I. SUMMARY

EPIDEMIOLOGICAL STUDY OF VINYL CHLORIDE WORKERS R

Final Repcrt - May 2, 1974

Eight thousand three hundred and gighty four men who had had at least

one year of occupational exposure to vinyl chloride befor. December 31,

1972, were followed in a historical prospective mortality study. The

major findings of the study are:

1.

The overall mortality of the study ﬁopulation was
approximateiy 75 percent of what would be exp:.:ted in a
comparable population of U. S. males.

No cause of death showed a statistically significant
excess over what would b. expected In a comparable U. S.
male population.

No new deaths identified as angiosarcoma of the liver were
found.

All previously knowvm Angiosurcoma dcaths in the study
population during the study peried wére found as part

of the routine study procedure. T el

Cancers of the liver (primarily anglosarcoma), respiratory
system, brain, and cancers of unknown pri..ary site, as
well as lymphosarcoma, occurred more often than expected in
those mumbers of the study population with the greatest
exposure. Even though the excesses were not statistically
significant, the findings warrant further study.

Other cancers occurred at lower levels than in the peneral
male population,; with the exception of cancers of the

buccal cavity and pharynx. There was an excess of these

s
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cancers, which however was inversely related to exposure,

The explanation for this finding is not apparcnt,

¢
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THE SOCIETY Or THE PLASTICS INDUSTRY. INC. . *
SQ 250 PARK AVENUE +« NEW YORK, NEW YORK 10017 212/687-267%
CHEMICALS
RESEARCH
MEETING NOTICE MAY & 1974
May 7, 1974 .
TO: MEMBERS OF THE VINYL MONOMERS & T
PVC PRODUCERS AD HOC COMMITTEE
Dear Member:

At its May 3, 1974 meeting, the Steering Committee established an EPA
Committee chaired by Warren Ferguson of Allied Chemical Corporationm.
Mr. Ferguson has summed up the problem we face by saying:

"The OSHA requirements for vinyl chloride manufacture and
use will in most cases require far higher standards of
ventilation of work areas and of potential emission sources
than has up to now been customary. 1t is reasonable to
expect that EPA will establish emission standards designed
to protect the general public from a newly recognized
carcinogenic risk.

"The current congensus of informal opinion seems to be that
proven technology does not now exist for the removal of vinyl
chloride from highly dilute air streams.”

Therefore, there is a need for qualified individuals to meet to consider
the technical options available to us. In order to review the problem and
discuss these technical options available to us, a meeting will be held on
Monday, May 20, 1974 at the Saddle Brook Marriot, Garden State Parkway at
Interstate 80, Saddle Brook, New Jersey, beginning at 11:30 a.m. You
should plan on spending the major portion of the day at the meeting.

Luncheon will be served, and following customary SPI practice, the attendees

will be subsequently billed for their proportionate share of the meeting
expenses.

Please complete and return the attached attendance indication form advising
who your representative will be just as soon as possible so that suitable
arrangements can be made,

glLiaAcR00 QYA



-2e

1f you plan to stay at the Marriott please make your reservations
directly with the hotel, mentioning you will be attending the SPI
meeting.

We look forward to seeing you on May 20.
Cordially,

Thomas J. McGrath
Director of Packaging Services

TIM/mm
att,
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PLEASE COMPLETE AND RETURN TO:

Mr. Thowmas J. McGrath,

Director of Packaging Services

The Society of the Plastics Industry, Inc.
250 Park Avenue

New York, New York 10017

I will [/ / will not [ / attend the meeting of the EPA Committee
of the Vinyl Monomers & PVC Producers Ad Hoc Committee on Monday,
May 20, 1974 at the Saddle Brook Marriot, Garden State Parkway at

Interstate 80, Saddle Brook, New Jersey, beginning at 11:30 a.m,

I1do / __/ donot [ / plan to stay for lunch.

NAME

COMPANY

ADDRESS

(>
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ﬂ By Joha Saar

pohtah staff of The Washington Post.

EFORE IT WAS identificd earlier |
this year as the carcinogenic killer .-

of 12 industrial workers, vinyl chloride

..was aceepted as a cheap and almost in-p -

- -locous gas with a varity of uses, Pres.
. Burized Into consumer-sale aerosol
- oans, it served as the propellant for jn-
secticides and hairsprays; as the base
Cingredient in a common pIastch-poly-
" vinyl chloride (PVC)—it is omnipre-
. sent of everyday life as bottles, pipes,
. Wrapping, car upholstery, Phonograph
.records and sundry other products.
"7 With dramatic speed over these last
few months, our understanding of the
..apparently compliant slave gas has
been unpleasantly changed. Unmasked
_-by.an Italian research chemist, it now
. Btands convicted in the deaths by a
: rare and'invariably fatal liver cancer -
“of the’ 12 plnsucs workers in the last 13
‘years. ‘° :
Now—in the words of one researcher
—it “casts a long shadow” over the

.

Jives.of mny thousands of workers in - -
indus- :

v

second-cchielon, - plastic-using
ttries/ And if the lethal. qualities of
vxynl chloride have been overlooked by .
“the manyractureres just how ]ustmed
"is the consumers‘ reliance on that most’
P commonly used arnfxcial matena1--
“plastic?’ o

,--The already proven relatmnshxp be
“tween vinyl chloride and’ ang:osareoma :
—a liver cancer which generally Kkillg »

« &1 average of only 21 persons a year i -
.~ the United States—is thé latest of the ~
- chemical time
- qndustr*al vorkers and, if the forehod. |
. ings ‘of some researchers - are borne 5
. out it may be worst.
'I'hat suspicion is under hngh priority -
1nvesnganon by at least sevep Sover.

. mental and medical research groups—
- 83 eifort one involvegd expert in enyi.
_» ronmental health calls “unprecedented :
. in both scope and mtensuy "o :

S A
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~ “Polenl Carcm ogen’’:

INYL CHLORIDE »" added Dr.

Irving Selikolf, a professor of
.-medicine at the Mount Sinai Schoo

! of

Medlcme New York and director of

the-Em'xronmemaI Sciences Lahora.

ory-there, “is a very potent carcino.

:+ gen in the center of our great chemical
. ,p* ucess. industry and a product us

througnout society and industry.” °d

. br Joseph A. Wagoner, working 15-

our days'to direet another ey inves-

.\.ugauon for the Natignal Institute for

:

The wrzter is a member of the Metro-—~———~~
it n

.,,5,

bombs to threaten our.-

Com e ey

ey e --nr

ey

LN, Butd
‘Tke 'dlready proven re-r:.

ltumushxp betwe en mn)l

RSSO

"H ;,';»

.

-chlonde and angiosarcoma is
“i the ' lasest - of the chemical

R

3 -Pumc bombs to ihreaten our-
PSS
B 'mdustrwl z.wrl»ers, .

Mo, : Lo
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"Occupanonal Saiety . and Hcalth
"(NIOSH), ealls vinyl chloride “one of,
-t 11 not the most potent, carecinogens.”

- With“the dangers of viny! chlorida
% established - in" the grimmest fashion
+i-by - death ~certificates, researches are
 pressing  with - unusual - urgency for
>.80me answers.{o 3 whole speetrum of
s, far-reaching question. They want to
© "know exactly what the. health risks
‘;_ are for approximetely* 6,500 people
,-*-' .who wurk in 37 plants where vinyl .

o *“chloride is polymenzed mto polyuuyl- )

%% ehloride.
+ Beyond that, there'is an urgent need
. to establish the hazerds, if any, for the
tens of thousands of other workers
, Who fashion the raw PVC into prod-
“_ucts and for the public at large which
huses them. - . o
? 'Other agencies engaged in active re-
. search are the Natinal Instituie for.
.Environmental Health, the Environ.:
. .mcn(al Protection Agency;. the Na-f
,- . tional Cancer Institute, Environmental.
: Protection’ Administration for the City”
of New York and the Center. Ior DlS-
.-, ease Contral, Atlanta. - 7. ,
. The investigations are far from com-
-% < plete, but under the gun of a continu:
-+ ing heallh hazard of uncertain propor-
tions, scientists will discuss their in- -
. .terim findings at an international con-
*.ference May 10 organized by the New .
York Academy of Sciences. ;
. That link is now just. about as cer-
‘7 tain as the relationship between the tu-
7 bercle bacillus and the etiology of tu-
" “bereulosis, according o Sellikofr: “T
. don’t thipk there's any doubt of a firm,
strong association between angxosar-:
“coma and \'m:,l chlonde exposure " he ’
"'salrl RS o

Problcms Found :

XPERTS ' HERE cxpect reports
. <
{rom American and European sci-
. "-ent‘st to further substantiate the link
l ‘between vinyl chloride "and ‘angiosar-
.+ coma and to predict a potential death”
) ,,exposed warkers, -

.
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Two months ago, Dr. Selikoff took a -

’ 50-strong team of medical personnel to,
* the Niagara Falls, N.Y., plant where
400 men make polyvinyl chloride for

‘ Goodyear. He is unwilling yet to detail
?rresults of the mass clinjcal screening”
*" conducted there, but commented: “We
‘¥ have found problems there. We have

.

2y Jfound vinyl, chloride-zssociated dis-

1

,"‘l’ The vm)’l chlonde hazard has been :
-* exposed at a quickening pace over the
~ot-1ast few months as animal researchers
i'.-"-'found that mice arnd rats dosed with
;- #the chemical developad anZicsarcoma
*  and medical researchers found evi-
"+ dence of lhe Same rare tumor among
' < plastics workers.
g+ e As the-evidence, hargdened, govern-
'-' ¥ ment agencies Thave drastically
S8 :changed legislati.a regarding vinyl
*. chloride. Some of the pressure for
ehanges stemmed from the alarming

P T

g IR R “
"nesultstof Internal research)programs
‘\mre in the form’ of petitions, dozens
ofrphone calls and- disclosure actions R

:came from the feisty goading of a.

‘- Ralph Nader-funded Health Research

Group (HRG). s

~ In audJanuary, B.F. Goodnch an- .

;nounced the death of three long-term -

kemplo) ees at the Lomsvxlle polyvlnyl
., chloride plant with the’ significant ad- -

v deudum that the company was inyesti-

2 gating whether the deaths’ “were, Te-,
lated to occupanonal causes.” » ) ,:' .

.Since then,. 94 cansumer products’

» contaming vinyl chioride ‘have been ef- <

“1ther’ voluntarily withdrawn by manu-
facturers or banned {rom sale by the -
EPA and FDA. These included 41 aero-
sol pesticides for household use, 26
home angd professional hairsprays, 13
deodorants and anti-perspirants.

The radical change in attitude to--
ward the colorless gas is reflected in
Department of Labor recgulations on
the exposure of industrial workers.
Previous regulations limiting workers
to %00 parts per million were based on
avoiding combustible concentrations
and toxic Jevels sufficient to cause diz.
ziness and nausea. A’ new emergency
standard limiting exposure 1o 50 parts
per million is now in force and the
Qccupational and Salety Health Ad-
ministration (OSHA) plans to seck a

permanent standard of no measyrable »
'}evel _~,x...+“-*")- U S

>
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Though treirstudics are incomplete,
- the researchers are sure enough sbout
- .vinyl' chlorid- “to - express a“uniform
" eonsternationn the --idea "of workers
- being exposed to levels as relatively low
"% as 50 ppm. I don't think it's adequate,” .
" gaid Selikolf. It would be foolhardy
- to say this lower level is safe. If cancer

occurs at higher levels, it will occur at

., Jower levels, -though less irequently "

‘It’s Heartbreaking e

THE PERCEPTION of vmyl chloride

' as dangerous in any amount leads

" to a depressing comparison with the lev-
els accepted asreasonable by the cheml.
cal industry as late as January this year.
Vinyl chloride readings declared by the

- companies themselves ranged in ordi-

. pary ‘production from 20-100 ppm. - But
occasional very high readings were ad-
-/ mitted. The plastics division of Uni-
‘royal at Painesville, Ohio, for instance,
" told NIOSH researchers that workers
scaling the vessels in which PVC is
. made were brief.; exposed to levels as
»-high as 1,600 ppm. When told that, Seli-
koff cxclaimed, “I{’s heartbreaking!"
With responsibility for governing vinyl
_chioride use falling between the over-

lapping jurisdictions of several federal::
s, agencies — all adjusting at differing
‘> speeds !+ iew knowledge on the gas —

~ some 1..."ortant gi;.. still exist. .
" Vinyl chloride preduction is estlmated
at 7 billion pounds a year and it is still -

<« being trunsported by rzil and highway

" under ¢ungerously outdated hazard rules,

"On April 14 a freight train deralled and -

dumped a tank car of vinyl chloride on
2 Phjladelphia’ expressway. Dr. Wag-

oner broke from his work in Cincinnatf

to place telephone ‘calls to the Pennsyl- -
vania Poison Center and‘the Penn Cen-v
_ tral Railway. . Neither knew they were
.-dealing with a proven cancer<ausing
‘~agent. In the past three years, eight
spillage incidents have been reported.
_ - The Health Research. Group, partially_
¥ responsib‘e for pcrsuading the EPA to"

* ban sales of insxde insecticides, is now.;
- pushing the agency ‘to seize all outdoor:

" vinyl ehloride arrosels with the logical’
argument that <n present knowledge.
- any further copsumer. exposure is in.;
5, tolerable, sy '-}"t"'" Sy o f‘z‘
by ) 2" 1Y

=y

Emergem-v Revision.. . ¢ % 3
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HE RECENT history, of vinyl ch]or« )

ide shows a fascinating helter-skel-§’
ter pattern of scientific initiative andz
governmental response as society stagedﬁ";
8 hurried retreat from a chemical res:
| garded as relatwa]y hemgn ‘since it wasZ
“firgt manufactured in 1939. . 2
4 ® Jan, 2¢, Dr. Joseph A. Wagoner dl-
‘veclor of NIOSH's field mvcs\\"atmn%
division begins, with "*a sense of national ;
urgency,” an epidemioplogical study of
‘rur long-established PVC mnnufacturz;i
g plants. At this time the research u%
going full-force, occupying 18 out of 32;
people on his staff. One branch has shut:

down work-on every other project toy
_bandle the vinyl chloride .emergency.);

« ing at'500 ppm was’the’ statement lhat

¢ In mid-February, Italian scientist!
Prof. Cesare Maltoni {uld a hurnedly
.assembled OSHZ aring that two out
of 67 rats subjec.. . to daily dosages ot}

" vinyl chloride’ de\eloped angiosarcomass.y

At a very high_level of 6,000 parts per
«mnlhon. 11, out ‘of 72 rats developed the
rare tumors. 'However the bhombs* "}
-in Maltoni's fmdmgs that led o an 7o
: medxate emergency rev:slon ‘of the in:
< gustrial’ a‘l.mosphenc levels then stands

-

‘- some rats. devcloped -the." tumors}a A
250 ppm,¥ T i ".
"o, Feb. 14, EPA “forms a task forcev?
- under’ Gxenn Schweitzer .to assess overs
al! health ‘and environmental ‘risks a.s-l
socwted with. vinyl "ehloride’ and PV ”
on Aprsi 10, he directs EPA’s 10 re
. gional ofﬁces to'test the water, air an l
solid waste emissions from at least one«
.plant using viay!l chlonde to make P‘VC‘I
® Feb. 21, the "HRG petitioned th;‘
- FDA to ban and name cosmetics employ-
-ing. vinyl chloride as a propellant on
the ‘basis of “well-documenied carcino:.
genicity.” A similar petition went to:
EPA Administrator Russell Train, call
ing for suspension of vinyl chloride prod
uets regulated by the EPA. "%
® March 23. Responding to the HRG
petition on pesticides, the EPA states
they have no listing of products contain:
ing vinyl chloride and are sending a.
‘warning letter to all 35,000 pesticide
manuiacturers suggestmg the subsmu;
“tion of another gas,’ = ¢ 7!
® March 26, The Heam; "Research
Group — unsuccessful ~ in persuading
Clairol to withdraw vinyl chloride-pows
ered hairsprays from the market—takes
the dispute to the FDA in 2 letter to the
administrator Dr. Alexander N, Schmidt. -
The substance ‘of :the HRGS case was
"‘Clalrol’s admission” that ‘users - of “the !
- sprays were exposed to"200 ppm-fora’
one-minute duration. The HRG:direc.
tor, Dr. Sidney -M: Wolfe, reproved the
FDA:' . “Whereasithis- inaction .by 'the
FDA must ba welcome and -financially
beneficial to Bristol-Myers and "its
Clairol subsidiary, it may be fatal ior
. many unsuspectmg czmcns
country.” o

e April 3. The FDA announces action
to end the use of vinyl chloride m:
products under its control. The order .

concerns’ three ™ manufacturers and §
about 50 products. Calling the haza"d
to . hair-spray users “extremely re-
‘mote,” Clairol Inc. nevertheless an- -~
nounces the recall of 100,000 cans of*
- Summer Blonde ‘and Miss Clairol aero-
sol hair sprays.

¢ April 5, In response toa March 11
recommendation from NIOSH that the
acceptable industrial level should be
zero, the Department of Labor an-
nounces an interim emergency level of
50 ppm.

® April 17 The EFA :dentxhes 20
products = containing vinyl chloride, .
leaves 21 more unnamed ‘pending man-
ufacturers’ approval nf their pubhca
tion. :

of : thxs

[y

__‘4

;% April 15, EPA administrator Rus.
gell Train.hears the result of some cru-
- ¢ial experimentation by his own peo
ple. Under iest, pesticides on pubuc
-sale raised the vinyl chloride concen.'
tration’in a small room such as a bath-
room to 400 ppm in a 30-second burst,
Without' light” ér ventilation, the re
“searchers reported to their chief, the

- concentration of gas diminished by!

-only 1 per cent'in a four-day period.

