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[4910-13)
: (Airspace Docket No. 15-WE-5)

PART 71-=DESIGNATION OF FEDERAL
AIRWAYS, AREA LOW ROUTES,
CONTROLLED MHPAC!, AND RE-
PORTING POINTS . .., ..

PART 73--SPECIAL USI AIRSPACE

Doslgnoiion of hmporcry Restricted
1y \
AGENCY: Pedorll Aviation Adm.im:-
tration (FAA), DOT, 3y 0w

ACTION: I“!nl.lrule.-‘ b

BUMMARY: These amendmenn des-
{gnais a temporary. restricted area
identified as R-230% In the vicinity of
Bill Williams River Valley, Aris., to
contain high explosive detonations.
Thess zmendments .provide for the
safe and efficient use of the navigable
airspace By prohibiting unsuthorized
m.m opentiom of nonparticipating
du!mud

areas
dunnz the duignlud period.

‘EFPECTIVE DATE: July 13, 1978,
Period of designation {s August 27,
1978, through September 2, 1978.

FOR FORTHER . INFORMATION
CONTACT: -

Mr. Richard Buff, Aimwe Regula.
tions Branch (AAT-230), Airspace
and Afr Traffic Rules Pivision, Alr
Traftic Service, Federal Aviation Ad-
ministration, 800 - Independence
Avenus SW. Wachington, D.C,
T 2305913 telephone. 20“28-3715.

EUPPLEMENTARY INFORMATION:

On April 20, 1378, the FAA proposed
to amend Parts 71 and 73 of the Feder-
sl Aviation Regulations (14 CIFR Parts
71 and 73) to designate s temporary
restricted ares {dentified sz R-2309 in
-the vicinity of Bill Williams River

Valley, Ariz., to contain high explosive
detonations and to include this re-
stricted area in the cont{nental control
area for the duration of its time of
designstion (43 FR 16741). Interested
persons were invited to participate In
the rule making proceeding by submit.
ting written comments on the proposal
to the FAA, We received two responses
to the NPRM in which the com-
menters posed no objections to the
proposal. Sections 71151 and 73.23
were republished in the FEDERAL Reg-
1sTER on Januamry 3, 1978, (43 FR 344
and 684).

THE RULE

These amendments to Parts 71 and
73 of the Federal Aviation Regulations
designate s temporery restricted ares
in the vicinity of Bill Williams River
Valley, Ariz., to protect nonparticipat-
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ing aireraft from s large scale airblasti AYlsaxxd\gl%umnmn. D.C., on May

associated with a high explosive Ileld

test program called Misers Bluf , T-

which involves the detonation of hl

explosives. In additian, the airspace at
and above 14,500 feet MSL during the
designated period (continuously from
0001 August 27. 1978, through 2400
hbours, local time September 2, 1978) is
included in the continental comtrol
area.-*These amendments sdopt the
airspace actions proposed In the
NPRM (43 FR 18741), In accordance
with established FAA policies, the
using agency has provided the FAA
with 8 statement that thes require-

ments of the National Environmental

Pol.kv Apt have been met.
Du.rmca INYORMATION

'I'ha prindpn suthors of this docu-
ment ars Mr. Richard Huff, Air Traf-
fic Sarvice, and Mr. Richard W. Dan-
!orm. Office of the Chief Counsel,

Anomox OF THX AMENDMET?

Aceordinuy. pursuant to the suthor-
ity delegated to me by the Administra-
tor, Subpart D of Part 71 and Subpart
B of Part 73 of the Federal Aviation
Regulations (14 CFR Parts 71 and 73%)
x3 repubilished (43 FR 344 and 684) are
amended, elfective 0301 G.m.t., July
13, 1978, us follows:

In §71.151, the following temporary
restricted area is added for the durs-
tion of iis time of designation from
001 hours, August 37, 1873, through
g;gg. hours, lou.l tlme. September 2,

R-2300 Misxns BLov?, lm:.
In §73.39, the following uumnry re-
ares i addet:

-M-2300 Mzxxxs Brovy, ARz

Boundoriss A circular area with & lo-mul.k
eal mile radius centered lt 1at. 34"15.5' N.

long. 113'52.% W,

Designoted altiiudes Within a 3,000-foot
radius centered at lat, 34°15.5° N, long.
113°52% W., surfate to PL 320; within the
circular area that liea between the 3,000«
fook radius and the 10-nautical mile radius
centered at lat, 34185 N, loag, 113°52.5°
W.. 100 fest above the surface to FL 320,

Time of derigna

August 27 through 2400 hours, local time,
September 2, 1978,

Conirolling apency. Federal Aviation Ade
ministration, Albuquerque ARTCC.

