continued use of vinyl chloride as «
propellant for aerosolized consume.
products and to remove all products con-
taining vianyl chloride as a propelan:
from the market because there is sub-
stantial evidence that vinyl chioride 13
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4@ polyviny! chloride plant, the Department
of Libor pubilshed on January 30, 1974 »
request for information and a notioe of a
fact-finding hearing on the patsible hazards
sasociated with the maufacture and/or use
of vinyl chloride (Frorxat. RrawsTEIR Janu-
ary 80, 1974). At the hearing held on Febru-
.ry 15, 1974, the Industrial Union Depart-
ment of the AFL-CIO petitionad for an emer-
gency temporary standard to prevent any
worker exposure to vinyl chloride.

VI. The Grave Danger Resulting from Ez-
posure to Vinyl Chloride—A., Acutes Kffects.
vinyl chloride is & gus which can eauss un-
~onsclousness at extremely high concentra-
.dons. Inhalation of a 2.8% concentration of
vinyl chloride can cause dizziness, disorienta-
*ton and headache (ILO, p. 1466). A% an 8-
«4% oconcentration cardiac arrythmiss have
been obsarved in experimental dogs (ACGIH,
p- 477). The Comamittes on Aerosol Toxicity
has voiced concern over the use of certain
gases—including vinyl chloride—as com-
ponents of propellant/solvent systems in
nercsols because they are capable of produc-
ing “cardiac sensitization” (Committee Re-
port, p. 19).

B. Evidence of Carcinogenicity. On Janu-
ary 22, 1974, the B, P. Goodrich Company an-
nounced that three—and it i3 now known
five—of its Loufsville, Eentucky, vinyl-chlo-
ride workers had died of angiosarcoma (or
hemangioendothelioma) of the liver, an ex-
ceedingly rare form of liver cancer. The five
deaths occurred between 1064 and 1973, with
the time of developroent of liver cancer after
the onset of exposure to vinyl chloride in the
four workers for whom this information is
known from 14 to 27 years.

The National Instituts for Oacupational
Safety and Health, estimating that only
twenty to thirty people die in the United
States every year from this particular type
of cancer, has announced the discovery of o
new occupational cancer associated with the
polymerization of polyvinyl chloride from
vinyl chloride, with vinyl chloride as the
chief causative suspect (Statement of Dr.
Marcus Key, February 1, 1974). The dissase
{3 Invariably fatal, once cancer has been ini-
tiated (Statement of Dr. Irving Selikoff, Peb-
ruary 18, 1974).

The ecarcinogenic effects of exposurs to
vinyl chloride have heen demonstrated by
Viola and Malton], in separate experiments.
Viols produced anglosarcomas of the liver In
rats when exposed to 30,000 ppm for 4 hours/
day, 5 days/week, for 12 months (Viola, p.
20). Maltonl has produced the same type of
cancers when exposing rats to much lower
doses (Statement of FProf. Cesare Maltoni,
February 15, 1974). After 127 weeks of ex-
posure to vinyl chloride (4 hours/day; 5 days
s week, by inhalation), Maltoni reported liver
tumors in Sprague-Dawley rats at exposures
a3 low as 250 ppm. (See table below).

RENOLTY OF MALTONI'S EXFERIMENTAL BrUOY

Number of
Exposnes leval-w Number of snimals
viny] ehlovide, animals
by inlmlation oxposed Hvor
angioseoowas

10,000 ppm. ooz [ [ ]
6,000 PP 4y 72 1
2,500 Py o et " ]
N — [ 14 7
o R o4 1
0ppm..e o — 2 [ [ ]

. PROPOSED RULES

Dr. Malton! reported that he la currently
conducting an experiment using 300 rats
exposed to 50 ppm, mnoe the falure of the
low doss of vinyl chloride to induce cancer
may be s function of the small number of
animals tested

In addition, Maltoni has obssrved two -
brosing ‘ angiosarcomas in the offspring of
pregnant rats exposed to vinyl chloride. He
stoted that such fibrozing anglosarcomas
have never been observed as occurring spon-
taneously in Sprague-Dawley rats.

C. Other Ervidence of Liver Disease. As
early as 1861 Torkelson ef al. reported that
abnormal histologic changes wers noted in
the livers of rabbjta after repeatad exposures
to 200 ppm of vinyl chiloride, Slight liver
enlargement was noted at doses as low as 100
PPm (Torkelson et al.}). -

A 1967 Prench study of 183 workers en-
gaged in the production of PVC found lver
enlargement in 30% of the cases studied
(Suciu st al)).

A later report of the haalth experience of
Dow Chemical's vinyl chloride workers re-
vealed no overt {liness, but did determine
that certain blood tests of liver function
{e.g. beta liproproteln, the icterus index, and
bromosulfaletn retantion time) were abnor-
mally altered, On the basis of their indings,
the authors concluded that some degree of
liver dysfunction might result from a TLV
for vinyl chloride of 300 ppm (Mutchler et
al).
Marztellar ot al. reported within the past
few months that 19 out of 20 workers who
had been exposed to vinyl chloride for 114
to 21 years at a PVC producing plant in
Germany had soms type of liver disease, 1D~
cluding gross changes of the liver and spleen.
Direct itnspection of the liver and splesn (by
surgical operation) showed dizease to be
present in 14 out of the 20 workers (Marstel-
lar et al.).

D. Evidence of Other Chronic Effects. In
October 1963 ostaolytic lesions were first ob-
served in two Belgian plastics workers who
wore also suffering from Raynaud'’s phenome
enon due to constriction of the local blood
vesselz in their hands (ILO, p. 1466). This
hand syndrome—termed acroosteolysis-——has
sinoe been observed in over 30 workers in the
United States employed in the manufacture
of PVC reains (Wilson st al.).

VII. Relief Requesrted. Weo request that
the Chairman of the Consumer Product
Safety Commission declare asrosolised cons
sumer products containing vinyl chloride to
be “banned harardous substances,” under
the definition of 18 US.C. § 1281(q) (1) and
under the suthority granted the Chairtnan
in § 1262, Moreover, under the authority ot
§ 1265, the Chairman is requestsd to remove
irom sale such consumer products contain-
ing vinyl chioride as propellants and to
prohibit the Intreduction of such serosolized
products containing viny] chloride into in.
terstate commerce.

Ths chronic toxicity and evidenos of car.
cinogenicity of vioyl chloride monomer for
humans has been documwnted by sclentifie
studies and clinical reports. Purther use of
vinyls chloride monomer &8 & propellant for
serosolized consumser products must be pro=
hibited sinoe thers 18 no evidence that hu.
man beings can safely be exposed to the
chemieal.
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Dated: Washington, D.C.. Pebruary 2!,
1974.

Respectfully submitted,
ANTREA M. Hxicxo

Smyxy M. WoLrr, M D,
2000 P. Street, N.W. #708
Washington, D.C, 20036.
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