. ® April 24, Citing those lests and ti.e
, easy availability of substitute gases
- Traln signs an order’banning all vinyl

.- chloride products for indoor uses, The]

EPA administrator was doubtless also
aware of some preliminary findings in

a long-term study by the Manufactiur-}

,ing Chemists 'Association which’ dis-
. closed tumors in mice at levels of only.
. 50 ppm. The names of seven of the vi.

nyl chloride products regulated by the,
/" EPA still have not been released, LI

.:.Gloomy Prediction . . . ., -
HE POSSIBLE significance:of the
12 deaths'-currently associated
-with vinyl chloride-induced angiosar-
"2 poma for the 6,500 work force drew a
““gloomy prognostication from - Dr.
" Selikeff: ‘“Twelve deaths may pot
.“sound many, but put it in this perspec-
i+tive. In the early 1850s there were
4 maybe 1,000 workers in PVC plants, in
+ the normal course of events something
o+ like 100-150 would have died. Twelve
_:"" deaths out of 100-150 suggests a rate of
N 12 percent” .0 A
,’ Selikoff’s study of Goodyears vinyl’
'\"chxonde operation included a trace on
' .08 =er cent of all employes with five or
o years service. To the company’s
¢ very of one angiosarcoma death,
Selikoff's. workers added the names of
" two cthers whose causes of death were
- misdiagnosed on death certificates, Re.
. gearchers interviewed family doctors
-‘and hospital pathology departments
- and studied original pathology slides
" to verify the true cause of death as‘an-
giosarcoma. .
Misdiagnosis owing to the rarity of

~ty.

X

{

the particular strain of cancer is_also -

*troubling” ~ Wagoner’s
»researchers:
{ far confirmed,’ 33 per cent were mis-
dlarnosed One was classified as gir-
M ' rhosis and another as a benizn liver tu-
“mor.” (The National Cancer Institute
y,bas taken the unprecedented action of -
i-Openipg a national ‘registry oI all an«
*giosarcoma cases.). -

Though Wagoner's primary concern
1 is with the safety of indusirial work-
4 €Ts, the three questions he is trying to
,B0SWer encompass far hroader ramifi-
;;atmns '::‘, AT .
i ¢ “We want' to assess the magmtude of
. the rnisk — how many other cases are
: - there? And secondly, whether other or-
. 8ans of the body are affected by vinvl
~chloride, I would susepcet we should be
lookmg at the lung & a target organ.”

NIOSH
“QOut of the 12-deaths so

.

= |
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-n. Wagoner's third area. of jnvestiga-
. ""tlor. is the potential vulnerability of.
fj‘oth r indur 1 ‘workers, and finally,
%the consume. .. “We want to know how

me o. uses of PVC " o ','g
Castmg ‘the Net Wide -

T a
n

». survey teams of doctors, engineers,
bxostansuchans and epidemiologists have
Batudied and msctofxlmcd personnel rece
ords at’ four plants. -They have/exam-

med conditions under which vinyl chlor-
¢ jde ~has been used and .the’ likely " ex-
posure . by leakage of -the’ workers

=22,

i e
e

prehensive ‘study’ of mortality. .among ,
workers at the plants. From a'search
of the microfilmed~'personnel records, '
‘the 'NIOSH ;researchers are establishing-
} how many of the plants" past and pres-:
ent employees are  dead, and what they
Ydied from. The net ‘is cast wide 10 ex-
é}(amme all *fatalities _because -the ‘Good-

e abmanar

- rich' Company’s™ ‘own sCreening program
at the Louisville plant, disclosed 20 cases.
“of . liver - abnormalities™ in - addition tv

¥ previously. undxagnosed angmsarcoma in.
r-

l ~two work:rs.

4“2 ' From the autopsies of former workers

‘[:;who died in non-related acridents, the
£ -researche:s : hope ta underst.nnd the range
i 110f "conditions “vinyl‘ chloride ‘may pro-
P zﬁuce other than liver- malignancy.’

)

«+ Cooperation ;by: all -peripherally in-
volved in the NIOSH study has been .
] ¥, excellent, Wagoner says. The Ohio State "
Simotor ‘vehicle registry which is able to
- provide s~ initial check on whether for-
#.mer employes:of an Ohio plant are alive
c-has cut the response time from three
~months to-three hrours, and police scout
., Car§ hLave been .offered to ferry .ma-
»tenals, (PRI )
*;The, pressure is consnant “Everyone
3 wants results,” says. Wagoner. “We are
-;‘Iookmg for’, long term: carcinogenic re-
“sults, but at the momerit- we have.mors
,quo.stmns than ;answers,.’ ", ™

S .t BN L O

ikuiespm;:acl exposure to vinyl chloride
{r-is in 1he making 'of PVC and in the ya-

Lo Of FAR, Wagoners “walk- through", )

z%But "-the’ pnme ob;ecuve is’ a ’come c

. tlnished * PVC ' is* thought - mo. to
_exude vinyl chloride'fumes._ This belief
is being tested by NIOSH in experi-
ments involving the placing of PVC pel-
* lets in closed chambers and measure-
ment with sensitive devices, The extent

. .of consumer hazard will depend on the
as yet unknown frequency thh "which -

vinyl chloride *“leaches” out of .a host
of everyday products. BTN
o NIOSH is now placing a contract for
.the full  investigation of “leaching.”
Wavoner wilt’ say only, “We don't know
‘what the full spectrum of disease. i
*but there are concerns for the copsum
er.” T
At the National Cancer Institr
where another major vinyl clor:de
_ search program i§ under way, .ad an
- angiosarcoma : patient’ is ‘wndergoing

" c¢hemotherapy and study Dr. Umberto .

.. Saffiqtti associale director of carcono-

- . 0 et onal

*, genesis, considers the gas'“a major~

Ppotential hazard * and "z serious
problem for’ consumers. LA ,'
While the exposure of an mdiudual
Lonsumer {5 lower than a vinyl chloride
-worker, - an infinitely greater number
of people are involved, he points- out:
“There may be miltions of people in-
volved and an incidence at a much lower

rale in a large population may still be
-a substantial number 'of cancer cases.”
v HRG- director Wolfe” sees the 'known
-angiosarcoma deaths as the start® of a
series of cases and the best reason for

»¥reducing consumer. .exposure tozvingl

+ chloride 1mmed1.tolv

“We are now seeing pecple who got
reauy high doses. In the next:few years
‘we may see beaulicians exposed to doses

. :wt quite so high through .hair- spray
- A-very few years later we may see ¢¢

-sumers who just happened to be hea
aerosol users.” . .

~-‘u_v-.~ A ;-v iy l-v
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CONOCO PC OK Ao g,
MaYy 2, 1374 11:09 Am \'
Fe KENNEDY PONCA 1
REGARDING wAYNE SORENSON'S DRAFT LETTER 10 MCCOWIN OF FDA SENT i
TO KLS. I WOULD LIKE TO DISCUSS IT wWITH YOU BEFORE WE SEND CHEN“CALS
ANYTHING. THE ANALYTICAL PROCEDURES SECTION SEEMS COMPLETE RESEARCH
) . . ) _ MAY 2 1374
AND WELL ORGANIZED BUT THE INITIAL DATA WE HAVE GENERAIED Mate d
FK
A PPEARS TO BE RANDOM AND INCOMPLE1E IN EXPERIMENT SCOPE AND wore
OCK

A SSOCIATED DATA ON TEST CONDITIONS. IS THIS INITIAL DATA AL

wWes

CF SUFFICIENT SCIENTIFIC QUALITY TO HREPORT 10 OUR MANAGEMENT
LM

OR THE FDAs wHEN &ILL MORE COMPLETE RESULTS BE AVAILABLE OF

THE TYPE WE ARE SEEKINGe GIVE ME A CALLs

Je Je LANGFORD AF

END
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SMITH OF ROBINTECH AND ! HAVE BEEN CHARGED BY OSHA SUBCOMMITTE,
VCM/7PVC AD HOC COMMITTEE OF SPIT WITH PREPARATION OF POSITION
PAPER ON THE EFFECT OF ANY PROPOSED PERMANENT VCM EXPOSURE STANDARD

on
PVC PROCESSORS. TO COMPLETE THIS TASK WITHIN TWO WEEKS.,

WE

URGENTLY REQUIRE THE RESULTS OF ANY VCM LEVEL MEASUREMENTS IN
PROCESSING PLANTS, DESCRIBING LOCATIONS UHERE MEASUREMENTS TAKEN

AND METHODOLOGY EMPLOYED.

PLEASE FORWARD TO ME ANY AVAILABLE DATA AS SOON AS POSSIBLE.

JACK JAGLOM
THE PANTASOTE COe OF NeYe, INCe

26 JEFFERSON ST.

PASSAIC, N. Je« 07855 ' b
TELEPHONE: 201-777-8500 :

TWX: 710-989-7108
NNNN
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April 29, 1974

Mr. Jerome Heckman
Keller and Heckman

1150 17th Street, N.W.
Washington, D. C. 20036

Dear Jerry:

To date we have met with Dr. Virgil 0. Wodicka (Director, Bureau of
Foods, FDA), Richard J. Ronk (Director, Division of Food and Color
Additives, FDA), and Richard E. Feltner (Assistant Secretary for
Marketing and Consumer Services, USDA) regarding the impact that a
disruption of the supply of PVC might have on the food industry.

It would be most helpful for us if you could ask one of SPI's experts
to compile a list for us of all the uses of VC or PVC that might be
found in a supermarket. We are contemplating having a number of
meetings with government officials in the near future and a prompt
response would be appreciated.

Best wishes.
Sincerely,

(:)CUV~1\J

Paul A. Korody, Jr.
Director of Governmental Affairs
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interim 2.0 grams per mile NO, stand-
ard established by the July 30, 1973, de~
cision. | :

On December 28, 1973, the Adminis~
trator announced receipt of several ad-
ditional requests for suspension of the
1976 NO, standard, and delineated pro-
cedures for disposition of those appli~

cations and all other applications for -

suspension flled with the Administrator
prior to January 4. 1974 (see 38 FR
35528). Then on February 1, 1974 (see
39 FR 4132), the Administrator granted
suspension of the 1976 NO. emission
standard to sixteen (16) additional man-
ufacturers.

On March 25, 1974, the Administrator
announced receipt of two additional re-
quests for suspension of the 1976 NO.
standard (Automabiles Peugeot and
Isuzu Motors), and delineated proced-
ures for disposition of those applications
and all other applications for suspension
filed with the Administrator prior to
April 5, 1974 (see 39 FR 11133). Sub-
sequent applications for suspension have
been filed by Checker Motors Corpora-
tlon (received Mareh 1, 1874), Mitsu-
bishi Motors Corporation (received April
1, 1974), Toyo Kogyo Company, Limited
{received April 3. 1974), 8S Automobiles
Incorporated (received April 5, 1974),
Toyota Motor Company, Limited (re-
ceived April 5, 1974), and Avanti Motor
Corporation (received April 5, 1974).

In accordance with the procedures out-
lined in the March 25, 1974, FEDERAL
REGISTER notice, each application was
made available for public review and
comment. Since no public comments were
received on the submitted applications,
I have determined that no useful pur-
pose would be served by holding a sus-
pension hearing on these applications.

On the basis of our review of the sub-
mitted applications, I have determined
that each applicant has made 2all good
falth efforts to meet the 1976 NO.
statutory standard. Accordingly, I here-
by grant suspension of the 1976 NO,
standard to each of the eight (8) ap-
plicants set forth above. Each applicant's
1976 model year light duty vehicles sold
in the United States will be required to
meet the Interim NO. standard of 2.0
grams per mile,

Dated: April 19, 1974,

JOHN QUARLES,
Acting Administrator.

[FR Doc.74-5614 Filed 4-25-74;8:45 am]

TECHNICAL ADVISORY GROUP TO-THE
MUNICIPAL CONSTRUCTON DiVISION

) Notice of Meeting
Pursuant to Public Law 92-463, notice
Is hereby given that a meeting of the
Technical Advisory Group to the Munic-
ipal Construction Division will be held

- at 9 am. on May 13 and 14, 1974, at the

Dallas Regional Office, 1600 Patterson
Street, Dallas, Texas.

The purpose of the meeting Is to re-
view and discuss the following subject
matter: Section 937 and Value Analysis,
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Non-restricuve specifications, réactions
to current title II rezulations, Best Prac-
ticable Treatment Technology, Design/
Construct, and section 208 regulations.

The meeting wiil be open 1o the public.
Any member of the public wishing to
attend should contact the Executive Sec-
retary, Mr. Harold P. Cahill, Jr., Dircetor,
Municipal Construction Division, Envi-
ronmental Protection Agency, Washing-
ton, D.C. 20460. The telephone number
is area code 202-426-898G.

"ROGER STRELOW,
Acting Assistant Administrator
for Air and Water Programs.

APrrIL 19, 1974,
[FR D0c. 742511 Flled 47?5-74;8 145 am]

VINYL CHLORIDE

Emergency Suspension Order Concerning
Registrations for Certain Products and
Intent to Cancel Registrations

Notice is hereby given of the emergency
suspension of, and notice of intent to
cancel the registrations, under the Fed-
eral Insecticide, Pungicide, and Rodenti-
cide Act, a5 amended (“FIFRA"; 7T U.B8.C.
135 et seq., 7 U.S.C. 136 et seq.), of all
pesticide spray products containing viny!

chloride, whether as an active or inert.

ingredient, for uses in the home, food
handling establishments, hospitals or in
enclosed areas. Concurrent with this
notice of suspension and notice of intent
to cancel, the Environmental Protection
Agency, is requesting that all existent
stock of such products be recalled by the
manufacturers.

Froings oF Facr

1. In January 1974, it was reported
that four workers who had had intimate
occupational contact with vinyl chloride
had died from. angiosarcoma of the liver.

2, Angiosarcoma of the liver is an ex-~
tremely rare form of cancer. Data from
the Third National Cancer Survey, con~
ducted by the National Cancer Institute
over the three-year period, 1969 to 1971,
indicates that the number of cases of
angiosarcoma of the liver expected in
any one year could range from 11 to 53
for the total United States population.

3. On February 15, 1974, an Italian
scientist, Professor Cesare Maltoni of
the Bologna Institute of Oncology, re-
ported on an experiment in which rats
exposed to vinyl chloride gas for four
hours per day, five days per week, for 127
weeks developed angiosarcoma of the
liver. These cancers were found at an in-
creasing frequency at several dosages,
beginning at 250 ppm and above, but not
at 50 ppm, the lowest dosage tested.

4. Since the first occupational reports
this year, several more cases of angiosar-
coma of the liver have been confirmed,
bringing the total number of these can-
cers among occupationally exposcd work-
ers in the United States to twelve. Two

- additional deaths from angiosarcoma

have been reported among occupationally
exposed workers outside of the United
States. The evidence relating vinyl chlo-
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ride exposure and these deaths is ci
cumstantial, but strongly suggestive of a
causal relationship, especially when com-
bined with animal data. .

5. In 1973, the Manufacturing Chem-
ists Association contracted with Indus-
trial Bio-Test Laboratories, Inc. of
Northbrook, Iilinois, to conduct labora-
tory studies exposing mice and ham-
sters as well as rats to vinyl chloride gas.
While this experiment is not yet com-
pleted, there have been a high number of
deaths among the test animals, controls
as well as exposed. In the course of exam-
ining these animals to determine the
cause of death, a significant number of
the dead mice in the exposed group
showed tumors of various sorts. Two
cases of angiosarcoma of the liver were
observed In mice exposed to 50 ppm vinyl
chloride in the air, four cases of the rare
cancer in miee exposed to 200 ppm, and
in seventeen of thase exposed to 2.500
ppm. No angiosarcomas have been found
in the rats or hamsters that have died
during the course of the experiment. The
significance of these figures is still not
fully understood because data on the
deaths in the control group of mice has
not yet been fully analyzed. Nevertheless,
the observation of a dosage-related pat-
tern of occurrence of this rare form of
cancer, coupled with the previous results
in Italy, provides strong evidence that
exposure to vinyl chloride can cause liver
cancer. . )

6. Seventeen manufacturers have reg-
istered pesticidal aerosols in which vinyl
chloride was one of the inert ingredients,
and thus unlisted on the label. These
manufacturers plus their distributors ac-
count for 41 different brand name prod-
ucts. Vinyl chloride is used as a propel-
lant component in such gerosols.

7. Although all of these mnufacturers
state that they have stopped using vinyl
chloride as a propellant, some as early
as May 1973, there are at least an esti-
mated 19,000 cans of su¢h products in
commercial channels.

8. Last Priday, I learmed of prelimi-
nary testing and caleulations done )
EPA involving the use of an aerosol cot-
taining vinyl chloride showing that a 30
second release of the aerosol could result
in a concentration as high as 400 ppm
in the air. In a separatec test, preliminary
results showed that after as long as four
days, only about 1% of the vinyl chlo-
ride gas would dissipate under conditions
whera the exposure area was not venti-
lated and little, if any, light was present.
Calculations based on this information,
assuming three changes of air per hour
in an enclosed area, and experiments by
EPA scientists measuring vinyl chloride
levels following spraying in the home
would indicate that a detectable concen-
tration of vinyl chlortide could still per-
sist for several hours after spraying,

9. Exposure to vinyl chloride has been
associated with a significant number of
cases of a rave liver cancer in experi-
mental rats and mice, and in humans.
Although vinyl chloride is apparently no

6561002008 0%



- 14754

longer being used as a propellant in pes-
ticides, some stocks remain on the mar-
ket. The use of these pesticides in an en-
closed space, even in short bursts (e.g., 30

. seconds), could result in exposure levels

similar to those which have produced

. angiosarcomas in test animals. The

healih implications for humans at these
levels for short exposure periods are un-
determined, but it is prudent to asrume
that any exposure. at these levels will
have increased the risk of cancer should
the strongly suspected causal relation-
ship between vinyl chloride and cancer
be finally confirmed.