Using upency. Deferse Nuclear Agency
Field Command, Kirtland Alr Poree Base,

(Secs, 307(8), 313(8), Federal Avistion Act of
1038 (49 TU.B.Q. 13¢B{a) and 1354(a)); seC.
8(¢c), Department of Transportation Act (19
U.8.C. 1355(c); and 14 CFR 11.69.)

document does Bt CoBtALn & TabioF prbpae]
nt does not co A major proposal

requiring preparation of an Economie
Impact Statement under Executive Order
11821, as nmended by Executive Order
11049, and OMB Circular A-107,

IS4

23, 1978.
BARE . Broaswares,

CRief, Atrspace and Ay
Traffic Rules Division,
}TR Doc. 73-14898 Flied 8-28-78; 3:48 aum)

. nounces that no objections have been

¢ion. Continuous, 0001 .

5-01]
Titlea 16—~Commercial Practices

CHAPTER I—CONSUMER PRODUCT
SAFETY COMMISSION

HEDIRAL RAZARDOUS
SUSSTANCES ACT REGULATIONS

PART  1500--HAZARDOUS  SUB-
STANCES AND ARTICLES; ADMIN-
ISTRATION AND ENFORCEMENT
REGULATIONS

Self-Pressurized ’ Household - Sub-
stunces Confoining Vinyl Chlaride
Monomer; Classification as Bannad
Hazxardaus Substance

AGENCY: Consumer Product Safety

Commission.

ACTION: Confirmation of final order,

SUMMARY: The Commission an-

. o . )
IS s, a0l IR0 3. L, 1T L 10+ ot wv'J'l.-J

wor sk vl 1 4 b re L I

3 e

flled within the statutory period to ita
fina] order of March 24, 1978 classify-
ing any household substance in a self.
pressurized contsiner contalning vinyl
chioride monomer, manufactured or

itmported on or after October 7, 1974,
as & “‘banned hazardous substance.” In
this document the Commission, there-
fore, confirms the final order,

DATES: The effective date of the rule
declaring aeny household substancs in |
a self-pressurized container containing
vinyl chloride monomer to bhe »
banned hazardous substance ls June
22, 1978. The rule 1z applicable to
products which have been manufsc.
1ture1 9% or imported on or after October
b (%

FOR FURTHER INFORMATION
CONTACT:

Charlea Jacobson, Consumer Prod-

uct Safety Commisaion, Directorate -

for Compliance and ¥Enforcement,

Division of Regulatory Management,

zgshlnston. D.C. 20207, 301-492-
0.

SUPPLEMENTARY INFORMATION'
On March 24, 1973 the Commission
publishad in the FIDIRAL RIGISTER, 43
FR 12308, a {inal regulation® pursuant
to section 2(qX1)XB) of the Federal
Hazardous Substances Act (FHSA), 15
U.3.C. - 1261(qX1XB), declaring any

yoee L

T o L ARSI

1iosl e, b,

1Editorial note: The linal regulation re-
vised 16 CFR 1500.1T(aX10).

Vowr vie ..
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sell-pressurized products intended or
suitable for household use, manufac-
tured or imported on or after QOctober
7. 1974, that contain vinyl chloride
monomer (VCM) u8 mn ingredient or in
the propellant to be “banned hazard.
ous substancea.” The final regulation
was & reissuance of an earlier fully ret-
roactive ban (39 FR 30112) that had
been set aside for failure to hold »
hearing on objections to the retrosc.
tive effect of the regulntion. (For a
complate + discussion on
the original ban, m t.ne preamble to
the March 24, 1978 notice.)

In the March 24, 1978 document the
Commission affirmed iia determina-
tion made in the original ban thst self-

prezsurived household producis con-
taining vinyl chloride mounomer are
toxic hazardous subatances within the
mezning of the FHSA because of vinyl
chloride monomer, which, when in.

haled, has the capacity to produce .

substantial ilineax, specifically cancer.
Because no safe level of human expo-
sure to vinyl chloride monomer has
been established, the Commission fur-
ther affirmed its earlier finding that
adequate cautionary labeling could
not be written under the FHSA for
self-pressurized household products
containing VCM and concluded that
the degree and nature of the harard
presented by the use of these praducts
is such that the public health and
safety can be adequately served only
by keeping the products out of inter-
state commerce, In taking the banning
action, the Commission noted that
ample scientific evidence in the form
of long-term animal bioassays and
human epldemiological studies 1s avall-
abla to demonstrate the carcinogen-
ieity of vinyl chloride monomer by in-
halation and to demonstrate that
human exposure to the substance can
resuit in angiosarcoma of the liver, a
rare form of liver cancer,

The March 24, 1978 banning regula.
tion 2lso provided, as (s required for
the fssuance of regulations pursuant
to section 2(QX1IXB) of the FHSA,
that the procedures for rulemsaking
under section 70i(e) of the Federal
Pood, Drug and Cosmetic Act would
govern and that sdversely affected
persons could file objections and re-
quests for a publi¢ hearing within 30
days of the publication of tha Commis.
sion’s final order,

The last day for the ﬁlinz of objec-
tions with the Commission was April
24, 1978, Sinee no vbjections have been
{lled within the statutary period, the
Commission in this document con-
firms 1ts final order of March 24, 19678,
declaring as banned hazardons sub-
stances any self-pressurized housshold
products containing vinyl chioride
mongmer &5 an ingredient or in the
propellant, manufactured or imported
on or after October 7, 1874.

{Sees. 201, (A, (B), (@), (QK1XB), Ka), Td
8tat. 372, 374, a8 amended B0 Stat. 1304-08,

RULES AND REGULATIONS

83 Stat. 187-129, 90 Stat. 503 (13 US.C.
1261, 1202); zec, TOL (e), <), <(g). 52 Stat.
1085-58, a3 amended 70 Stat. P19, 72 Stat.
048 (21 U.S.C. 371 (e), (1), (2)); sec. 30(a), 88
8tat. 1231 (13 T.8.C. 207%({a)).)

Dlted. May 23, 1978,

Sanve F. DONX,
Acting Secretary, Consumer
Product Safety Conmission,

[FR Doc. 78-14883 Plled 5-38-73; 8:45 am}

{4810-22] ' o
Title 19—Customs Duties

CHAPTER 1-—UNITED STATES CUS-
TOMS SERVICE, DEPARTMENT OF
THE TREASURY

[T.D. 78-150)
PART 153—ANTIDUMPING

Ccrben Siul Plate Frem Japan -

AGENCY: U.S. Treasury Department.

:_\mcnON- Finding 6f dumping; final
e, |

SU‘MM:ARY. '.I:'hh notice iz fo Inform
the public that separate investigations
conducted under the Antidumping
Act, 1521, ax asmended, by the US.
Treasury Department and the Inter-
national Trade Commission, respec-
tively, have resuited in determinations
that carbon steel plate from Japan is
being sold at lass than fair value and
that those sales are Injuring an 1ndus—
try in the United States, On this basis

2 finding of dumping is being issued
and, generzally, &ll unappraised entries
of this merchandise will be liable for
the possible lssessment of special
dumping duties.

EFFECTIVE DATE: May 30, 1978.

FOR FURTHER IN'F'ORM.ATION
CONTACT:

Stephen Nyschot U.8. Customs
Bervice, Office of Operations, Duty
Assessment  Division, Technical
Branch, 1301 Constitution Avenue
NW., Washington, D.C. 20220 202-
586-5492,

SUPPLEMENTARY INFORMATION:
Section 201(a) of the Antidumping
Act, 1921, as amended (18 US.C.
180(a)), gives the Secretary of the
Treasury responsibility for determin.
ing whethter imported merchandise is
belng sold at less than falr value. Pur~
suant to this suthority the Secretary
of the Treasury has determined that
carbon steel piate from Japan is being
sold at less than fair value within the
meaning of section 201(a) of the Anti.
dumping Act, 1921, as amended (18
U.S.C. 183(a)). (Publishied In the Fro-
ERAL REGISTER Of January 13, 1978 (43
FR 2032)) An “Amended Determina-
tion of Sales at Less Than Fair Value'
was published in the Froerar RecIsTen
of March 27, 1978 (43 FR 12780).

22937

Bectlon 201¢(a} of the Antidumping
Act, 1921, as amended (18 U.S.C.
160(a)), gives the United States Inter.
national Trade Commission responsi-
bility for determining whether by
reason of such sales al less thm tatr
value a domestic industry is bein
likely to be injured, The Uniwd States
International Trade Commission has
determined, and on April 18, 1978, it
notified the Secretary of the Treasury
that & domestic industry is being in-
Jured by reason of less than fair value
imports of carbon steel plate from
Japan. (Published in the Froreat Reo-
137xn of April 24, 1978 (43 FR 17410)).

On behalf of the Secretary of the
Treasury, I hereby mako public these
determinations, which constitute a
finding of dumping with respect to
carbon staal plate from Japan.

For purposes of this notice, the term
“carbon stesl plate” means hot-rolied
carbon steel plate, 0.1873 (%) inches
or more in thickness, over 8 inches in
width, not In coils, not pickled, not
coated or plated with metal, not cla.d.
and not cut, prea.sed. or stamped to
non- hape.