10. The benefits of the use of vinyl
chloride as a propellant are very small
because several suitable substitutes exist
which, In fact, are frequently used. Al-
though the number of pesticide products
containing vinyl chloride presently in

. commercial chamnels or in use is not

thouglit to be substantial, the risk of

continuing such use in the face of

acceptable substitutes is unjustified.
11. Attached to this order are the

" names of the pesticide products contain-

ing vi:..} chloride which are known by
this Agency to be registered for uses in
the home, food handling establishments,
hospitals or in enclosed areas. There
may be others. )

a
CONCLUSIONS

Section 6(c) of FIFRA provides for
the suspension of a registration of a pes-

‘ticide if the Administrator determines

that action is necessary to prevent an
imminent hazard during the time re-
quired for cancellation proceedings un-
der section 6. Section 6(c} also provides
for issuance of an emergency order of
suspension by the Administrator in the
event he finds that an emergency exists-
that does not permit the holding of an

_expedited hearing on the question of sus-

pension before issuing an order. The

‘statute also provides a general definition

of the term “imminent hazard” in sec-
tion 2(1) which states that “imminent
hazard” means a situation which exists
when the continued use of a pesticide
during the time required for cancellation

“would be likely.to result in unreasonable

adverse effects on the environment. A
determination of unreasonable adverse
effects on the environment must con-
‘sider the degree of risk to man or the

“environment, taking into account the

economic, social, and environmental

" costs and benefits of the use of any pesti-

“indicates the presence of a clear risk to -

cide (Scection 2(bb)).
The evidence available at this time

human health from continued exposure
to vinyvl chloride. Indeed. this chemical
preseiits a most unusual case because the
rare form of cancer found in occupa-
tional workers can be readily demon-
strated in test animals. Thus we are
faced with a substantial risk to human
health upon continued exposure to vinyl

- chloride. The existence of this risk would
require a compelling demonstration of

st

"bgngﬁ;s to justify the continued use of

o i
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the product pending the outcome of
either cancellation proceedings or any
hearing pursuant to section 6(e¢) (2} of
FIFRA. . )

Present information indicates that
most, if not all manufacturers of pesti-
cides containing vinyl chlorides as a pro-
pellant, are willing to utilize substitute
substances for this purpose. The En-
vironmental Protection Agency has
already received several applications for
amended registrations to eliminate vinyl
chloride as an ingredient. It is my under-
standing that similar amendment appli-
cations will be forthcoming from other
manufacturers. Thus, there is no indi-
cation that elimination of use of these
products pending completion of suspen-

sion and cancellation proceedings will

have any effects upon availability of the
associated aerosol pesticides. Indeed, in
the course of investigating use of these

products prior to this order, instances

were discovered of previous voluntary
discontinuance of the use of vinyl chlo-
ride as a propellant (without amended
registrations having been submitted or
issued). '

Although voluntary dlscontmuance of
the use of the substance is a commenda-
ble development, significant quantities of
pesticide products containing vinyl chlo-

- ride have previously been distributed and

are now in retail outlets or in actual use,
In addition, although the Environmental
Protection Agency desires, whenever pos-
sible, to secure voluntary compliance
rather than proceeding by order, the
time required to insure that such compli-
ance has actually taken place would
necessarily delay achieving the most
rapid possible nationwide cessation of
the sale of products containing vinyl
chloride, and the recall of existing stocks.
Therefore. I have concluded that in view
of the substantial risk from continued
use of vinyl chloride, and the absence of
any significant benefit from its con-
tinued use pending compiletion of can-

‘cellation proceedings pursuant to section

6, an imminent hazard does exist under
the terms of section 6(c) of FIFRA and
an emergency does exist which does not
permit delay of suspension pending a
possible hearing pursuant to section
6{c) (2) prior to issuance of an order of
suspension, Indeed, I find that as a result
of the above findings of fact, particularly

‘the recent results of Agency testing, that

immediate action is required.

EMERGENCY SUSPENSION ORDER AND NOTICE
oF INTENT TO CANCEL ’

In Vaccordance with the attached find- -

ings and conclusions, it is hereby ordered
that the registrations for all pesticide
products containing vinyl chloride,
whether as an active or inert ingredient,
be suspended immediately for all uses
in the home, food handling establish-

- ments, hospitals, or in enclosed areas. I

also serve notice of my intent to cancel
such registration within 30 days from
the receipt of this notice by the regis-
trant, or publication of this order in

1

the FeEnEraL ReorsTEr (April 26, 1974),
which ever occurs later, unless the regis-
trant makes the necessary corrections to
its registration. These pesticide products
containing vinyl chloride may not be
legally shipped in interstate commerce.

“Dated: April 24, 1974,
‘Russerr E. TRAIN,
Administrator,

INDOOR AERDSOL PESTICIDES AFFECTED BY
TODAY'S SUSPFENSION

- Product Company
Brulin Bup Bomb__.. Brulin & Co.
Paracide with Sevin__ Carson Chemicals,

Inc,
Demert Raw Roach, Demert &
Ant and Wasp Killer, Daugherty.

Cobra Internatlonal Cobra International
Roach, Ant ' and -'(D],
Wasp Killer, o

Rexall Ant and Bmh Bexau Drug Co. [D].
Killer.

Walgreen Ant & Ru‘ch Walg:reen Iﬂbotﬂv-
Killet. . tories, Inc. |DJ.

Flea Killer for Dogs Chase Products Co.
and Cats.

Barcolene Spray Dis-
infectant.

Coop Dairy Insecticide

The Barcolene Co,

Farmland Indus-

for Milk Houses snd tries, lnc
Animals.

Excelclde 16-0z. Aero- 'rhe Huge Co
sol Bomb.

Navy Brand Thrifty 50 Navy Brand Mfg. Co.
{D].
Mothrid Moth Proofer Hysan Corp.

Mothrid Moth Proofer Liberty Products Co.
Cedar Scented or {D].
Actlvated - Moth
Proof Spray Cedar-
ized. ‘
Nokout 25 Aerosol In-~ Hysan Corp.
. secticide. ° ‘
Strike-—Wasp and Albert Woods
Hornet, Wholesale (D],

Nokout 35 Insecticide. Hysan Corp.

Spritz Metered Air Hysan Corp.
Sanitizer.

Anchor Fler, Lice and thps-Roxane Inc.
Tick Bomb.,

F-L-T Bomb.oaooo... Blo-Ceutlc
Laboratories {D].

WAYNE, Flea, Lice and ~ AHled Mills, Inc.
Tick.

. [Dy.

Rodgers’ Insecticide Jay Rodgers Co.
and Repeillent. .

Total Release Insect Spray-Chem Corp.
Fogger.

Crown “Total” Com= Crown Chemicals,
plete Release Insect Ine, [D]
Fogger. .

Roberts’ “Total” Com- Roberts Laborato-
plete Rclease Inseot ries |D]

Fogger.

Chaperone Flea & Tlck Sudhu.ry La.bombory
Kliler. K

Pyrethrin = Insecticlde Woodbury Chemical

Pressurized  Dalry Co.
Insecticide.
COOP Pyrethrin In- FParmland Indus-

secticide Pressurized’ tries, Inc. {D]

Dairy Insecticide.

~Mid-Am PBrand Pyre- Mid-American
thrin Insecticide Dairymen, Ing,
Pressurized Dairy  [D] :
Insectlicide, ’

[D}—Distributor of Product Listed Above
[FR Doc.74-9719 med 4-25-T74:8:45 a.m]
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DEPARTMENT OF LABOR

Occupational Safcty and Health
Administration

[29 CFR Part 1999 ]

STANDARD FOR OCCUPATIONAL
EXPOSURE TO VINYL CHLORIDE

Notice of Intent To Prepare an
Environmental Impact Statement

The Natiomal Environmental Policy
Act of 1969 (42 U.S.C. section 102) re-
quires each Federal agency to consider
the environmental effects of proposed ac-
tions an: to prepare environmental im-
pact staioments on major actions affect-
ing the quality of the human environ-
ment. Accordingly, the Occupational
Safety and Health Administration, U.S.
Department of Labor, in conformance
with its procedures for environmental
Ampact statements (29 CFR Part 1999),
announces its intention to prepare an
environmental statement assessing the
impact of & proposed standard for occu-
pational exposure to vinyl chloride to he
published in the FEPERAL REGISTEI: in the
near future.

The Office of Standards Development,
Occupational Safety and Health Admin-
istration, is currently collecting i{nior-
mation and data on possible environ-
mental impacts of the proposed stand-
ard, such as any adverse environmental
effects which cannot be avoided should
the standard be adopted; alternatives to
such a standard; the relationship be-
tween local short-term uses of man’s en-
vironment and the maintenance and en-
hancemoent of long-term productivity:
and any irreversible commitments of re-
sources which would be involved if the
standard be implemented. Those issucs
of particular interest are:

2. Any medical or toxicological evi-
dence which indicates that exposure to
vinyl chloride or its polymers produces
adverse effects to living organisms, es-
pecially primates.

b. Current and histortcs.l levels of oc-
cupational exposiire.

¢. Combustible - characteristics asso-
clated with vinyl chloride or its polymers,
especially information correlating acci-
dent experience; damage to facilities, in-
terruption of plant activitles, and/or
storage and shipment difficulties.

d. Identification of the uses of vinyl
chloride or its polymers, throuph finished
products, and determination of the quan-
tity of use.

e. Any information suggesting substi-
tutes for vinyl chloride or its polymers,
to include estimates of the extent to
which substitution is feasible,

f. Any suggested actions which will
control the health hazards associated
with produ tion, storage, or shipment of
vinyl chloride or its polymers through
finished products.

g. Any olher pertinent information.

Any person having information or data
. on this subject which is not readily avail-
able in the open literature is jnvited to
submit {t, with accompanying documen-
tation, to the Director, Office of Stand-
ards Development, Occupational Safely
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and Health Administration, 1726 M
Street, NW, Room 500, Washington, D.C,
20218 by May 17, 1974. All information
received will be available for public in-
spection at the Office of Standards
Development.

When the draft environmental impact
statement on vinyl chloride is completed,
copies will be available to any member
of the public who requests it. A 45-day
period will be allowed for the public to
submit their comments.

Signed at Washington, D.C,, this 18th
day of April 1974.

JOHN STENDER,
Assistant Secretary of Labor,
[FR Doc.T4-5300 Flled 4-23-74:8:45 am|

Wage and Hour Division

{29 CFRPart511]
WAFE ORDER PROCEDURE FOR PUERTO

RICO, THE VIRGIN ISLANDS, AND
AMERICAN SAMOA

Changes in Procedures as the Result of the
Fair Labor Amendments of 1974

Under authority provided in the Fair
Lebor Standards Act of 1938 (52 Stat.
1062, 1064, as amended; 29 U.S.C. 205,
206, 208) and Rtorganization Plan No. 6
of 1950 (3 CFR 194953 Comp., p. 1004)
and Secretary’'s Orders Nos. 13-71 and
15-71 (39 FR 8755 and 8756), it is hereby
proposed to revise 29 CFR Part 511 to
adapt the procedures set forth therein
to the Fair Labor Standards Amend-
ments of 1974, Pub, L. No. 93-259.

The proposed revisions of §§ 511,10 and
511.13 would prescribe the greater re-
sponsibility of the employers or of the
industry in establishing its inability to
pay the rates comparable to the ones
in the various States. The amendment to
§ 511.8 would show the current title of
the Director of the Caribbean Office.

Interested persons may submit writ-
ten data, views, and arguments concern-
ing the proposed revision on or before
May 9, 1874. Such submisslons may be
filed with the Administrator, Wage and
Hour Division, U.S. Department of Lahor,
14th Street and Constitution Avenue,
KW, Washington, D.C. 20210,

1. As amended paragraph (b} of
§ 511.8 would read as follows:

§ 511.8 Prchearing statements.
L ] - . [ -

(b) Any interested person who wishes
to participate on his own behalf or by
counsel shall file a written prehearing
statement. Not later than ten days be-
fore the first hearing date set for any
committee in a notice of hearing con-
cerning minimum wages for Puerto Rico
or the Virgin Islands, or such other pe-
riod of time as may be prescribed in a
notice of hearing, or other notice pub-
Jished in the Feperar REecCIsSTER, the
griginal and 11 coples of the prehear-
ing statement shall be filed at the Office
of the Director of the Caribbean Office of
the Wage and Hour Division, United
States Department of Labor, 7thr Fleoor,
Condominio San Alberto Building, 1200

.

Ponce de Leon Avenue, Santurce, Puerto
Rico, and one copy at the Office of the
Administrator of the Wage and Hour
Division, United States Department of
Labor, Washington, D.C. 20210. If such
statements are sent by air mail from
Puerto Rico or the Virgin Islands to the

- mainland, or from the mainland to

Washington, such filing shall be deemed
timely if postmarked within the time
provided. The number of copies of such
statements and the time and places for
filing them will be specified in notices
of hearings to determine minimum wages
for American Samoa. The prehearmg
statement shall describe the person’s in-
terest in the proceeding and shall con-
tain (1) the prepared statement he pro-
poses to give, if any; (2) a statement of
the Individual classifications and mini-
mum wage rates, {f any, he proposes to
support; (3) the written data he pro-
poses  to introduce in evidence, includ-

- ing all tangible objective data to be sub-

mitted pursuant to §511.13; (4) the
names and addresses of the witnesses he
proposes to call and a summary of the
evidence he proposes to develop; (5) the
name and address of the individual who
will present his case; and (6> a state~
ment of the approximate length of time
his case will take. If the prehearing state-
ment is in conformity with the above
requirements, the person shall have the
right to participate as 2 party. In ac-
cordance with section 6(c) of the Ad-
ministrative Procedure Act, industry
committee shall, after concidering the
advice of committee counsel, issue sub-
poenas nuthorized by section 9 of ‘the
Fair Labor Standards Act of 1938, to
parties who make a request therefor ac-
companied by a clear showing of general
relevance and reasonable scope of the
evidence sought.

2. As revised, §511.10 would read as
follows:

§ 511.10 Subjecis and issucs.

{(a) The declared policy of the Act
with respect to industries or enterprises
in Puerto Rico, the Virgin Islands, and
American Samoa engaged in commerce
or in the production of goods for com~
merce is to reach as rapidly as is econom-
ically feasible without substantially cur-
tailing employmnent the object of the
minimum wage rate which would apply
in each such industry under paragraph
(1) or (5) of section 6{(a) but for sec-
tion 6(c). Each industry committee shall
recommend to the Administrator the
highest minimum wage rates for the in-
dustry which it determines, having due
regard to economic and competitive con-
ditions, will not substantially curtail em-
ployment in the industry and will not give
any industry in Puerto Rico, the Virgin
Islands, or American Samoa a ¢ompeti-
tive advantage over any industry in the
United States outside of Puerto Rico, the
Virgin Islahds and American Samoa; ex-
cept that the commititee shall recomn-
mend {o the Secretary the minimum wage
rate prescribed {n section 6(8) or 6,

24, 1974
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Please send foilowing message, subject to the terms of your company, which are hereby agreed to:

% . £ sT A
- e — O
DMW Ponca City, Oklahoma

Y April 26, 1974
K. L. Schurter Ve A PP’g‘

Saddle Brook, New Jersey

W. R. Sorenson will compile data re residual VCM in PVC pipe and extractability of
salid VCM. The analytical methods will be written by 4/29/746. WRS will facsimile
you & copy of the cover letter with conclusions either 4/29 or 4/30 and will

release information only after approval by RWG, JJL & KLS. Heckman, KLS & WRS

will get copies of the mailing to McCowin of FDA.

Flynt Kennedy

ims
Chem. Res. Div. - R&D
Charge: 8924-10-27



—— FOR RELEASE

@ MANUFACTURING CHEMISTS ASSOCIATION

1825 CONNECTICUT AVENUE, N. W, WASHINGTON, D. C. 20009

CONTACT :
For Immediate Release Richard F. Blewitt
(202) 483-6126, ext. 282

WASHINGTON, D, C., April 16 -- The Manufacturing Chemists
Association (MCA) announced today preliminary indications that
vinyl chloride exposure has produced angiosarcoma -- a liver
cancelr -- in mice at sceveral exposure levels., =

Industrial Bio-Test Laboratories, Inc., who are conductiné
the MCA-adninistered vinyl chloride animal exposure study,
informed MCA that their work -- although very preliminary at
this point -- tends to confirm the findings of Professor Cesare
Maltoni,_un'Italian scientist who rfound that vinyl chloride
expogure in rats caused cancer.

MCA immediately notified the Occupational Safety and ﬂealth
Administratioﬂ,.the National Institute for Occupational Saféty
and Health and the Environmental Protection Agency of the
preliminary test results.

In the MCA-administered study, rats, hamsters and mice
are being exposed seven hours a day, five days a week, to 2500
pirts per million (ppm), 200 ppm and 50 ppm. After seven months
0l cxposurc, angiosarcoma lLas been observed in mice at all

levels, but not in rats or hamstors.

(more)

£gcianlens a¥A



Page 2 of 2

Professor Maltoni reported at the OSHA hearings on vinyl
chloride February 15 that he had observed the liver cancer in
rats exposed four hours a day, five cays a week, toc 250 ppm
for up to 12 months. However, he did not find the cancer in
testing at the 50 ppm level;

The animal exposure study is continuing. Another MCA-
administered study on the chemical, documenting the health
experience of present and former employees who ha}re workced
with the material, the results of which also will be recleased,

is expected to be completed in the near future. Further vinyl

chloride testing is under consideration.
#H#

MCA-3839
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. +(b) Technical services. * ® ®

‘(1) The builder-developer proposing
& new subdivision which will have 10
or more dwelling sites will secure the

- gervices of a site planner, architect,

landscape architect, or engineer, reg-
istered or otherwise certified as qualified
.in the state in which the subdlvision
_is to be constructed, to provide complete
planning, drawings, specifications, and
supervision on ljand, street, utility and
grading development.

(2) Complete technical services wil

" be obtained and paid for by the builder-

developer with his own funds.

(3) At compietion of construction (or
when construction will he accomplished
in phases, at the end of each phase), the
person who is qualified and registered or
certified in the state in which the sub-
division is to be constructed and is pro-
viding supervisory services during the
pericd of work shall notify the FHA
County Office in writing that all work has
been completed in substantial conform-
ance with the approved plans and speci-
fications.

¢ s ) . »
2. Amenad § 1804.67 as follows:
§ 1804.67 Sireets.

(a) New subdivisions and expansion of
existing subdivisions.

(1) Streets must conform to master
street plans, design standards and con-
truction specifications of the applicable

publc body, city, town, county or state

and the requirements of the FHA. De-

- velopments with more than 20 sites shall

have two accesses available, unless an
exception is granted by tshe State
Director.
» . . . »

(42 US.C. 1480°5; delegation of anthority by
Eee, of Apri., 38 FR 14944, 14948, 7 CFR 2.23;
delegation of authority by the Asst, Sec. for
Rural Development, 38 FR 14944, 149852, 7
CFR 2.70).

Dated: April 15, 1974.

. . ¥ranx B. EiL1OTT,
’ Administrator,
Farmers Home Administration.

[FD Doc.74-9152 Filed 4-19-74;8:45 am}

DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

Food and Drug Administration
121 CFR Parts 310 and 700 ]

VINYL CHLORIDE AS AN INGREDIENT OF
Blé!.rJSG AND COSMETIC AEROSOL PROD-

Notice of Proposed Rule Making

In the Feperal REGISTER of May 17,
1973 (38 FR 12931), the Commissioner of
Food and Drugs published a notice of
proposed rulemaking for prior-sanc-
tioned polyvinyl chloride (PVC) resin.
Polyvinyl chloride is o polymeric resin
produced by polymerization of vinyl
chloride which was used as a component
of food packaging materials prior to the
vassage of the Food Additive Amend-
ments of 1958 ahd which has been widely
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used since that time, Only certain for-
mulations of PVC, however, are prior-
sanctioned for use in food packaging and
therefore are exempt from classification
as food additives and way be used with-
out pre-marketing clearance by the Food
and Drug Administration,

Early in 1973, the Food and Drug Ad-
ministration began recelving reports of
possible migration problems of ingredi-
ents of PVC bottles then being test mar-
keted for distilled spirits. As a result of
further analytical testing, the Commis~
sioner published the May 17, 1973 pro-
posal wherein be eoncluded that the use
of PVC for the packaging of alcoholic
foods may cause such foods to be adulter-
ated. No PVC bottles have been used for
such purposes since then. After the pub-
lication of the proposal, the Commis~
sioner began investigating scientific re-
ports regarding the possible migration of
PVC container ingredients io nonalco-
holic foods as well. Agency actlon on this
matter and on the earlier proposal is ex-
pected to be published shortly in the
Feperat RecisTeR. The Commissioner is
also considering the applicability of this
information to various drug products
packaged in PVC, and to various devices
composed in whole or in part of PVC
which may come in contact with drug
fluids, or which may be inserted or im-
planted in the human body.

Because of the broad interest in the
subject of vinyl chloride by both the pub-
lic angd the scientific community because
of its potential as a serious threat to the
public health, the Commissioner has un-
dertaken an agency-wide effort to explore
the probiem in connection with those
products within the jurisdiction of the
Food and Drug Administration and to
fashion the appropriate regulatory ac-
tions that should be taken to assure full
protection of the public health. Repre-
sentatives of this agency are also mem-
bers of a Federal inter-agency task force
formed to gather data on the overall ef-
fect of vinyl chloride on the total en-
.vironment and to initiate coordinated ac-
tion to minimize this impact.

In connection with this search for in-
formation, the Commissioner i1s particu-
larly interested in receiving data in re-
sponse to the following points relating to
the use of polyvinyl chioride in contain-
ers for food and cosmetics, and in de-
vices:

(1) The extent of usage of polyvinyl
chloride by type of container or container
liner and type of product.

(2} The vinyl chloride content in poly-
vinyl chloride used to manufacture or
line various food and cosmetic contain-
ers, including description of the methods
and extraction systems used to determine
this content.

(3} The rate and level of vinyl chloride
extraction from the aforementioned con=-
tainers or their liners by various foods
and cosmetics, including data derived
after periods of storage.

(4) The rate and level of percutaneous
absorption of vinyl chloride from cos-

metics and devices when in contact with .

the skin or mucous membrane.
(§) The vinyl chloride content of vari-

A

-
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ous drug- fluids after they have been in
contact with devices composed in whole
or in part of polyvinyl chloride.

(8) The effect on blood and tissues
of vinyl ehloride extracted from devices
composed in whole or in part of polyvinyl
gl;ldoﬂde inserted or implanted in the

Y.

All persons in possession of such data
are urgently requested to submit it to the
Food and Drug Administration in writing
(preferably in quintuplicate), if at all
possible on or before June 21, 1874. This
data should be sent to the Hearing Clerk,
Food and Drug Administration, Room
686, 5600 Fishers Lane, Rockville, MD
20852. Received data may be seen in the
above office during working hours, Mon-
day through Friday.

The Commissioner recently received a
petition from the Health Research
Group, 2000 P Street NW., Washington,
D.C. 20038, proposing to prohibit immedi-
ately the continued use of vinyl chloride
as o constituent or propellant of cosmetic
aerosol products and of polyvinyl chlo-
ride as a contalner material for any cos-
metic product which can leach out de-
tectable amounts of vinyl chloride from
the polyvinyl chloride container mate-
rial, The petitioner contends that there
is substantial evidence that viny! chlo-
ride monomer is carcinogenie.

A copy of the petition and letter of
transmittal to the Commissioner are on
file in the Office of the Hearing Clerk.

The Commissioner has reviewed all
cosmetic product ingredient statements
on file with the agency, representing ap-
proximateiy 50 percent of current market
formulations, as of February 1, 1974, and
has ascertained that no information ex-
ists in these flles indicating use of vinyl
chloride in cosmetic aerosol products.
Furthermore, the Cosmetic, Tolletry and
Fragrance Association, Ine. (CTFA), has
informed the Food and Drug Adminis-
tration that the results of a recent tele-
phone poll, covering 26 companies in-
cluding the major aerosol hair sira:
manufacturers, show that no coni .
contacted has manufactured pro.s
containing vinyl chloride since .
1973, In 1973, according to this inte: ma-
tion, two companies produced vinyl chlo-
ride-containing products with a total
volume of approximately 1.625,000 units.
The CTFA estimates that the percentage
of hair spray cans manufactured in 1973
which contained vinyl chloride is less
than 0.4 percent. A copy of the infor-
mation received from the CTFA is on
file in the Office of the Hearing Clerk.

There is no known past or present
usage of vinyl chloride as & propellant
in food merosol products. Any such use
without & food additive requlation would
be a violation of the Federal Food, Dirug,
and Cosmetic Act.

With regarad to drug products, the Food
and Drug Administration has recently
reviewed its files and conducted a sur-
vey of all known drug manufacturers of
aerosol products to determine the extent
to whieh vinyl ehloride is used as a8 com-
ponent, including propellant, in such
products. The only known use of viuyl
chloride in drug products has been as a

»
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propellant in aercsol preparations. While
all the information requested in the
survey was not supplied by manufac-
turers, the review of the agency files and
preliminary resuits of the survey indi-
cate that vinyl chloride 1s not currently
belng used in aerosol drug products.
There are no approved new drug appli-
eations for vinyl chloride as a component
of any drug. There is evidence, however,
that manufacturers of some over-the-
counter drug products used vinyl chlo-
ride &5 a propellant until 1873,

To determine the full extent that vinyl
chloride is used in drug products and to
determine if any additional action is
needed to protect the public, there is
published elsewhere in this issue of the
FEDERAL REGISTER, & notice, pursuant to
$132.7(a) (4) (21 CFR 132.7(2)(4)), of
the regulations under the Drug Listing
Act of 1972, requiring all registrants to
submit a ist of all drug products mar-
keted containing the ingredient vinyl
chloride or packaged in containers com=-
posed of or lined with polyvinyl chloride.

The Commissioner has determined
that there are sufiiclent scientific data on
which to base = decision that: (1) vinyl
chloride presents an unnecessary hazard
to the public health when it is used as
an ingredient in cosmetic aerosol prod-
ucts and that such use should be banned,
and (2) vinyl chloride, when used as an
ingredient in drug aerosol products, is
not generally recognized as safe and ef-
fective, {s 2 new drug within the meaning
of section 201(p) of the Federal Food,
Drug and Cosmetic Act, and requires an
approved new drug application as a con-
dition of marketing.

There is ample evidence that vinyl
chloride inhalation can result in acute
toxicity manifested by an array of symp-
toms, including unconseiousness as a re-
sult of high concentration of inhalation.
Cardiace effects, bone chanpges, and de-
generative changes in the brain, Hver,
and kidneys have also been reported in
animals. Reported studies also demon-
strate carcinogenic effects in animals as
a result of inhalation exposure to vinyl
chloride. Of most significance, however,
is the fact that vinyl chloride has been
linked to liver disease, including liver
cancer, in workers engaged in the poly-
merizatiop of vinyl chloride to PVC. The
sclentific ariicles providing this evidence
are on file in the Office of the Hearing
Clerk. In view of this evidence, the Com-
missioner concludes that the banning of
vinyl chloride as an ingredient in drug
and cosmetic aerosol producis is re-
quired. These products arg often used
in the confines of a2 small room where
the level of vinyl chleride to which the
individual may be exposed, although
usuaily only for a short time, could be
slgnificantly in cxcess of the safe level
established in connection with occupa-
tional exposure.

As a corpllary to this conclusion, the
Commissioner has requested all known
manufacturers of such products with
supplies still on the market to recall
these supplies from the market to the re-

- tall level, and similar requests will be
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made of any additional such manufac-
turers if and as they are located.

Two cosmetic aerosol hajr spray manu-
facturers commenced such recalls ax of
April 2, 1974 and a drug and cosmetic
manufacturer, Jdentified after a Afle
search, began recall of seven drug and
three cosmetic aerosol products as of
April 8, 1974, following an April 4, 1974
request.

‘Therefore, pu:suant to provisions of
the Federal Food, Drug, and Cosmetic
Act (secs. 502, 505, 601(a), 70i(a); 52
Stat. 1050-1055, as amended; 21 US.C.
352, 3539, 361(a), 371(a) ) and under ag-
thority delegated to the Commissioner
of Food and Drugs (21 CFR 2.120), it Is
proposed that Parts 310 and 700 be
amended as follows:

1. By adding a new § 310.506 io,Sub-
part E of Part 310 to read as follows:

§ 310.506 Use of vinyl chloride a3 an
ingredient, including xu-opel.lnnl, of
aerosol drug products.

(a) Vinyl chloride has been used as a
propellant in aerosol drug preparatiops.
Evidence indicates that vinyl chloride
inhalation can result in acute toxicity
manifested by dizziness, headache, dis-
orientation, and unconsciousness where
inhaled at high concentrations. Cardiac
effects, bone chanses, and degenerative
changes in the brain, liver, and kidneys
have been reported in animals. Studies
also demonstrate carcinogenic effects in
animzls as a result of inhalation expo-
sure to vinyl chloride. Recently. vinyl
chloride has been linked to liver disease,
including liver cancer, in workers en-
gaged In the polymerization of vinyl
chioride.

(b) The Commissioner finds that there
is a lack of general recogmition by guali-
fied experts of the safety or effectiveness
of aerosol drug preparations containing
vinyl chioride as an ingredient, includ-
ing propellant. Therefore, any such prod-~
uctk containing vinyl chloride is a new
drug and & rew drug application ap-
proved under section 505 of the Federal
Food, Drug, and Cosmetic Act is re-
quired for marketing.

(c) A completed and signed ‘“Notice
of Claimed Investigational Exemption
for a New Drug” (Form FD-1571), es set
forth in §312.1 of this chapter, is re-
quired to cover clinical investigations
designed to obtain evidence that such
preparations are safe and effective for
the purposes intended.

(d) Any such drug witihin the juris-
diction of the act which is not in accord
with this regulation is subject to regula-
tory action.

2. By adding a new § 700.14 to Subpart
B of Parl 700 to read as follows:

§ 700.14 Use of vinyl clhiloride as on ine
gredicnt, including propellunt of cos-
nictie acrosol praducts.

(2) Vinyl chloride has heen used as an
ingredicnt in cosmetic aerosol products
including halr sprays. Where such aero-
sol procucts are used in the confines of
=z small room, as is often the case, the
level of vinyl chloride to which the indi-

LS
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vidual may bé exposed could be signifi-
cantly In excess of the safe level estabe
lished in connection swith occupational
exposure. Evidence indicates that vinyl
chloride inhalation ean result in acute
toxicity manifested by dizziness, head-
ache, disorientation, and unconscious-
ness where inhaled at high concentra-
tions. Studles also demonstirate carcino-
genic effects in animals as 2 result of
inhalation exposure to vinyl chloride.
Furthermore, vinyl chloride has recently
been linked to liver discase, including
liver cancer, in workers engaged in the
polymerization of viny) chioride. It is the
view of the Commissioner that vinyl
chloride is a deleterious substance which
may render zny cosmetic acrosol prod-
uct that contains it as an ingredient
injurious $o users. Accordingly, any cose
metic aerosol product containing vinyl
chloride as an ingredient is deemed to be
adulterated under section 601(a) of the
Federal Food, Drug, and Cosmetic Act.

(b) Any cosmetic aerosol product con-
taining vinyl chloride as an ingredient
shipped within the jurisdiction of the act
is subject to regulatory action.

Interested persons may, on or before
May 22, 1974, file with the Hearing Clerk,
Food and Drug Administration, room
£6-86. 5600 Fishers Lane, Rockville, MD
20852, written comments (preferably in
quintuplicate) regarding this proposal.
Comments may be accompanled by a
memorandum or brief in support
thereof. Recelved comments may be scen
in the above office during working hours,
Monday through Friday.

Dated: April 16, 1974.

A. M. ScxpT,
Commissioner of Food and Drugs.

[FR Doc.74-9232 Filed 4-19.74;8:45 am]

DEPARTMENT CF
TRANSPORTATION

 COAST GUARD
[33CFRPart 117}
[CGD 74115}

NEW RIVER SCUND AND STRANAHAN
RIVER, FLA.

Proposed Drawbridge Operation
Regulations

At the request of the Florida Yacht
Club Council, the Coast Guard is con-
sidering revoking the regulations for the
East Las Olas Boulevard drawbridge
across the Atlantic Intracoastal Water-
way in Fort Lauderdale, Floridz, to re=-
quire that the draw open on sirna l Pres-
ent repulations allow closed p'rlods from
November 13 through May 15 irom 7 a.m.
to 6 p.m. during which the draw nced
only open on the hour and nalf hour, This
change is being considered for the fol-
lowing reasons:

(2) The regulaticns presently in force
were iscued on March 15, 1650 (153 FR
1461}, and were amended on July 2, 1953
{13 FB 3782), October 23, 1955 (20 F&
8118), and October 20, 1956 (21 F=. 80847 .
These regulations were issued to ease ve~
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the ucnial order issued against the re-
spondent on February 28, 1972 (37 FR
5306).
Dated; April 12, 1976.
: RavER H. MEYER,
Direetor,
Ofice of Export Administration.

1FR Doc.74-9080 Filed 4-18-74:8:45 am]

COMPUTER SYSTEMS TECHNICAL
ADVISORY COMMITIEE

Notice of Meeting

Pursuant to the provisions of the Fed-

_ eral Advisory Comrnittee Act {Public

Law 92-463), notice is hercby given that

a meeting of the Licensing Procedures

Subgroup of the Computer Systems

Technical Advisory Committee will be

held Monday, April 29, 1974, at 1:30

p.am. in Conference Room A, Main Com-

merce Building, 14th and Constitution
Avenue, Washington, 'D.C.

Members advise the Office of Export
Administration, Bureau of East-West
Trade, with respect to questions involv-
ing technical matters, worldwide avail-
ability and actual utilization of produe-
tion and technology. and licensing pro-
cedures which may affect the level of
export controls applicable to computer
systems, including techmical data re-
lated thereto, and including those whose
export s subject to multilateral
(COCOM) controls. -

Agenda. items are as follows:

1. Opening rcmarks by the Chairman,
Computer Systems Techunical Advisory
Commizttee.

2. Appointment of subgroup chairman.

3. Presentation of papers or commenis by
ihe public.

4, Discussion of export lcensing proce-
dures relating to computer systems.

5. Executive Scssion: Continuntisn of dls-
cussion’ of export licemsing procedures.

The public will be permitted to attend
the discussion of agenda items 14, and
2 limited number of seats will be avail-
able to the public for these agenda items.
To the extent time permits, members of
the public may present oral statements
to the subgroup. Interasted persons are
also invited to file written statements

- with the subgroup.
With respect to agenda item 5, “Exec-

utive Session,” the Assistant Sceretary of .

Commerce for Administration, on De-
cember 20, 1973, determined, pursuant
to section 10(d) of Public Law 92463,
that this agenda item should be exempt
from the provisions of sections 10 (a) (1)
and (a)(3), relating to open meectings
and public participation therein, because
the meeting will be concerned with mat-
ters listed in 5 U.S.C. 552(b) (1).

Further information may be obtzined
{from John L. Collins, Chairman, Com-
puter Systems Technical Advisory Com-=-
mittece, IBM World Trade Corporation,
1201 K Street NW., Washington, D.C.
20006 (A/C 202-833-6000).

Minutes of those portions of the meet-
ing which are open to the public wil
be available 30 days from the date of
the meeting upon written request ad-~
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dressed to: Central Reference and Rec-
ords Inspection Fagcility, U.S. Depart~-
ment of Commerce, Washington, D.C.
20230. - .

Dated: April 17, 1974,

Raver H. MEeYER,
Director, Office of Export Ad-
tminisiration, Bureau of East-
West Trade, Depariment of
_Commerce.

{FR Doc.74-9009 Filed 4-19-74:8:45 am]

DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

Food and Drug Administration
INADA XYo.48-236V}
AGRITRONICS CORP.