Section 153.48 of the Customs Regu-
lations (19 CFR 1£3,48) is amended by

‘adding the following to the list of find.

ings of dumping currently In effect:
§153.46 List of current Bndings.
L ] [ ] [ ] » -

Merchandize cotintry and T'D.
Carbon steel plate, Japan, 78-150.

(Secs. 201, 407, 42 Stat. 11, as amended, 13
(18 U.B.C, 150, 173).3

' Romenr H, MUNDHEIM,
General Counsel
May 23, 1078,
I{FR Doc. 78-15014 Flled 3-28-78; 8:45 am3

[2110-03)
Title 21—Food and Drugs

CHAPTER |--FOOD AND DRUG AD.
MINISTRATION, DEPARTMENT OF
HEALTH, EDUCATION, AND WEL-
FARE

SUBCHAPTER B—FOOD FOR HUMAN
CONSUMPTION

{Docket No. TTN-01TT]

SODIUM THIOSULFATE; AFFIRMA-
TION OF GRAS STATUS AS A
DIRECT AND AN INDIRECT HUMAN
FOOD INGREDIENT

AiG-ENCY: Food and Drug Administra-
tion.
ACTION: Final rule.

SUMMARY: This rule affirms that
sodium thiosulfate ix generally recos-
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This amendment postpones the ef-
fective date of the subject regulation
frem March 23, 1978, to May 22, 1873,
and must be made effective {mmedi.
ately to accomplish fta purpose in the
public interest. It does not appear that
public participation in thixz rulemaking
proceeding would make additional rei-
evant information available to the De-
partment.

Accordingly, under the sdministra-
tive procedure provisions of 5 U.B8.C.
553, it is found upon good cause that
further notice and other public proce-

- dure with reapect to the amendment
are impracticshle, .unnecessary, and
contrary to the public interest. :

Donhe at Washington, D.c.. this 22th
day of March 1978,

Norz.—The Animal and nm Heallhy lu-
spection Bervice has determined that this
document does not contain & major proposal
requiring preparation . of an
Impact Ststement under nmun Ordar
11331 and OMB Glnuhrbl

E. A Scm.r.
Acting Deputy Adminisiratlor,
Veterinary Services.*
IFR Doc. T8-2010 Filed 3-23-78; $:53 am]

PART  1S00—HAZARDOUS  SUB.
STANCES AND ARTICLES; ADMIN-
ISTRATION AND ENFORCEMENT
REGULATIONS :

Self-Pressurized - Housshold  Sub=
stances Contalnlng Vinyt Chleride
Monomer; Classification as lcnnod
Hazardous Substance: -

AGENCY: Consume? pr&duct Sately
Commission. .

gcnowmmdmnm

* BUMMARY: The commhﬂon reissues
a regulation clasa any household
substance In a self-preesirized contain.
er ¢on vinyl chlorids monomer
az & “banned -hazardous substance”

-under the Federal Hazardous Sub-
stances Act., The Commission believes
that there is ample scientific evidence
to establish the carcinogenicity of
vinyl chloride monomer by inhalation
and to demonstrate that human expo-
sure to vinyl chloride monomer can
result in a rare form of liver cancer.
The Commission is reizsuing this regu-
lation on a prospective basis, as of the
date of the original ban (October 7,

PEDERAL

L
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'19'“! beewuse that originsl retroactive

bBan was get aside for feflure to hold &
hearing on objections to the retroac-

. tive effact of the regulation and be.
eause retroactive application of the.

regulation is no longer necessary.

DATES: The effective date of the rule
is June 22, 1978. The rule is applicable
to products which are manufactured
or imported on or after October 7,
1974, Any written objactions must be
received by April 24, 1978.

FOR FURTHER DTFORMATION
CONTACT: .

Charles M, onbwn, Comumer
Product Safety Commission, Diree-
torsts for Compliance and Enforce-

_ ment, Division of Regulatory Man-
sgement, Washington, D.C. 20207,
801492-6400. .

SUTP,LMNTARY INFORMATION
¥ 27" Backezouwn

On Aumt 21, 1074 the Commission
published in the Fyorar RECISTER, 30
FR 30112, a final regulation pursuant
to section 2(QX(1XB) of the Federsl
Hazardous Substances Act (FHSA), 15
UB.C. 1201 (gXK1XB), deciaring any
self-p products intended or
suitable for household use that con.

proposed regulation was published in
the FrormaL Rrarsrzx on May 23, 1974
(39 PR 18115)). The Commission took
that astion because of sclentific stud.
fes linking the death of industrial

' warkers Ifrom & rare form of livar

cancer to vinyl chloride exposure and
because of certain animal studles fur-
ther indicating the carcinogenicity of
vinyl chloride monomer. In that same
document the Commission declined to
exercise any discretion, which it might
have had under the FHSA, to msake its

order proapecilve only, thus
requiring repurchass of products al-
ready distributed under the provisions

-‘of section 15 of the FESA (15 U.B.C.