Agritronics Swine Premix T~S; Withdrawal
of Approval of New Animal Drug Application

Pursuant to provisions of the Federal
Food, Drug, and Cosmetic Act (sec. 512,
82 Stat. 343-351; 21 U.S.C. 360b) and
under aunthority delesated to the Com-
missioner of Food and Druzs (21 CFI
2.120), tbe following notice is issued:

Agritronics. Corp., Tl1 24th St., Des
Moines, IA 56311, has requested that tts
NADA (new znimal drugy sapplication)
No. £8-238V be withdrawn {s accordance
with § 135.28(d) (21 CFR 135.26(d)) on
the grounds that the drug is not being
marketed. Notice is given that approval
of NADA No. 48-236V for Agritronics
Swine Premix T-S5, which contains ty-
losin and sulfamethazine, is hereby
withdrawi. .

Effective daie. This notice shall be ef-
fective April 22, 1974.

Dated: April 15, 1974,

8anm D. FiNE,
Associate Commissioner
Jor Compliance.

|FR Doc.74-0114 Filed 4-19-74;8:45 am}

HUMAMN DRUGS CONTAINING VINYL
CHLORIDE QR PACKAGED N POLY-
VINYL CHLORIDE CONTAINERS

Notice ta Drug Manufacturers, Pzckers,
and Distributors

FElsewhere in this issue of the PEvERAL
RecisTtER (39 FR 14215) the Commis-
sioner of Food and Drugs has proposed
that 21l acrosol drug products contrining
vinyl chloride as a component, including
propellant, are new drugs and subject to
regulztory proceedings-unless the prod-
ucts are the subject of new drug appli-
cations approved pursuant to section 503
of the Federal Food, Diug, and Cosme-
tic Act. That proposal is hased on scien-
tific data demonstrating that vingl cilo-
ride is not gencraily recognized zs safe
and effective as a component, including
propeliant, of 2 drug product.

The Food and Drug Administration Is
aware that vinyl chloride has been used
as a propellant in aerosal drug prepara-
tions, but has no information that viny!
chloride is currently being used in the
manufacture of diug products. There is
ample evidence that vinyl chloride in-

halatian can result in acute toxicity
manifested by an array of symptoms in-
cluding unconsciousness as a result of
high concentration inhalation. Cardiac
effects, bone changes, and degenerative
changes in the brain, liver, and kidneys
have also been reported in animals. In
addition, there are studics demonstrag-
ing the carcinogenic effects in animals
as 2 result of inhalation exposure to vinyl
chloride, and it has tecn linked to liver
disease, including liver cancer, in work-
ers engaged in the polymecrization of thie
monomer 10 polyvinyl chloride.

Polyvinyl chloride, a polymeric resin

- produced by polymerization of vinyl

chloride, is used in drug poackaging
matlerials. There is evidence of vinyl
chloride migration when polyvinyl chio-
ride is used In packaging material for
products containing alconol. There have
also been reports of the possible migra-
tion of polyvinyl chloride container
ingredients to non-alcoholic products as
well. Because of this it is necessary to
give special study to such packaging

madterial to determine if it is safe for its

intended use.
For these reasons it is essential thot
the Commicsioner have krowledge of

LesiBataon QYA

every drug produst currently marketed .

In the United States ti:at contains vinyl
chloride as an ingredient, and informa-
tion regarding every marketed drug
product packaged in a polyvinyl chloride
container or in a container lined with
polyvinyl chloride, Such information is

. necessary for determining if there is adze-

quate evidence whether drugs containing
viny! chloride or packaged in containers
composed of, or lined withy, polyvinyl
chloride are safe and efiective for their
intended purposes and what action, if
any. is required to protcct "the public
health,

Section §10())(3) of the act, as added
by the Drug Listing Act of 1972, author-
izes the Commissioner to require each
registrant under section 510 of the act
to submit a list of each drug product
which the registrant is manufacturing,
Preparing, propagating, compounding, or
processing for commercial distribution
and which contains a particular ingredi-
ent, when the Commissioner has made
a finding tkat the submission of such
a list is necessary to carry out the pur-
poses of the act. For the reasons stated
above the Commissioner so finds with
rezard to drugs containing vinyl chio-
ride. As packaging materials are an
integral part of the drug product, the
Commissioner also so finds with regard
to drug products packaged in polyvinyl
chloride containers or in containers with
polyvinyl chicride Yners.

Iz adcition to the reguired st of crups
containing vinrl cnlorice and & reguired
list of drugz products rackaged in poiy-
vinyl chloride containers or in containers
with polyvinyl chloride liners, the Com-
missioner is requesting, but not requir-
ing, that certain other information be
submitted. The Commissiocer acknowl-

edges that some of the informatior being -

requested has also been requestes in the
requlations implementing the Drug List-
ing Act of 1972, and will be available

’
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from that source. Howewer, it will greatly
simplify the compilation of this infor-
mation if it &5 included in this sub-
mission.

Therefore, pursuant to the provisions
of the Federa] Food. . and Cosmetic
Act (secs. 201, 510, 701(a), 52 Stat. 1040~
1042, as amended, 1053, as amended,
1055, as amended; 21 US.C. 321, 360,
371(a); 42 U.S.C. 262) and under au-
thority delegated to the Commissioner
(21 CFR 2.,120), each registrant under
section 510 of the act is required to sub-
mit to the Food and Drug Administra-
tlon & list of-all human drugs which are
being manufactured, prepared, propa-
gated, compounded. or processed for
commercial distribution and which con-
tain vinyl chloride whether or not the
vinyl chloride is an active or inactive in-
gredient and a list of all human drug
products packaged in polvvinyl chloride
containers or in containers with poly-
vinyl chloride liners as follows:

1. Reporting firm name, address,
registration nuwmber.

2. List of drugs containing vinyl chlorlde
(by trade name, If any, and established
name, if any) and a list of drug products for
whoich polryvinyl chloride is used Aag a cou-
tainer or a container liner (by trade name,
if any, and established name, if any).

It is requested but not required that
the following information alse be sub-
mitted:

3. Nationa! Drug Code (NDC) if one has
been assigned.

4. A statement whether the drug is mar-
keted over the counter or limited to pre-
scription distribution.

§. Route of administration.

8. Amount of wvinyl chloride in average
dally dose.

7. Quantity of drug distributed (number
of dosage units} durlng previous 12 months.

8. A copy of ithe label snd labeling.

In addition to the information requested
in ftems 1 throurh 8 (excluding item 6)
for drug products packaged in polyvinyl
chloride containers or in containers with
polyvinyl chloride liners it is requested,
but not required, that the following in-
formation be submitted.

9. A statement of the vinyl chloride con-
tent In polyvinyl chioride used for thc manu-
facture of the drug container or container
lining. Include description of the methods
and extraction systems wumsed to determine
this content. If this informnatlon is not
known, provide the name rnd nddress of the
drug container or contatner liner supplier
and/or manufacturer.

10. The rate and level of extraction of
vinyl chloride from the polyvinyl chloride
containers or container liners by the particu-
lar dirug or by any other extraction or ralvent
systems, including data derived after periods
of storage. Where such information is not
known, but is or may be availabie from the
supplicr or manufacturer of tLe cchtainet
or liner, provide the name rud address of
such supplier or manufactwrer,

11. The rate and level of absorption of
vinyl chloride as an tngredient or of vinyl
chloride extracted from a polyvinyl chloride
container or lner by the drug contained on
an average dally dose, Where such informa-
tion 1s not known, but 1s or may be available
Irom the supplier or manufacturer of ths
container or Iliner, provide the namse and
address of such supplior or manufacturer.

and
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12, Name and address of the manufaoturer
of the polyvinyl chioride resin, whers such
information is known.

This tnformation shall be submitted

to:

Dopartment of Health, Education, and Wel-
fare

Food and Drug Administration

Buresu of Drugs, Drug Listing Staff (HFD-T}

5600 Fishers Lane

Rockville, 3D 20852

by May 22, 1974.
Dated: April 15, 1974.

A. M. ScumanT,
Commissioner of Food and Drugs.

[FR Doc.74-9231 Flled 4-10-74;8:45 am]

ADVISORY COMMITTEES
Notice of Meetings

Pursuant to the Federal Advisory Com-
mittee Act of October 6, 1972 (Public
Law 92-463, 86 Stat, 770-776; § US.C.
App.), the Food and Dirug Administra-
tion announces the following public ad-
visory committee meetings and other re-
quired information in accordance with
provisions set forth in section 10(a) (1)
and (2) of the act:

Committee Date, tiine, Type of niceting
nsme placs and
conlact [rerson

1. Pancl on Maysond9, ¢ OpenMay6, 93m.
Meview of a.ot., Confer- 10 10 a.m., closed
Intornul ‘enes Reom C,  May 8, oitor 10
Analgesic Parklawn A.m., clored Muy 9.
including BAg., 0 Lea Qeisenar,
Antirheus Fishers Lane, Room 10805,
mutic Rockvilla, 600 Fichers l.ane,
Drugs. d. Rockviile, Md,

20852, 3014434060

Purpose. Reviews and evaluates avail-
able information concerning safety and
effectiveness of active ingredients of cur-
rently marketed non-prescription drug
products containing internal analgesic
agents.

Agenda. Open session: Comments and
presentations by interested persons.
Closed session: Continuing review of
nonprescription internal analgesic drugs
under investigation.

Committes Date, tiioe, Type of niceting
nuatne place aud
contoct [orsod
2. Panel an May it,98.m,, Open 9am, to 18
Koview of Tlotel Ttal a.m., closed after
Crtho- Mator Ladge, 10 a.an, Jumes R.
pacdic Snlt Luke Yeale (11FM-120),
Dovices City, LUtal. RG00 Fisliers Luna,

Rockvilio, Ma.
20552, 3(t1-413-3553.

Purpose. Reviews and evaluates avail-
able data concerning safely, effective-
ness, end reliability of orthopaedic de-
vices currently in use.

Agenda. Open session! Comments and
presentalions by inferested porsons.
Closed session: Continuation of review of
previous classifieation results and iden-
tification of specific areas for standards
for those devices classified as requiring
standards.

(

. 14239
Committes =~ Date, time, Type of mostln|
name . ploce and g
contael porson
4. Panel on May22and 23, Open Muy 22, 9sm.
Review of 9 am., Amor- o 10 8.m., ciosod
Dental ican Dental Mauy 22 after 10
Dovices. Associution Aa.m,., ciosod Muy
Bidg,, Chl- 23. Robert 8.
g0, | Kennedy, Ph.D.,
OTFM=-1%0) 5300
Fishers Loane,

Xoekvillo, Md.
20652, J01-443-2376.

Purpose. Reviews and evaluates avail-
able data concerning the safety, effec-
tiveness, and rellability of dental devices
currently in use.

Agenda. Open session: Comments and
presentations by interested persons; de-
vice classification; and device legisla=
tion. Closed session: Continuing review
and classification of dental devices.

Agerida ftems are subject to change as
priorities dictate.

During the open sessions shown above.
interested persons may present relevant
information or views orally to any com-
mittee for its consideration. Information
or views submitted to any committee in
writing before or during a meeting shall
also be considered by the committee.

A list of committee members and sum-
mary minutes of meetings may ke ob-
tained from the contact person for the
committee both for meetings open to
the public and those meetings closed to
the public in accordance with section
10(d) of the Federal Advisory Commit-
tee Act.

Most Food and Drug Administration
advisory committees are created to ad-
vise the Commissioner of Food and
Diugs on pending rezulatory matters.
Recommendations made by the commit-
tees on these matters are intended to
result in action under the Federal
Food, Drug, and Cosmetic Act, and these
committees thus necessarily participate
with the Commissioner in exercising his
law enforcement responsibilities,

The Freedom of Information Act rec-
ognized that the premature disclosure
of regulatory plans, or indeed internal
discussions of alternative rezulatory ap-
proaches to a specific problem, could
have adverse effects upon both public
and private interests. Congress recog-
nized that such plans, even when finnl-
ized, may not be made fully availuble
in advance of the efective date without
damage to such interests, and therefore
provided for this type of discussion to
remain confidential. Thus, law enforce-
ment activities have long been recos-
nized os a legitimate subject for confi-
dential consideration.

These comraittees often must consider
trade secrets and other confidential ine-
formation submitted by particular man-
ufacturers which the Feod and Dirug
Administration by law moy not disclose,
and whicl Congress has included within
the exemptions from the Freedom of
Information Act. Such informaticn in-
cludes safety and effectivencss informa~
tion, product formulation, and manu-
facturing methods and procedures, all

»
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TRIP REPORT
PLACE: SPI Meeting, Washington Hilton, Washington, D. C.
SUBJECT : VCM Toxicity and SPI Involvement
ATTENDED BY: R. W. Gerwig
F. Kennedy
DATE : April 16, 1874

The meeting was chaired by Tony Viltone, Goodrich, and after considerable
discussion a committee was appointed. Harry Conners, Diamond Shamrock,
will chair the committee whose members include R. W. Gerwig, Comoco;

Joe Fath, Tenneco; Lee Kuhn, Stauffer; Joe Jageman, Pantesote; Art Steele,
Union Carbide; and persons to be designated from Dow, Goodrich and
Waugatauh. A steering committee composed of Ross Adams, Air Products;’
Harry Couner, Diamond Shamrock; Jim Williams, Dow; Joe Fath, Tenneco;

and Tony Viltone, Goodrich, was also appointed.

The committee was assigned the following tasks as related to preparing
an industry position for presentation to OSHA:

1. Collect human health data from all plants with at least
20 years of operatiom.

2. Recommend a time oriented type of standard for VCM
exposure,

3. Monitor the MCA animal exposure studies and recommend
and support additional studies.

4, Define standards; i.e., the techniques, methods and
hardware recommended.

5. Recommend VCM content of resin shipped. Industry took
position that polymer could contain less than 0.1% VCM;
labor's position was 0.01% VCM or less.

6. A sub-committee of the main committee will accumulate data
regarding fabricator exposure. Fabricator companies
should not be identified when data are submitted to the
committee.

Ross Adams, Air Products, will contact A, D. Little and other candidates
regarding the preparation of the economic impact of a zero-level regulation
from OSHA. Preliminary indication from A. D. Little was a $60,000-$80,000
cost and 6 to 8 weeks.

6851982800 QYA



TRIP REPORT

SPI Meeting, Washington, D. C.
VCM Toxicity and SPI Involvement
April 16, 1974

Viltone stated that ORC (Organization of Research Councilors) had
retained Georgetown University to do a mortality study covering the
fabricating industry. (This study is similar to the MCA sponsored
study of the VCM/PVC industry by Tabershaw Cooper.)

Residual VCM in Polymer

Several companies mentioned the residual VCM in their product lines and
apply to values '"out of bag or car."

Stauffer - emulsion is less than 20 ppm, low molecular weight
emulsion 800-1600 ppm, high molecular weight 300-600 ppm.

Air Products - pearls 10-50 ppm, pipe type syspension 1000+,
copolymer 300-400 ppm.

Goodrich - man process - coarse fraction, above 1000 ppm,
fine fraction 200-300 ppm.

Union Carbide - Suspension - ''goes down to unmeasurable level."

Pantesote - rigid calendered sheet, 10-85 ppm, resin shipped
at 100 ppm goes to 5-10 ppm, lab extruder "at end of
pipe found 500 ppm." '

Everyone agreed that VCM weathered from resin reasonably easily.

Shut Down Levels

R. W. Gerwig indicated Conoco could operate at 20 ppm level (question
probably referred to ceiling not TWA); Goodrich, Carbide and a few others

could at 30 ppm; the remainder could operate at either 40 or 50 ppm,
more at 50 ppm.

Jim Williams, Dow, told several people that Dow's VCM plants operated at
10 TWA, 25 ceiling, and 50 evacuation and that V. K. Rowe had made that
same recommendation to John Stender, Assistant Secretary of Labor, on
Monday in response to a telephone call by Stender. Such a standard would
be much better than establishing a ceiling limit at lower levels as the
emergency temporary standard did.

Flynt Kennedy

jms
4123/74
¢: RWG-JDBu-JJL-KLS-JDBr-LNV-WRS-DVP-(EAS-REL)
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Dr. Karl A. Hochschwender
American Hoechst Corporation : _ .
Route 202-206 North Bridgewater : T '
Post .Office Box 2500 : o
Somerville, New Jersey 08876 ’ e m

Re: Proposed Regulation of e
Food-Contact Articles in ~
the Household; 39 Fed. Regq.
13285, et seq.

Dear Karl:

We have reported several times recently that
FDA was considering the revocation of the so-called
"housewares exemption" under which utensils, dinnerware
and similar articles used in the home were exempt from
the Food Additives Amendment of 1958. The formal FDA
action in this connection by means of a proposed Rule
Making was published in the Federal Register on April 12,
1974, We are enclosing copies of the pertinent pages
from the Federal Register for your ready reference. It
will be apparent to you that in this proposed Rule Making
the Food and Drug Administration is asserting jurisdiction
over dinnerware, utensils and other housewares, but is
also once again reaffirming that if a substance does not
migrate under intended conditions of use, it is not a
food additive.

As we see it, in its citation of legislative
history in the preamble to this proposal, the Food and
Drug Administration has gone to almost tortuous care to
rationalize away and thereby minimize the significance of
the explicit statements expressing Congressional intent
to the effect that dinnerware or utensils were not in-
tended to be the subject of coverage under the 1958 Food

e S B



Dr. Karl A. Hochschwender
.April 16, 1974
" Page Two

Additives Amendment. Nevertheless, we believe that in
light of recent Supreme Court decisions, it is not un-
reasonable to anticipate that the FDA position would be
upheld by the courts should its jurisdiction be challenged
in a case in which -a health hazard was shown to exist.
Although the Food and Drug Administration refers
to "no migration" in the preamble, and uses the statutory
definition of a food additive in the proposed regulation
which implies that a substance that does not migrate is
not a food additive, FDA still has not defined "no migration"”
in operational terms. In following up on this, I discussed
the situation in some detail and was advised by Peter B.
Hutt, Assistant General Counsel of the Department of Health,
Education and Welfare (in effect, General Counsel for FDA)
that the time might be appropriate for filing a Food Additive
Petition that would effectively define "zero migration" for
indirect additives.

It is our intention to prepare such a Petition
promptly to be able to circulate a draft along with draft
Comments on the subject proposed Rule Making for your
consideration. In this connection, we are requesting those
receiving copies of this letter who wish to do so to submit
to us your suggestions for the preparation of Comments. In
order to circulate draft Comments and leave time to prepare
final Comments within the permitted sixty day period, we
are reguesting your initial responses by May 1, 1974.

We plan to circulate draft Comments embodying any
recommendations we might receive and a draft Petition to
establish a "zero" standard for migration as close to May 15
as we can. In the meantime, as we await your suggestions,
we hope that those of you who have any gquestions will not
hesitate to contact us.

Coxdially vyours,

Enclosures AQzéz4( 564;6Q449’

cc: To All Members of SPI Food,\BPrig
and Cosmetic Packaging Materials Commlttee

?

/
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- SUBSTANCES

in Puc. w0 Rico, including Industry Com-
mittees Nos. 118, 119-A, 119-B, 120-A,
120-B, 121-A, 121-B, and 121-C and gave
notice of dates of lnvestlgat:ons and
hearings

The purposc of thc hearings was to
review the wame rates in those indurtries
which were below $1.60, the then highest
minimum rate under the Fair Labor
Standards Act, except in agriculture
where minimum rates below $1.30 were
to be considercd. Under scction 5(d) of
the Act, the Secretary is obliged to fur-
nish te such committees such data as
he has availat:ie on the matters referred
ta the commiitecs. Section 511.6, Title
29, Code of Federal Regulations pre-

©scribes the use of surveys. As Lhe result
.of the enactmaent of the Fair Labor

Standards Am-ndments of 1974, Pub. L.
No., 93-259, April 8, 1974, the data ob-
tained in surveys in industrics are now
inadequate; the criteria for usc in recome-
mending wage rates are changed sub-
stantially, and the hotel and restaurant
industiries wawe rates have been ine

. creased to those in the various States.

Accordingly. pursuant to section § of
the Fair Labor Standards Act of 1938
(29 U.S.C. 205 as amended, Reorgani-

" zation Plan No. 6 of 1950 (3 CFR 1949-

53 Comp, p. 14 J4), and 29.CFR Part 511,
I postpone tihe meetings  of Industry

" Committees Wos. 118, 119-4, 119-8, 120~

A, 120-B, and 121-A. New dates for the
convening of the postponed Industry

" committees will be published in the

Feperal. REGISTER within the next few

’ _ wecks. These industry. committees will
hold their mectings within the period be-

fween Septem>er 1, 1974 and Decem-

-ber 15, 1074. Industry Commiltees Nos. -

121-B and 121-C for the Hotels and
Restaurant Industries are dissolved.

© Signed at VWashington, D.C., thls ch-

of April 1974 .
<oet Ty aees . PETER J, BRENNAN,
CU e Secretary of lLabor. .

» [FR Doc.74-8£82 Filed 4-11-74;8:45 am]} *’

" DEPARTEAENT OF HEALTH,

! EDUCATION, AND WELFARE

"' Food and Drug Administration
[ 21 CFR Part 121 ]

IN FOOD-CONTACT AR-
TICLES IN THE HOUSCHOLD, FOOD
SERVICE ESTABLISHMENTS, AND FOOD
- DISPENSING EQUIPMENT

“* " - Food Additive Status

Since enactraent of the Pood Additives
Amendment of 1958 (Seplember 6, 1958,
Pub. L. 85-929, 72 Stat. 1784}, letters and
oral opinions have at times been issued
by personnel of the Food and Drug Ad-
ministration advising that ordinary
houseware articles such ns cutling
boards, pols nnd pans, and eating uten-
sils, as well as agents used to clcan such
housewres, arc nol subject to regula-
tlon under scction 409 of the Iederal
Food, Drug, and Cosmetic Act (72 Stat.
1785; 21 U.S.C. 348). The IF'DA has also
had a well-established regulatory policy

that lead (or other heavy metgls) in pot-
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tery dinnu.ware, in enamelware, or in

pewter articles, which may migrate 10 .

food held in the dinnerware (or enamel-
ware or pewter) and poisen the con-
suiner, is subject to regulation as a “food
additive” within the meaning of seclion
201¢s) of the act (21 U.S.C, 321), Food
additive reculations have becn promul-
gated governing numerous substances
used in food-contact surfaces, and in
sanitizing solutions for such food-contact
surfaces, in 21 CFIR Part 121, Subpart F.

DBecause, of resulting confusion with
regard to the applicabilily of the Fed-
eral ¥ood, Drug, and Cosmetic Act to
various houseware, food service, and
focd dispensing products, including

cleaning agents, the Commissioner has |

dctermined that it is in the intercst of

eflicicnt enforcement of the act to .

promulgate a regsulation articulating the
scope of the food additive provisions of
the act with regard to such products.
The definition of a food additive is ex-
tremely broad-and easily covers all sub-
stances which may reasonabiy be cx-

pected to migrate to feod from food-.

contact articles. Section 201(5) provides
that:

The term “food additive’™ means any sub-
stance the intended use of which results or
may reasanably be expected to result, directly
or indirectly, 113 its becoming a compornient or
otherwiso affecting the characteristics of any
food {including any substance intended for
use In producing, manufacturing, packing,
processing, prepsring, treating, packaging,
transporting, or holding food; * * *), f
such substance is not generally recoghized,
among experts qualified by scientific train-
ing and experience 1o evaluate its safety, ns
having been adequately shown through
scientific procedures ® * ® to be safe under
the conditions of Its Intended use; ® ® *

This statutory language provides no
basis for an exemption for any housec-
ware, food service, or fopd dispensing ar-
ticle or cleaning agent, and shows clearly
that Congress meant to regulate all sub-
stances not, generally recognized by ex-
perts ns having been shown to be safe
which beecome or which may reasonably
be expected to become, directly or in-
directly, a component of any food unjess
specifically exempted by section 201(s).
(Although color additives are spccifically
exemplced from the definition of food

" pdditives by section 201(s) (3), they are

repulated by sections 706 and 402¢e) of
the act (21 U.S.C. 376, 342) regardiess of
intended use. Sce 2} CFR 8.1{1) )

The legislative history of the Food.

Additives Amendment of 1958 also shows
that Conpress recognized and intended
that all substonces which may reason-
ably be expected Lo become a component
of any food are “fooad addilives” (unless
specifically exempt under section 201(s)
of the act). Both the House and Senate
Reports on the Food Additives Amend-
ment of 1858 contain the following text
(House Report Nea, 2284, 85th Cong., 2d
sess., p. 3, July 28, 1958, Senate Report
No. 2422, 85th Cong., 2d sess., p. §, August
18,1938)

The leglsiation covers substances which
are ndded intentioswnlly to food. These addl-
tives are generally referrcd Lo as “Intentionud
additlves,”

_tives, Eighty-flfilh Conpress,

R )13»-

" The leglshtion aho covers sumtancm
which may reasonably be expected Lo become
& component of any food of 1o nflect the
characlerisiics of any food. These substance,
Bre Lcnetllly referred to as “incidental addi-
tives.’

The principal examples of both !mentiona
aud Incidental additives are substances in.
tended for use tn producing, manufacturin.
packing, processing, preparinm, trcaunl
pncknglng transportiog, or holding food,

On the other hand, substances which ma-
accidentally et into & food, as for ex:\mp;c.
paints or cleaning solutions used In joo!
processing plants, are not covered by 1.
leplslation. These ndditives arc geneml.:
referred to ns “accldental additlves.” gincs
these substances if properly used may no'
reasonably be cxpected to become n com
ponent of a foed ar otherwise to ;uIect thc

characteristics of a food.

These statements make it clear that Con-

.gress intended to regulate all subsianec-

{except those generally recognized o:
safe or specifically exempted by scetin:
201(s) of the act) which become or whict.
may become a component of food by ar-
means other than purely accidental cm-
tamiination.

The House Sclect Committee to In-
vestigate the Use of Chemicals in Fooe.
and Cosmetics which originally recons-
mended ‘a fooed additives gmencdnmer:
showed a similar desire for providing th>
strongest possible consumer protectic:
through comprehensive food additive
legislation. Thie committee’s report to i
Congress (House Report No. 2356, 822
Cong., 2d sess.), recommended:

‘e ® 9 the [food additive] legislation shou'd
provide’ that evidence ihat tho chemical .
safe, and docs not preduce harinful che
reactions in the end food precduct, &l
be submitted to the Food and Drug Adn

istration for clearance before the chemicai 1
utilized.

Several ma.nu[ncturcrs of food pack-
aging and wrapping materials testified o’
the hearings on the TFood Additive:
Amendment of 1938 and, while son.
favored and others opposed the lepgisin-
tion, it was generally recomnized thn:
substances used to package and hold foo:
would be -subject to the new Jegistatio:
where migration occurred. Sce, for ex-
ample, the statement by Frederick &,
Leinbach, representing the Americai
Paper & Pulp Association, “the overal:
national associotion of thie paper anc
pulp industry,” speaking with regard to
packaging materials

1f there are cxtractables, {f those material-
could reasonnbly bo expected Lo beconme :
component of the packaged food, they ihc..

- becoino additives, and we feel they should bre

trexted as additives. [Hearings Before a sun-
committee of the Commitice on Intertiq:.
and Forelgn Commerce, House of Represenita-
on Dz 1.
Amend the Federal Pood, Drug, and Casmet.
Act with Respect to Chemical Additives &
Food.}

Congressman John Bell Williams, th-
chairman of the subcommiitee whick.
preparcd Lhe food adaditive legiskatic:
reflected this undersianding in the con-
gressional debate on the biil: -

" Sinee the food additive bill, I R: 1325t
passed tho Mouse, I have received an in-
quiry es to how this legislation affects !
packnging Industry. Of course, packagtn:
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ordinntily i not {ntended or reasonably ex-
- pecicd Lo become a part of food and there-
. fors would not come under the bill. The

arm “otherwise affecting the characteris-

€8 of any food” refers to an effect not geli«
erally recomnized RS safe nmong experts qual-
.ifled by scienuﬁc training and experience
1o evatuatie the safcty of food additives; but
“nocuous efiects of packaging, such as yro-
tectlon from dirt, retarding moisture - foss,
preserving shape, providing convenience in
use, handling, and stornre, and the like,
would not be covered. [Congressional Jiece

cord of August 23, 1038, 85th Cong., 2d sess.)

-

" to the terms of an exemption ® ¢ *

Similarly, Conpressman Williams also
stated that ordinary houscwares would
not be subject to the new law:

This LIl 1s not Intended, for exnmple, to
glve the Food and Druit Adminisiration au-
thority to regulste the use of components
in dinnerware or ordinary eating utenstls.
[Congressional Record, 104:17418.]

Thus. ordinary inert articles from which
no mipration to food occurs are clearly
not subject to the act, but there was 1o
congressional intent to excmpt all food-
contact articles used iy the househoid,
food service estallishments, and food
dispensing ¢quipmetit.

Other provisions of section 409 of the
act also manifest a strong congressional
- desire to regulate all intended uses of
food additives. Section 409(al provides
. that:

A food additive shall, with respect. to uny

particular use or intended use of such eddi-
: tives, be deemed to be unsnfe ® * ® unjess—

(1) it and its use or intended use conform
pur-
suant to subscetion (i) {for investigational
use] s 8 »o0r

(2% there ts in effect, and 1t and its nse
or intended use are in confermity with, a
regulstion issued under this section pre-
seribing the conditions under .which such
additive may be safely used.

Section 409(b) provides that:,

" (1) Any person may, with respect lo any
intended use of a food additive, file with the

.. Secretary & petitlon proposing the issuance

of & repulation prescribing the conditions

.+ under which such ndditive may be safely

". .to be regulated while others

used
.{2) Such petitlon shall ¢ & & contaln—

L .- e LN [

C(B) a statement of the conditions of the
~proposed use of suchh additive ¢ ® *
—.. . . ‘e e )

(D) & description of practicable methods
. for determiining the quantity of such ade-
,-ditive tn or on food, and any substance
formed ib or on food, because of iLs use; ® @'@

These sections are clear. They give no
indication that some intended uses are
arc notl.
To the contrary, they shiow a definite
Congressional concern for additives in or
on food repardiess of how they got there.

When Congress intended to exemipt
certain substances from the coverage of
the ret 1t hagd no dilticulty making such
intent readily apparent. Thus, in sec-
tion 201¢(s) of the act it specifienlly pro-
. vided that the term “food additive"” does
not inclucle:

(1) a pesticide chemleal i or on o raw
‘agriculturul commodity; or

(2) = pesticide chemical to lhe extent
that it 48 intended for use or s wied in
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ihea production, storage, or transportation
of any raw apyricuttural commodity. or

{3) a color ndditive: or

(4) any substance used In accordance with
n sanction or approval granted priorto ® o @
[September 6, 1958] pursuant to this Act,
the Pouliry I'reducts Inspcction Act ® & @
or the Aicat Inspection A¢t ® ® ¢ or

{5) & new animal drug. K

IIad Congress meant to exempt specifie
articles such as dinnerware and cooking
utensils {rom the coverage of the act,
therciore, it would have been a simple
matter for it Lo do so.

Finally, scction 409(e)(5) of the act
provides thatl:

In determining ¢ 8 ® whether a proposed
use of a food additive s sufe, the Secreinry
shiall consider among other relevant factors—

» - 3 ‘e -

{B) the cumulalive efflect of such additive
inthedletof man e e @
1t is 1ot possible Lo make an accurale de~
termination of the cumnulative cffcct of

an additive without taking into account -

all mcans by which that additive may
reasonably be expected to enler man's
diet. Any reports of adverse effects re-
sulting from migration of unsafe chem-
jcal additives from articles such as
dinnerware and cating utensils would
require prommnt regulatory acltion. There~
fore, to exempt dinnerware, cating uten-
sils and other houseware, food service,

. and food dispensing articles which may

reasonubly be expected lo contribute

significant amounts of harmful additives

at the final and, arguably, most critical
stage of food processing d.e., immediately
before being ingested by the consumer)
at Lthe very time when technological ad-
vangements have vastly improved meth-
ods of detection and evaluation of their
effect in man, would te in direct conflict
with the express mandate of secuon 409
{c} (5)(B) of Lthe act,

On January 17, 1874, Judge John
Peilkens of the United States District
Court for the Eastern District of Mich-
igan handed down an opinion in United
States v, Articles of food * ® ® pottery,
holding that pottery dinnerware is sub-
ject to the food additive and food re-
quirements of the acl:

The legisiative history leading to the Food
Additlves Amiendment of the Act shows a
clenr Congresslonal intent that subsiances
which are subject to being ingested by
human beings be eause of migratlon nre
“food ndditivexs” and thus “foods” within
Lthe meaning of the Act, ® & & It s likewise
clear that ordinary packaging or feod holding
devices frony which there is no migr'\tlon are
not subject o the Act.

For ihese reasons. and in the interest
of public healthh, the Commissioner of
Food and Drugs has concluded that any
prior statements by ¥DA which conflict
withh this notice are erroncous and col-
trary to the Congressiognal intent as
plainly expressed in the aci, and any
such statements are hereby withdrawn,

The Commissioner recophizes that as a
malter of {uirness, transitionad provisions
to implement this proposcd regulation
are appropriate, since members of indus-
try may presently be markeling certain
products bearing migratory sub.,tanccs

without an applicable food additive regu-
lation, in reliance upon a prior statement
from FDA that the act was not applicable
to the product. The proposal therefore
provides that by Deccember 31, 1974,
manufacturers must either be in com-
pliance with existing regulations or have
flled a feod additive petition covering the
use of a piven substance or aruicle. Of
course, if there is no migration of a sub-
stance Lo food, or if the substance is gpen-
erally recognized as safe at the level of
migration under the conditions of use in-

volved, the substance is not a food addi- ~

tive and no petition is required. An opin-
fonn with respect to migration or GRAS
status may be obtained f{rom the Food
and Drug Administration upen request.

No transilion period is justified, how-
ever, for migratory subsiances in pottery
dinnerware enamelware, or pewter. FDA
has for several years conductad a widely
publicized reguiatory programn against
such products. Accordingly, the proposal
explicitly states that there is no mora-
torium on food additive chiarges where
migratory substances are found in pot-
tery dinnerware, enamelvare, or pewtier,

Therefore, pursuant to provisiens of
the Federal Focd, Drug, and Cosmetic
Act (secs. 201(s), 409, 701(a), 72 Stat.
1784--1788, 52 Stat. 1055-1056; 21 u.s.c.

.32Yis), 348, 371(a) ), and under authority

delegated to him (21 CFR 2.120), the
Comumissioner proposes to amend 21 CFR

Part 121 by nddmg 2 new §121 14, as
follows: .

Do i

§ 121,114 Food .'Iddl(l\c sl.\lus of l'm:ul-
vontact ariticles intended for use in

B tiie houschold, fuad service establish-
ments, and food dispensing egquip-
meoent. .

4a) Any substance the intended use of
wlhich results or may reasonably be ex-
pected to result, direcily or indirectly, in
its becoming a component or otherwise
affecting the characteristics of any food
is subject to the food provisions of the
Federal Food, Drug, and Cosmetic Act

‘and, if it is not generally recegnized as

safe or exempt under section 201(s)(1)—
(4) of the act, to the jood additive provi-
sions of the act. This includes anv sub-
stance in food-contact articles whether
intended for use in the household, {ood
service establishments, or food disjpens-
ing equipment.