1274). That document siso provided, as
ix required for the fxsuanoe of regula-
tious pursuant to section 2(qX1)(B) of
the FHEA, that the procedures for ru.
lemaking undar aection 701(e) of the
Federal Food, Drug and Cosmetic Act
would govern and that sdversely af-
fected persons could file obiections
and requests for a public hearing
within 30 days of the pubﬂnuun of
the Commission's order.

Four statements eontalnlni objes-
tions and requests for 2 public hearing
were received by the Commission. The
objections filed focused primarily on
the fact that the ban applied to prod.
ucts already in the hands of consume.
ers and suppliers and required that
such products be repurchased by the
manufacturer. The Commission's
action insofar as it prohiblied the

-

) future mdr&&& Brl&‘.&nd house- =
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lrml%ld products containing vinyl chlo-
e mono ted to.
e&n‘rum the Froex- -
AL Rloum on QOctober 11, 1974 (39
FR 36578), the Commisaion found that :
none of the objections received war-
ranted a stay of the sffective date of
the order or the holding of & pudblic
hearing., The Commission noted that
none of the objectionsz contained a ref-
erence to or an offer to present factual
information
Commission to a conclusion contrary -
to that reached by it.
As 2 result of the Commission's rul- .-

ings on the objections, a petition for 4

review of the vinyl chloride ban as it
pertained to goods introduced into in.
terstate commerce prior to the effec-

tive date of the ban was filed in the .7

Uniteq States Court of Appeals for the -~
Ninth Circuit on October 2, 1874, .

(Pactra Industriss, Ine. v. Consumer -+
Product Salety Commission. Nos, 74- ?..,:

29032; 74-3168). That court, in an opins -
fon filed on May 2, 1977, set nside the .
vinyl chioride ban on the basis that a
public hearing on the objections
should have been held.*

in an effort to determine the appro- -
priate regulatory respons# to .the
Pactra decision, the Commission staff
undertook a field aurvey to determine
the extent of vinyl chlaride-containing
aercsols: in the marketplace. That
survey revealed that no new such-
products containing vinyl chloride had
been manufsctured since 1974 and
that, with the exception of three rela-
tively small lots being held, virtually
no products containing vinyl chlorida
remsained in the marketplace.
Commission contacted the 3 ﬁrm.s
bolding ths products and asked that
they voluntarily destroy their existing
inventories, The firms lubuequent.l:
reported that the Iinventories
either been destroyed or removed
from Commissfon jurisdiction.

Becausa the Information avallable t.o
the Commission indicates that vinyl
chloride-containing aerosois sre no
longer being manufactured or haid
and beeause the Commission continues
to believe that such products, if pro-.
duced, would present a risk of serious

: *That Court of Appesls on December 13,
1974 had granted a stay oI that portion of
the vtnyl chioride ban which required repur-
chase and dlspasal 0f all household products
in the channels of commarce containing
vinyl chloride monomer becmuse the Court
found that the Commisafon hes falled to
comply with the requirements of the Na
tional Environmental Poliey Act (NEPA), 42
U.B8.C, 4321 et seq. Bubseguently, the Com-
mission éonducted an extensive anvironmen-
tal review of the ban and eoncloded that the
repurchisse requirerment would not have s
significant adverse effect on the human en-
vironment and that gn environmental
impact statement was not necesaary, The
Court vacated the stay and the ban re-
mained In sffect until May 2, 1977,
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mnassurinjmv the Commissfon has
decided fo reizsue iz banningy reguls.
tion on a prospective basis only, nz of
the date of the origingsl ban (October
%, 1974). Such action wil! insure that
no seif-pressorissd household sub-
stances containing vinyl chloride mon-
omer are manufacinred in the future.

GROUNDS POR THE BAN

Vinyl chioride is a colorless, flamma.
ble gas under normal conditions of
temperature and pressure, but is gen-
erally handled »x a liguid under pres.
sure, Among the synonyms and trade
names far vinyl chioride are chilor-
oethylene, monochlorosthene, ethyl-
ene mondehloride, vinyl chloride mon-
omer, VO ADE VCM.

viny} chioride monomer i3 not
known to oceur in nsture. The sub-
stance has been produced commercial-
1y in the United States since at least
1928. In 1971, at least ST percent of
the vinyl chioride monomer consumed
in the U.S. was for the produstion of
vinyl chloride homopolymer and copo-
lymer resins. The remainder was used
in a variety of wayz, such as the pro-
duction of methyl chloroform, as an
additive to specialty coatings, and 2s &
component of propellint mixtures for
certain a2ros0l products.

Vinyl chloride has been shown to be
carcinogenic by inhalation in animal
bloa.ssays. In addition, a casual rela-
tionship hxs been demonstrated be-
iween exposure through inhalation of
workers to vinyl chloride monomer
during the polymerization proceas and
the oncet of angicmarcoms of the liver,

& very rare form of live cancer. The
anime]l and human data demonstrat-

ing the carcinogenicity of vinyl chlo-
ride was reference in the Commission’s
1874 proposad and tinal vinyl chioride
banning regulationa (32 FR 181185; 39
FR 30112) and is aunmﬂud and up-
dated below. .

m DATA

In 1974 Professor Cosare Maltoni of
the Inst¥uto. d1 Omcologis, Bologns,
Haly, reported om & ut!as of experi-
ments on the effect eXPORUTS

inhalaties on uﬁ. mice, and
hamsters to v!nyl
concentrations
500, 350, and 50 t for peri-
ods of time. Pre) results of this
study included the observation of an-
glosarcomas-of the-liver in both rats
and mice expoged to ¥inyl chloride at
concentrations as Tow as 250 parts per
million, In addition, malignant tumors
were induced at seversl other sites {n
both specles. (Maltoni, C and G. La

{emine, “Carcinogenicity bloassays on
¥inyl chloride. 1. Research plan and
::‘;-l,y results.” Environm. Res., 7:387

Pfel inminary studies have suggested
that viny] chloride monomer causes
subcutaneous (occurring beneath the

- -
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skin) angiossreomax in the offspring

rats exposed to vinyl chioride
during pregnancy. (TARC NMonographs
on the Evaluation of Careinogenic
Risk of Chemicals to Man, T:291
{1974).)

In addition, vinyl chloride monomer
animal studies are currently being per-
{ormed at Edgewood Arsenal for CPSC
(1975-1978) under an interagency
agreement. The resulty of those stud-
::f’l;l:leﬂ expected in the neccnd quarter

3, HUMAN DATA

In. early 1974, the B.F. Goodrich

Chemical Company reported to the
National Institute for Occupstional
Safety and Health (NIOSH) that since
1971, three of its employees, who had
an average exposure of approximately
19 years to viny: choride monomer at
unknown concentrations, had died
from anglosarcoma of the lver.
- At about the same time reports of 10
other similar deaths among msn exm-
pioyed at varinus vinyl chloride
monomerpolymerizations plans ap-
peared in the literature. In two of the
reported cases, angiosarcomas were
present in tiastes other than the liver.
(Heath, CW., Jr., Falk, H. and JX.
Creech, Jr. “Characteristics of cases of
angiosarcoma of the liver among vinyl
chloride workers in the United
States”, Ann NUY, Acad, Sch (1974)).

At the time of its 1974 ban, previous-
1y cited herein, the Commission was
aware of 24 confirmed cases of angio-
sarcoms among the 10,000 to 20,000
persons exposed to viny! chloride in
the course of their employment. As of
August 1977, NIOSH reported a total
of 83 cases of liver angiosarcoma
among workers directly involved in the
polymerization of VCM. Twenty-five
of the czses developed ameng workers
in the U.8,, with the other 33 cases ob-
served In workers from 11 other coun.
tries. (Table 1, Reported Cases of An-
glosarcoma of the Liver Among Vinyl
Chloride Polymerization Workers, sub-
mitted by NIOSH (August, 1977)). As
angiosarcoms of the liver is extremely
rare in the general population, there is
agreemant among scientists that this
obsarvation of 63 cases in vinyl chlo-
ride monomer workers is evidenoo ofs
casual relstionship.

3. ACTIONS BY OTEIR AGENCTES

In sddition to the sanimal and
humsn data demonstrating the car-
cinogenicity of vinyl chloride mon-
omer, the Commission notes that ao-
tions taken by other agencies further
support thls ban. For example, on Oc-
tobar 4, 1074, the Occupational Safety
and Health Admintstration published
4 final standard (an emergency tempa-
rary standard and a proposed standard
had been published earlier) setting an
occupational exposure limit for vingl
chloride of 1 ppm averaged over any 8