(b) Except as provided in paragraphs
{¢c) and (d) of this section, a food addi-
tive in a food~contact articie intended for
any of the uses referred to in paragraph
{a) af this section shinll, not later than
Decetnber 31, 1974, be the subject of a
food adchtwe resulation or a fcod ncdi-
tive petition filed with the Food and Drug
Administration covering such use. The
filing of such a food additive petition
shall stay the effective date of this sce-
tion until e petition is m:ml.cd or de-
nied.

(¢) The trancitional provisions in par-
agraph (b)Y of this section shall not apply
to:

(1)} Migrafory substances in pottery
dinnerware, enamclware, or pewter; .

(2) Any migrating substance whichisa
poisonous or deleterious subsiance uudcr
scction 402(3) (1) ot thic act; or

Y
(-
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( ‘ood additives in food packaging

. and wcapping materials used to package,

hold, or otherwise contain foed prior to
ultimate purchase by the consumer.
(1) Any ora) or wrilten opinions con-

" trary to this section are hereby revoked

and supersccied.

Inlcrested persons may, on or before
Junc ., 1974, file with the Hoearing Clerk,
Food and Drug Administration, Rm. 6-36,
5600 Fishers Lane, Rockville, MD 20852,
written comments (prefcrably in quin-
tuplicate) regarding this proposal. Com-
ments may be accompanicd by a memo-
randum or brief{ in support thereof. Re-~
ceived comments may be seen in the
sbove office during
day through Friday.

Dal.ed Aprxl 5.1974
e " SaMD.Fixe,

- Associate Commissioner
for Compliance.

{¥PR Doc.74-8424 Filcd 4-11-74;8:45am] -
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DEPARTMENT OF
TRANSPORTATION

: "Nationai Highway Traffic Safety
. . Administration

[ 49 CFR Part 571 ]
[Docket No. 74-16; Notlce 1]
.MOTOR VEHICLE SAFETY STANDARDS

B Proposed Modification of Requirements far

Motor-Driven Cycles

This notice proposes amendments of 49
CIR 571.108, 571.122, and 571.123, Nolor
Vehicle Safety Standards Nos. 108, 122,
and 123, that wowld modify cuirent re-
quirements applicable to motor-driven
cycles. X

The National Highway Traffic Safely
Administration has been petitioned by
Cycles Peureot, Ateliers de la Motobe-
cane, and SIN.I.A.C. for “(1) recogni-
tion of the power-assisted bicvcle as a

" separate caterory of motor vehicle and

(2) promulgation of safety standards for
the bicvcle appropriate to its low power
and speed.” Similar petitions have been
filed by Bermuda Bikes, Inc. and Robert
F, Smith, who are retail dealers of low-~
powered two-wheeled vehicles.

These vehicles are currently classified

" as "motlor-driven cycles”, a subcategory

of “motoreycle” that is definced by 49

. CFR 571.3(b) as “a motorcyclc with a

motor that produces S-brake horsepower
or less", As such they are requiresd to meet

-. Federal motor vehicle safety standards,

most importantly the ones covering lights
(No. 108), hydraulic brake systems (No.
122) and controls and displays (No. 123),

- Petitioners contend that vehicles which

produce no more than 1.5 horsepower de-
serve a separate classifieation, and that
existing standards applicabic to motor-
driven cycles arc not reasonable, prae-
ticable, and appropriate for them.

This agency has decided not to estab-
lish & separate category of molor vehicle,
The problems of conforming to the
slandards encouniered by vehicles wilh
1.5 horsepower or less do not appear Lo
bo suflicienUly different from ihose of

working hours, Mon- -

PROPOSED RULES

vehicles veen 1.6 and 5 horsepower (o
justify a separate category. However,
this agency has reviewed the require-
ments applicable o motor-driven cycles
in light of the pectitions and the re-
newed public Interest in this type. of ve-
hicle, and has found that certain minor
modifications in the standards may ease

the burden of compliance without jeop-

ardizing basle safely performance.

With respect to Standard No. 108, this
agency has tentatively determined that
in view of the speed and weight charac-
teristics of motor-driven evcles, the
problems associated with hand signaling
and the lack of turn sirmal lamps are
not as significant as they are with the
larger mo$oreycles. It is {herefore npro-
posed that the requirement for tumn

. signals be deleted for motor-driven

ecyeles with a tap-speed eapability of 30
mph or less. Also, il has been found that
low-powered c¢ycle molors may have

some difficulty in providing the full re-

quired jllumination. It is proposed that

. the required stop-lamp photometric out-

put for low top-speed motor-driven
cyeles be reduced to one-half that for
motdrcycles generaliv. It should be noted
that Standard 108 alrcady contains re-
duced photometric cutput requircments
for motor-driven cycle headlamps.
Because of the low specd of these ve-
hicles, it appears that some modification
of Standard No. 122, Molorcycle Brak-
ing, would be appropriabe. Singe fade
Tecovery is not a safety-critical require-
ment for vehicles with low top speeds, it
is proposed that a motorcyele bhe ex-
empted from the fade requirements of
S5.4 if the speed it attnins in 1 mile is
30 mi‘h or less, I'urther, since Table I
provides no maximum stopping distances
below 30 mi/h, values {or stops from 25,
20, and 15 mi/h are proposed, maintain-
ing the same deccleration values as re-
quired of higher speed stops. For ex-

‘ample, a stop from 25 mi/h in the total

system effectiveness test would have to
be made in not more than 19 feet.

Finally, the NIITSA is propesing an
amend:ent to the Motoreyele Controls
and Displays standard, No. 123. Manu-
facturers of lightweizht motor-driven
cyclies have petitioned that placement of
the 1rcar brake contrel on the lef§
handlebar, rather than at the right foot,
be =allowed. This deviation from ihe
standardized posilion for motorecycles
would appear to have a minimal delri-
mental eficet, and it is thercfore pro-
posed by this notice. .

In consideration of {he foreroing, it s
proposed that 49 CFR Part, 571 be
amended as {ollows:
§ 571.103 [Amended]

1. In § 571.108 the following definition
woukl be added to paragraph S3:

“&peed attainable in 1 nile” means the
specd attainaile by reeelerating at maxi-
mum rate from a sinnding start for 1
milc on a level surface.

2. In §571.108 the following two sub-
paragraphs would be added to paragraph
S4:

S1.1.1..-. A motlor-driven cycle whose

speed attainable in 1 mile is 30 mi/zh or
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signal lamps.
S4.1.1...

forth in that figure, .. <n
§ 5710.122  [Amncnded) ' " pros
3. In § 571.122, the following sentence

would be added to S3.4: “These reuuire-
ments donot apply to amnotoreyele whiose
spred attainable in 1 mile is 30 mi/h or
less.”

4. In §571.122, Table I  would be
amended to add the following values:

Vehicle Prelsuenish Prebumish Effecilve Efvcdi
test eflective-  effectives 1CSS .

speed nes ness total

niles +  {otal partial system hyideauhe

per system mechanical | (R3.4) svelrias

hiour (55.2.1) sysiems (S5.7.1) (85.7.2)

. : 152.2.

* I. ) ) m v
13 a ° 1 Zh
24 5 1 44
37 . B4 30 s

§S7l.]23’) [‘Amcndodj .

5. In §571.123, Table I woull be
amended by revising Item 11,-Column 2,
1o read:

“Right foot control! Left handlc par
permissible for motor-driven c¢ycles.”

Interested persons are invited {o cub-
mit comments on the proposal. Com-
mecnts should refer to the docket numier
and be submitted to: Docket Section, Na-
tional lhﬂhv.ay Traflic Safct}' Adnmi
tration, Room 35168, 266 Seventh Surcit,
SW., Washington, D.C. 20590. It j5 re-
quested but not reguircd that 10 coples
be submitied."

All comments received before the close
of business on the comment closing date
indicated helow will be considercd, and
will be available for cxemination in the
docket at the above address both before
and after.that date. To the extent pos-
sible, commients filed alter the closing
date will also be considered. However, the
rulemaking action may proceed at any
time after that date, and comments ic-
ceived after the closing date and too Iate
for consideration in regard to the action
will be treated as suerestions for future
rulemaking. The NH'TSA will continue ta
file relevant materinl as it becomes avali-
able in the docket after the closinz date,
and it is reccommended that interested
persons continue to examine the docker
for new material,

. Comment closing date: May 13, 1074

Proposed effective date: 30 days after
publication of finul rmule in Fooeran
RELCCISTER.

{Sec. 103, 119, Pub. L. 80-563, 80 Stat, 7i8.
15 U.S.C. 1392, 1407; delegations of authorits
at 49 CrR 1.51 and 49 CFR 40L.U.) |

Issued on April 9, 1974,
RocoerT L. CanTrn,

. Associatlc Administrator,
Motor Vedicle Progra:mns.

{FR Doc.74-8461 Filed 4-31-74:8:45 am}

1is—-
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13287 .
less need not "be equipped with tungo

A motor-driven cycle whonc=
speed altainable in 1 mile is 30 mi/h o
less may be equipped with a stop lampy
whose photometric output for the groupss
of test points speeified in Figure 1 is ates
least one-half of the minimum valucs ot

~o
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Titie 29—Labor

CHAPTER XVII—OTCUPATION ). SAFETY
AND HEALTH &DMINISTRATION, D2-
PARTMENT OF :“LOR

PART 1910~ ( TCUPATIONAL SAFETY
AND HL/.LFH STAMDARDS

Emerg.ncy Temporary Standard tor
Exnosure to Vinyt Chileri:".

3. Back: vun’. Vinylch!.yiio (chloro-
et "), (.hcmxk.. AL...‘.‘ W Service
Reps- Wy No, 75416, Is a synthetic chenii-
cal made by oxychilorination of cthylene
or by hydrochilorination of acetylene, 1t
is the parent compound of o series aof
thermonplastic resin polvmers and co-
polymers which are widely used for con-
tainers, wrappiny tlssues, electrical in-
sulation, pipe, conduit and a varlety of
other products. Vinyl chloride has becn
made commercinllv in this country since
1939 and present - .:.lucbion is in excecs
of seven billion: 1. mids 1T year.

Viny! cidoride (\’C) is a mes at ..m—
hient 1- . weratour~ and pressure and s o
rhorin. 7 o carbon which has mad-

crate Nve v, The present standard
sets o celling value of 500 parts per
o mpm) (22 CFR 1910.93).

On January 27, 1974, the Occupational
Bately and Heallh Ainisistration wes
informed by the NWationol Institute for
Occupational Sefety and Health
(NIOSH) {:at ihr T F, Goodrich Chem-
jcal Comipuny r. :ied that geaths <f
several of its em,..oyees fron a rare form
of liver enjicer may b been cccupa-
tionully retated. As a re L of this notif-
cation, and safter e« - ifation with
NIOSH and r joint in :ction of the
plant by OSTI,h, NIOSH, and the Ken-
tuclky Depariment of Labor, a fact-find-
ing hearing on possiklc b ri ‘nvalved
with the manufacture ané u:. of both
VC and polyvinyl chloride was an-
nounced on January 30, 18974 (39 FR
3874), and held on February 15, 1874.

2. Carcinogenicity of VC, Information
produced at the hearing demonstrated
that exposur of laboratory animals
(mostly Sprac,ue-Dawley rats) to VC by
inhalation at and below the cwrent
OSHA standard of §00 ppm induced
tumors, including angicinreomas ol the
liver. Professor Ccesarc | illoni, of the
Instituto di Oncologia, Belozna, Italy, re-
ported nn & series of experiments oi the
effect of exposure of rats, mice, and
hamsters to VC ot concentrations of 10,-
000; 6,000; 2,500; 500; 250: and 50 Ppm
for varying periods of time (TR 43-£3).
Some of 11:e experiments have bren con-
cluded, and otliers  re still ongoing. The
experimental results ¢o far reporicd are
that tumors have beeny observed in
groups of animuls expo~cd to VC at con-
centrations ~3 Jow a8 236G ppm. No tumors
have been (.m:t:lvcd in the greup of ani-
mals exposed to VO at a4 copceniiation
of 60 ppm. It nlso appears sa far that
ithe total number of tumors, as wcll as
the numbers of anylosarcoimas of the
liver, decrease ns the concentrations of

VC are reduced to 250 ppm. Finally,
anothe: exporiment by Professe hilal-
tond Is unde voy Involving the ¢ asure

of 300 ani:nals to VC at cox‘cmuuwn of

RULES AND REGULATICNS

50 ppm, in ooder to @ssess In a4 more
definitive way whether that Jevel of ex-
posure produces tumars tn animals, Data
reported by Torkelson, Oven and Rowe
(American Industriol Hygicne Associa-
tion J 22:354-361 (1261} ) indicate that
exposure Lo VC =t eovcentrations of 50
ppm Ialled to induc tumors in rats,
hamsters, ral,bils, anca +i0gs,

The employi s of the B. F. Goodrich
Caemical Company whn died from an-
giocsarcoma of the liver had an average
exposure of approxini-icly 19 years to
vinvl chloride, at unilown concentra-
tions, and variable exposures {o olber
volatile chemicals. (TR 63), Some ¢ -
Moyees of Union Carhide Company a..d
Goodyear Company are alin reportrd in
a post-hearing comment from NIOSH
dated March ll. 1974, to have had ex-
posure to vinyl ¢* “oride and to have died
from angiosarcou:a of the Jiver. Pxnf‘ly
autapsics of four deceased employees re-~
vealed that liver angiosarcoma tumors
were histological'  Indistinguishable
from the angiusarc a twnors observed
in Professor MaltoLs o experimental and-
mals. It Is concluded therofcre, that
vinyl chloride is carci: .genlc for hu-
mans.

We therefore conceludge that the prese:
standnrd for VO should be lowered fro:.
a ceiling of 50 ppm to a ceiling of 50
ppm for the foltowing reasons:

(a) Xn lght of the c"luence referred
to ebove including the Maltonl expori-
ments demonstrating that VC is cz: “ino-
renle in animals at 230 ppm, we co: iud
tuat V¢ mLLt be concidered carcine-
genic in man ot the same level;

(h) Althouzn Professor M.-]toni du!
not Iinduce tuicors in his ex
animals at an exposure concem.aticu ui
50 wmpni, these data do noi support the
concent that occupational exposure of
employees to concentrations of 50 ppm
throughout their working lifetinie woul’
be without detrimental heglth eflects;

(c} The question whether safe levels
of exposure to carcinogens exist for hu-
mans and, if s0, what sush levels would
be, is the subject of continuing scixntific
deliberation. In the case of VC, Frofes-
sor Maltonl did qint observe tumdc:: in
his animals at exposure concentraticus
of 5U ppm, In addition, Torlelson, Oyen,
and Rowe found that exposure to con-
centratior: o 50 ppm of VC 1ailed o in-
duce tumors in rats, hamsters, rabbits,
and dogs. Accordingly, there (5 insui-
ficleny, evidence st this thne to conclude
that VC at concentraticns of 50 ppm or
below poces a grave danger to humans.

(d) The emergency temporary stand-
ard adopted represents a substantial re-
duction in the parmissible level of expo-
sure and, in our practical judgiment. is

the Iowest Ievel that can be comiplicd
with immediately; and

(@) 'phnis stanaurd wiil be dn effect Tar
a period of no lonrer than six months,
during w1Lich time the wihcle guestion of
possible safe exposure of humans to VC
will be reconsudered mc. e fully and 1:1
the ligh! of more information, 1nf‘1ud1
experiments whicii ave wder way & Lnls
tiime (TR 47, 49, T1-74).

3. Pctitions for a1 emergencl ICinpo=

&

rary standard. In & telerram to the As-
sistant Sceretary ¢f Lobor, roceived on
or atout March 14, 1974, the President
of L: United Rubber Workers Intersiae-
tionn: Inion wred the establishment of
an en: gency temporary standard for
VC. D: -ing the hearing of February 15,
1974, 1+ Industrial Unien Departicent,
AFL-C: 0, and the United Rubber Work-
s Internztional Unien made & joint
petition for an emergencey temporary
standard for VC (TR 141-148), whigl
was alzo joined by the O Chemical ané
Atomic Workers Internztional Unlon
(TR 37). At the same heartng, geveral
participants urged, en the other hend, o
regmar rulemaking procecing as the
ost suitable fer thic ordzriy develop-
ment, of relevent informallon (TR 112,
1800,

The petitions for an e¢r-~rpency tem-
porary standard specilic? i detall the
contents of the stoanderd re: -sied. In
substance, the request is to issue & coemn-
prehensive fullv-developed  standard

based on the recommenduticns of 'hn
Standards Advisory Commillee an Co
cinegens submitted to the Assistant Ser-
retary of Libor on or atout August 27
1973. The reermmindpticons ave f:{r-
ranging, and cover special cnlegories of
onerations, signs and labals, medien? sur-
veillnncee, reporting, clf including & per-
mit system for the u c' ~ corcinoren.

We agree that an e sreney tempo-
rary standard is nes wecannch say
on the basisof the i eon davelosod
50 far that a compre:cnslve standarg,
such as the one requested. is eitiier necer-
sary or eve . desivable. 1t har teen de-
cided to promulzate o standa: eont n-
ing onlv those essentic] provivicns o)
are deemed ne\m y 1o provide proiice
tinn o cmploy from grove danges
until a regular rulsi i zing proceeding In
accordance with sections € (L) and (¢)
of the Act can he conrrludrzd. The rea-
suns for a decisicn to csiablizh a celiing
value of 50 ppm have =alresdy been
stated. A declslon on other poisible, op-
propriate provic.uns I~ brst mrce after
consideration of all relevant data and
views tliat Interested persons may subh-
mit during the proceeding soon to te
initiated.