12309

hour period and a cefling of 5 ppm av.
eraged over any period not exceeding
16 minutes (39 FR 35890). On August
28, 1974 the Pood and Drug Adminis-
tration (FDA) published final rules ap-
plicable to the use of vinyl chloride
meonomer as an {ngredient of self-pres-
surized drug and cosmetic products.
The use of vinyl chioride in self.pres.
surized cosmetic products was banned,
and &n approved new drug application
as a condition to mariceting was re.
Quired for all seif-presurized drug
products containing the substance (39
FR 30830). On April 26, 1974, the Envi.
ronmental . Protection Agency pub-
lished an emergency suspension order
and a notice to cancel the registration
of all pesticide spray products contain-
ing vinyl chloride that are used in the
home, in food handiing establish-
ments, in hospitals, or in enclosed
areas (39 FR 14753). This notice stated
that under some conditions of use of

serosol products in households, the

concentration of propellant in the air

could be as high as 400 parts per mile -

Hon immediately after spraying. The
registration of a number of pesticides
was subsequently cancelled nnder this
order (s2e 40 FR 3494), ..

ErrIcTive DATS AND APPLICABILITY

The banning regulation set forth
below applies to all self-pressurized
household products. containing viny}
chioride monomer as an ingredient or
in the propellant manufactured or Im.
ported on or after October 7, 1974, the
effective date of the Commission's
original banning order. The regulation
will, therefore, permit existing stock
manufactured or imported before that
date to be sold. Since the information
aveilable to the Commission indicates
that such products are no longer being
manufactured or held, the Commis-

slon believes that the primary eﬁ'nct ‘

of this regulation will be to insure tha
vinyl chloride monomer will not bo
used 23 an ingredient or as a propel-
lant In household products In the
future,

The reguletion is effective June 22,
1978, except as to any provision that
may be stayed by the filing of proper
obfections. Any written objections
must be flled by April 24, 1978. The
Commission will consider all objee.
tions prior to the effective date of this
ban; and as an alternative to staying
the ban as a result of the objections
and holding = hearing, the Commis.
sion may revise its final order.

ENVIRONMENTAL CONSIDIRATIONS

Pursuant to section 10215 of the
Commission’s proposed and interim
procediires implementing the National
Environmental Policy Act (NEPA) (16
CFR 1021), the Executive Director of
the Comml.sa!on has determined that
this ban is not a major action, that iis
impact on the environment will be
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significant
_dsnger. (40 FR 411700

12310

negligible, and that no environmental
review 1s necessary, The Executive Di.
réctor's detarminstion, a copy of
which iz on flle¢ at the Offies of the
Becre concluded that the bhan
would hnva no environmental effect
because no product which would be af-
fected by the ban is currently beiog
produced or held in inventory. Thers-

fore, since no vinyl chloride aerosals

are currently In the channels of com-
merce, the environmental Ixzue of dis-
pasal of repurchased products which
was present at the time of the initial
ban {3 now moot. (At that time the
Commission hat concluded that dise
posal of concentrations of vinyl chlo-

ride aerosols
without environmental

Bection AIN1KA) Poderal Hazardous
defines “hazard

2(:) of the act states that the term

‘toxic” includes any substance or mixe
ture of substances which has the cs-
pacity to produce personal injury or
fllness to man through ingeation, inhae

body swurface. Provisions

2(QX1)XB) authorize the Commission
to issue regulations to classity a “hagz--
ardoux substance’” which is packaged
or suitahie for use In households as &
“banned hazardous substance” if the
Commission determines that notwith-
standing any cautlonary

beling
which may be required under the - bY

FHEA, the degrse or nature of the
hazard involved in the presénce or use
of the substance in households is such
that the public health and sxfety can
be adequately served only by keeping
that substance out of the shannels of
{nterstate comme,

After careful gomtdmtdon of ali
avallable Informstion ss  discussed
above, the Commission has decided to
atiirmn its earlier determination (see 39
FR 30112) that self-pressurized house-
hold products containing vinyl chlo-
ride monamer axe toxic hazardous smub-
stances within the meaning of zections
2 <) and (x) of the FESA because
vioyl chloride mononmer, when In-
hsied, has the capscity to produce
substantial llinexs, specifically cancer.
The Commission believes that ample
evidence {n the form of scientific stud-
fes and chemical reports {3 available to
establish the carcinogenlcity of vinyl
chloride monomer by inhalgiion and
to demonstrate that human exposure
to the subatance can result in anglo-

, products containing

¢
RULES AND REGULATIONS

sarcoma of the liver. As indicated
abave, it has besn repomd that vinyl -
e monomer may he present in
the air in concentrations as grest as
400 parts per milllon after household
use of self-pressurized contziners with
vinyl chloride in the propellant
Tumors have been induced in mice
after exposure to VCM in cencentrs-
tions a3 low as 250 parts per on.
uss no safe level of human ex-
posure to vinyl chloride monomer has
been established, the Commission Iuz-
ther has decided to affirm its eariler
finding thst adequate cautionary la.
beling cannot be written under the
FHSA for seil-.pressurized household
vinyl chloride
monomer, The Commission concludes
that the degree and nature of the
hazard presented by the use of =melf-
pressurized household products con-
taining VCM 1s such th.lf- the pubiie
health and asfety can bs adequately
served only by keeplng such products
out af the channels of interstate com-
merce, Therefore, on the effective
date of the regulstion promulgated
below, all self-pressurized household
products contalning VCM msnufac-
tured or imported on or after October

.7, 1974 become banned hazardous sub-
stances,

Aocordingly, pursusnt to provisions
of the Federal erﬂou: Su
Act Caecw, 202X1), (A), (B), (®),
(QXIXB), 3(a), T4 Stat. 372, 34, as
amended 80 Stat, 130-05, 83 Stat. 187-
189, 00 Btat. 503; 15 U.8.C, 1381, 1262)
and the Fedsral Fooi, Drug and Cos-
metic Act (gec. TOL (), (1), (£), 52 Stat,
1035-58, as arnended 70
Stat. 948; 21 UK.C. 371 (e), (1), (&),
and under authority vested in the
Consumer Product Safety Comrnlssion
by the Consumer Product Safety Aot
(sec, 30(a), 38 Stat. 1231; 15 US.C,
2070(a)), 18 CF'R 1500.17 is amended
deleting the existing paragraph
{(a)(10) and by adding a new paragraph
{a)X10), 23 follows (unchanged, the in.
troductory text of paragraph (a) I3 In.
eludad below for context):

] xm 11 Bnmd hazardous luh‘laneu.

(8} Under the authority of ssction
2(gX1XB) of the act, the Commission
declares as banned hazardous sub-
stances. the following articles because
they possess such a degree or nature
of hazard that adequate cautionary la-
beling cannot be written and the
public health and safety can be served
only by keeping such articles sut of in.
terstate commerce;

» .0 » [ ] [ ]

(10) Belf-pressurized products iIn-
tended or suitable for household use
that contain vinyl chloride monomer
as an ingredient or in the propellant
manufactured or imported on or after
Qctober 7, 1074.

Stat. 919, 72

-

Any parson who will be adversely af- 4

fected by the foregoing order may at

any time on or before April 24, 1078, .

f{le with the Office of the Sscretary,
Consumer Product Safety
sion, 1111 18th Btreet NW., Washing.

ton, D.C. 20207, written objections .

thereto, preferably in five copies. Ob-
jections shall show wherein the person
filing will be adversely atfected by the
order and specify with particularity
the provisions of the order deemed ob-
Jectionable and the grounds for the
objections. Objections should raise
material izsues that are not frivolous
or incansequential. If a hearing is re.
quested, the objections must state the
izsues for the hearing. Objections may
be accompanied by a memorandum or

brief in support thervof. Received ob- - 4
Joctions may be seen in the above
office during vortuu hours Monday

through Fri
Effective date: The regulstion pro.
abave shall become eifective
June 23, 1978, except as (0 any provis

sion that may be stayed by the filing .

of proper objections. As -Indicated
above, as an altermative to staying the
ban as a result of any objections and
bolding a hearing, the Commission

may revise its final order. Notice of -

the filing of objections or the lack
thereof or any amending of the final
order will be xiven by publication in
the PeoxaalL RECISTER.

{Becy, 2(1)(1), CA), (B), (K), <QX1XB), 3(a), T4
Stat. 372, 374, sz amended B0 Stat. 130408,
33 Btat, 187-139, 90 Btat. 503 (18 U.8.C.
nu. 1262); sec. TOL (o), (1), (g}, B2 Stat,

1055-58, a3 amended 70 Stat, 919, 72 Stat.
948 (21 T.8.C, 371 (e, (1), (R)X set. JO(A), 88
Stat. 123] (16 U.B.C. 207%a.)

Dated: March 17, 1978.

Sapys E, Duwy,
" Acting Secretary, Consumer
Produot Safety Commission,
{FR Doc. 18-7319 Plled $-23-78; 8:45 am]
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CHAP‘I'!I i~-FOOD AND DRUG AD-

. MINISTRATION, DEPARTMENT OF
HEALTH, EDUCATION, AND WELl-
. FARE -

wsaumu E—ANIMAL DRUGS, FEEDS, AND
RELATED FRODUCTS
(Docket No, 1TN-0138]
PARY 500—GENERAL

Subpart B--Specific Administrative
Rulings and Dacisions
Correction

In FR Doe. 7386031 appearing on
page $802 In the issue of Friday,
Much 10, 1978, on page 9803, in the
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