With respect to erpunes:ts in oppnsi-
tion to issuance of an emergency term-
porary ~tandard, the concern and effars
of seviral combanics pryticinating at ti.2
heariryg for the p:‘ntc 1 of thor e~
ployees are recornived, 1 may alzo be
that som¢ employels in oM plants have
fully complicd with tlie interim controvls
rerommende’] by NIOSII on January 38,
1974, There is, however, renson to believe
that employces are curr~-tly belng er-
posed to VC at concotiirations well 103
5¢ ppm. Thls was cssorted revers] tioo
at the hc'u";ng. and noy savionsly o
fioned, MUreahEY, o it (‘\.C.‘\C(i P4 .
1874, of a surve; Wy (heatnT el the O
of Standards l..velepment, OSHA ¢
several facilities nuonuineturing VC r..
poiyvinyl chlezide reves'sd coeenire
tions for seme job ¢l :
as 229 ppm. Thorilorg, suloticn i
considered necessary (o wiovi du.ﬂl’u- -
ately, adequals DIu“éu.(‘., 2o R Vrnie:
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_ below contains only

" these miterials. The rmonitoring,

wosed Lo VC ' Also, the ‘cight-hour, tlme-

weightcd «v rage sfar dard sugg e%ed by
several po. 'p:mtx at the hcari.ng (see,
for inst~ - . ‘TR 17&), huws been rejected.
‘The 7 u 1974 report of the survey re-
vealc. ! several kinds of work ar op-
erati ..o " short duration. Loading
or u-’ ;apg of o tank car may require
aps: ~.tely 15 minutes. The ¢k aning
ol . Wotor may require approximnlely
h wn hour. An eight-hour, time-

weshbed average svandard would permit
enpasure to VC wl concentrations of 400
™ for one hour. Such uprward excur-
sions, several limes thie 59 0 an level, can-
not b pismitted to <

4. e standard. T

T,

s>tandard set out
the requirements
deemed necessary to provide protection

"pelore the conglusion of thie rulemaxing
~ progevii

! to be commmenced shortly.
Becau.- c¢xposure to VC is hazardous,

ard bect. e such exposure can occur in

the processes of synthosizing or polvme-

erizing ¢f VC or in the handling of VC
polyme: .- copolymers whichi contain
S oAb 4, this standard aj.alies to alt
suC’ L83 and to the haundling, re-
Bct Loufacturing, processing, re-

leasin, . cpackaging, or storagr of any of
require-
11 wnts Ve two purpeses, to triggor into
wratii. e compliance program . 7 o
eck 1! . rlectiveness of the puv ST
Alsg, engitecring contsols are fgve. o L lar

. compliance, and respirators are intended

to proviue protectic . wintil sucl: controls
canl be msl,a.llec. or ii. cases where such

" controls are ne’- {casibie.

Accordingly, - reasan of the for ogomz
and on the bh: .3 of the record of the
hearing of February 15, 1874, wit. ex-

hikits, the written submissions rocvived -

¢ ore the hearing pursuant to the notice

. of the hearing, the post-hearing written

submissions by the pirticipants at tha

Becrvt

RULE REGULATIONS .
ary of Labor's Order No. 12-71 (36
FR @ih41, 29 Cr'it Part 1210 is amended
by B,Odin;; theroto & new §1910.93q o
read as set forth below. In addition, pur-
suant to section 4(bY(2) of ‘he Act (64
stat. 1602 (22 17.5.C. 653)), the stand-
ard In the new § 1910.93q is determined
to be more eflective than the corre-
sponding standards now in Subpart B of
Part 1910, in Paris 1615, 1916, 19%7, 1915,
and 19026 of fitle =€, Code of Federal Ren-
ulations, and in %i.tt 50-204 of Title 41 of

-the Code of I"edcal Flegulations. There-

fore, thes~ ¢ wresponding standards are
superseded by the new stapdard in

- §1910.93q.

.

hearing, the March 197 i fepori ol a fact--

finding survey recoming ndalions received
from NIC5SH, and the ot her data referred

- to herein, it is found (1) that VC at con-

~entrations in excess of 50 ppm is phivsi-

Ay harm?  and carcinosenie: (2) that
Lxposure to VO at concsntralions in ex-
cess of a concentration of 50 ppn poses a
grave danger to emnnloyees; {(3) that em-
ployees gre presentiy exposcd to VC at
concentrations in excess of 50 ppr; and
(1) that the emergency temporary stand-
ard sct out belnw is necessary to provide
hnn*cdnm protection 1o er.*.:!o_» ces trom
sucl: danger.

rsuant to section £{¢} of the Occu-

pi...unal Snfety anad Hesith Act of 1870,
s proceeding will comimence shorlly in
gcecordance with section 6(b) of the Act,
In which the emergency toemporary
standard will serve as » proposed.rile,
together with otber subizidiary rules, As
SO0 A posyible ~ draft cavivoiunentod
impact statemcn’ 4 be filed with the
P:esldent's Coar oy on En‘.‘ircnmu..wl
Quality, and copics will be provided o
other armireprizic Federid '*"cncics for
their cc  aents.

Pursuaiad to sections ctc) and &) (3)
of the Willlems-Stelger Occupational

Sefety and IHealth Act of 1970 (84 Stat.
15946, 1399; (20 US.C. 655, 657)), and

No. 67--Pt. o=t
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~of 50 parts per million {(ppw)

1. In.29 CTR Part 1910, §1910.93 5
amended by deleliny from Table G-1 the
line: “* * Y C Vi inyl chlorme * %560
v e 1300,

2. Part 1910 of Title 29 of the Code
of Federal Regulations Is amended by
adding thereto & new § }910 93q to read
a5 follows: :

§ 1910. 93(1 inyl (:Mondc. '

(a) Scope and cpplication. (1) This
secltion applies to unv area or dpera.’'sn
in which vinyl chloride (chlorcethen:),
Chemical Abstracts Service Registry
Number 75015, is manuinciured, reacted,

.

lrandied, processcd; rel eased repacked,’

or stored.

(2) This s~ ion does not apply to the
handling, st o, or other use of vinyl
chloride polyisors ad copalyluers in the
Iorm of fabricated nroducts.

(b)Y Permissibie s postre. The occupil=
tional cuvironment shall be coutrojled so
that no employer is exposed to vinyl
chloride at a concentration in excess
(127.0

mzy/cuml.

{¢Y Monitoring—~(1) Inilial monitor-
ing, As soon 85 possible bhut not Jater than
April 22, 1974, cvery employer o/ an em-
plovee working in an area or aparation in
which vinyl chiloride is manufactwred, re-
acled, hangled, procec<ed, releazed, re-
packed, or stored shrll bogin menitoring
the ambient air of the area to determine
whether it contains viny] ehiloride in cun-
centrations in execssof 593 - m.

(2} Frequency. Monitor, of a sufi-
cicnt numher of er- )laye. so that o
represent “Live sample of erposures to
vinyl chicride may be determined shall
be zecomplished not Jess frocuently than
weeily witil all results for three cots ceu-
tive weeks are at or hilow 50 ppm. ‘There-
after, monitoring shall be condiucted net
fess Irequently than monthly so lonz ng
the concentrations of vinxi clhiloride do
not exeeccd $0 ppm. If o monitoring sam-
ple reveals vinyl chlaride in concentiyz-
tions i excess of 50 vpin, weekly moni-
toring shall Do resurncd wntil 2l resviis
for three conseciitive weeks are at or be-
Inw 50 ppm. -

(3 Method of manitoring. Personv.ol
monitoring shall be ¢ uplished by eol-
Jecling samplez by e devices worn
by (e employco. > samiles shall be
analyzed by gas chreaostorraphy or by
any other method whichy is of (uivalent
sensitivity, The o ctical procedire
shidl be sensitive ta § 5. of vt ¢hio-
ride in nir with an aeceuraey of =20 poer-
cent for a ten rafnut. iy sample.

. f . ° Pe K
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(4) Employce ohservation of mounitor-
ing. Employees working in an arca or
aperation whose ambient air {s moni-
tored, or thelr represcntatives, shall be
riven a roiasonable opporturaty to observe
the personnel monitaring required by
this section.

(5) I’ccard!..rovmg. The rcsult.s of al
moniter:r; shall be recorded in writing.
The rccm ds shall be retainad for at Lot
5 vears and shoal be mae syvailable far
Inspection and copying L. representa-
tives of the Assistant Secrctary of Lulor
for Occupational Safety and Health
anr? ihe Director of the National Insti-
tule for Occupaliinal Suiety and Heall
(NIOSH).

(6} Employee gecess. Tach cmploree
and former employer shall have acces (0
such records of the results of monitor! 3 .
required by this section ss will indicate
his own exposure to alrborie con.. ra-
tions of vinyl chloride. .

(N Employee notificaiion.

S

Tiach em-

- ployer shall promptly nolily any em-

ployee who hus been or is being exposed
te vinyl oitoride in concontralions in ex-

¢ 5ol §0 ppm, and sholl Jt’ nrra him o~
thie corrective action bing ¢ il
(d) Compliance. 3 V. .nemr “any

monitoring san “le reveals »..:-1 ehloride
al a concentriiion in ex:css ox‘ 30 ppuy,
or whenever any accidet!, suchi as rup-
ture of equipment or sriliure, indica.t/:s
the likelihood of o grewter than usual
release of viny) chloride into the ambisnt
air, all employees exposc! o such con-
centr: ‘ions shall be withdreen to & safe
arca and shall not Le pers «d to re~
enter the work area unles: (uey wear
gither Type C contiv: .. flow Or pres-
surc demcand abr suy Lwed respirators or
self-contained breat:, »ug apparatus.

(2) Work which mav reasonably be

. expected to release vinyl chleride in con-

centratipns In excess of 50 ppm, surh as
repiir, maintenance or cleaning of re-
actors or ollier equipment containing*®
vinyi chla ide, shall be accomplished ot:ly
by employecs weanng 152 C contiticus
flow or pressure demand 2ir supnlied res-
pirators or "-lf-conmnm breathing sp-
paratus,

(3) In any casc covered bv para-
graphs (d> (1) or (d)(2) of this =oction,
in addcition to providing the requtnd
respirators, the emplayer shall exs
and analyze the source of the exc: =&
concesitrations of vinyl ctioride in order
{0 determine fensible encineering or op-
erational controls appropriate to rednec
the nlrborme econcenrziralions fo the per-
missaile level. Such cdontrels zhall be
implementerd as quickly nz pocsitle,

(4) Porivdic tests shaill Lo eonducted
for eguipment leaks and for emizsions
of vinyl chlovide which m:.:,' resuil nom.
work practices. - .

3. In 29 CFR Part 15ig, EI‘HD 19 i
revised to rend os follows:

g 191049 8
tanvinants., R

(a) Asbestos dust, Seetion: 1810.5ia
shall apply to the exposure of cvaiy om-
rioyoe Lo asbestos dust in every eiconiov-~
ment anad place of emplovmont ¢ -vered
by § 1810.12, §1610.13, § 1910.14,
§ 1910.15, o1 3 1910.16, in licy of uny dif-

‘iaf proviziona for sir con-

yaoLaBla0n QYA
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;erent standard ¢ oy
dust videh v

_ (d olherwise be appli-
cabic Ly viri.

f any of those sections.

(b)Y Vin rloride. Scetion 1910.93¢g
_sha.ll en: .. the exposure of every em-
ployee o i \! caloride In cvery employ~

mo..t an place of employrunt covercd
br § 15, 12, § 1910.13. § 1910.1%,
$ 1410.15, - 1%10.16, in licu of any dif-
ferent st ..ard on exposure to vinyl

chloride wihich would otherwlse be ap-
 able 1. virtue of mny of those sec-
i .

‘ _.’-‘cctiw datc. Tlese amendment:
<1t tome effeclive on pril 5, 1874,
{Scca, 4. and B, Bt Stat. 1682, 1696, 1607 {29

U.8.C. GL:, 6565, (67); BSecrctary ot I.nsh)or.s
“Order No. 12-71, 36 TR E77 )

Signed at Washiln. 3, DC., this 24
" day of Aprn 1074,

JOBN STENDER,
Assistant Secretary of Labor,

L [FE Doc.14-78906 7 .. od 4-4-T4;8:45 nra]

Title 32A~- Nationa! Rofense, Appendix -

'CHAPTER X—O0FFICE €7 OIL AND GAS,
DEPARTMCUNT AF 7. 7 INTERIOR

-{ON Laport Reg. 1 (Rev |, Amidz. 65]

OIL IMPORT REC. 1-—ilL IMPURT
Co REGULATIONS -

" Canadizn kmports ;

T"vre appea~ © in the FEDERAL
15T . on Febru "1, 1974 (39 FR 5143)
a poposal to ¢ d several sections of
Oil Import Reguloiion 1 (Revision 5%, as
amended. Ainendnient 64 to Oil In vt
Regulation 1 (Revision 5) made the
ch::-resrelated io the-propnsed rulemak-
in; ".or all seclions except f{or sections
2% ang 33, both of whizh pertain to Ca-
neadian imports. Publicaition of amend-
ment of sect,xon 29 end 33 was deferred
until discussions could be held with tle
' Canadian government to determing their
- export policy. Those discussicns have
been concluded. Tnie Cannsisn govern-
. ment plans to continue to control ox-
ports along the lincs of their present
contrels for at least throuwli Septenther
1974 at which time the metiiod of con-
trol mayv be modificd significantly, Ac~
cordingly, interested parties should note

that, although scctions 27 and 33 ure-

written to proivide allocat
entire allocation period |
through April 30, 1075, lice; .
be issued iitinlty for one half of the
May 1, 19741 tloough Aprid 50, 1075 al-
Incation period and the licenizcs will only
he valid for a six month jod unless
extm‘.\;_d by the Dircctor. T prescdure
‘Wil provide for nesded fexitiiity should
+ the Canaodian export 1mI1C\ chinnipe to the
extent that 1 is nooosenry to furiber
ThoGily WE cilfcied .-.u.LLo;n., v e il
Import Regulation w conform {o sucl
-changes.

‘As stated In the preamble to Amend-
ment 62 the three tier sysici projased
for making alloontions under cection 29
did not receive complete recoptance.
Alsa, the proposed chonge to sectin
wns predicated ou a continuntion of thc

wns for the
'y 1, 1974
o5 will ot
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sure to asbestos -

. change 1s 8 provision that requires ¢

»rG-

.RULES *™D REGULATIC

Federal mandniory cruds allocation pro-
gram In its present form. The Pederal
Enerxy Office has now proposed changes
to that prorram. For these reasons it
has been decided to retain the historical
brsts for making aliocaticis ¢f Canclian
inmiports into Districts I-1V, The =

person having an alloecation of Canadiiz:
imports must piocess the entire volume
of Canadian {ruporis in his own facillty.

The changes to section 33 are strictly
technizal in nature with the exccption of
the Mcensir; peri:«ds referred to above.

This am .dmont also amends section
3 to provide that entrtes for consiunption
of lanndian imports by pipeline ungor s
biecnse issued pursuant Lo the: « rermia-
tions mey be mad< until midaight of
Maeay 15, foellowing the end of the allo-

cation pericd in which tho license cu-

thorizing such imports from Cinsda was
issued. This fifteen dny over:  Is neces-
sars to prevernt disrupllon <f phhwiine
operations at (i - end of each gliocation
period.

This amendment 65 becomoa eﬂ'ectlve
on April 5, 1974.

e " WiLrian A, Voc:m.v,
- Acling Deputy Assistent
. Secretary of the Interior,
~ Approved e
- WirriaM E. Sinon,
Deputy Secretary of the Trccsury
A new paragraph () is added to sec-
tion 3 to read s {ollows:
Sec. 3. Allocation periods.
[ ] N L] * L J L]
(1) Notwithstanding the prov. =5 of
paragraphs (a) and (e) of thic .ccllon

‘entries for en

23 0or fro’n the Oil In;;

mptico o7

Canadian im-
may e nod

-de until mid-
night of M.:.» 1l following expiration of
the alleclion poried in which a license
authoriziug such im). :ts from Canada
was issued.

Section 29 1s amended in 1t-s ent.xrcw
to read as follows:

See. 29,

(a} As used In this sectlon, the term
“Canadian imports” mesrns imports from
Cenadga of crude oil vwhich has been pro-
duced in Canada esnd unfinished oils
which have been derived from erude oil
or natural gas proiuced it Canada and
which have been traistoried into the
United States by overland micans or over
waterways other than occen waterways.

(b} To be eligible for o1 clizoalion of
imports under this section. a person must
have in Districts I-Iv a facility capable
of processing Canadian imports.

(¢} The Director shall, in accordance

with the terms of paragroph {d) (1) of

ports by pi«-

) Canadin: Ilnpnrl&—Diblricts 1~

t1 . section, make allscalivns for the al-
-location perfod WMoy 1, 1674

throurh
April 30, 1975 of not to cxceed 762,000
average barrels daily of Ciuadian im-
ports into Distric's I-IV.

(d) <)) The Directur chﬂl make al-
local. : mot subjeci ‘o license fees of
Canc-...«n imports to clizible applicants
who reccived nllocations ¢f zuch nports
for the perlos Januaery 1, 1674 thrcush
Deceinber 31, 1973, pursnent to section

;AL 13 Board
under section 01, or frem: both. ach such
applicant chail be entitled to nn zlloca-
th v of Canzdian Unporic calculated in
accordance with the following formuila:

Sum of cach elizible applicant’ nllocation
of Conadlan imports in 1673 purr ot to sec-
tion 23 and seilon ”l-ck'vrc.l;c . 1o barrels
per day - . o

Sum of all sllochtions of Canadlsn tmporis
in 1873 pursuant (o seofion 23 apd eection
2! -expressed in harrels) ~day .

¥ 782,00

(2) The Direetor shall lssue befcre
May 1, 1974 to each eligible upr'lic:*nt a
license equal to one half of the aliora
calecuiated pursuant o subparagreph (1)
of this paragrari. Such 11'*01.5;., shell ex-
pire on Octob:r 31, 1974 unless extended
by the Dircctor. The Dirceicr shall dssue
before November 1, 1974 5 recond license
to ench eligible applican’ cguea! to tle
remainder of the allocation ¢ olanted
pursuant “to subparegraph (1) of th
poragraph, Suclh licensces shall exnpire o
Aprll 30, 1673, c

(e) (1) Except as provi- .4 {or ir sub-
paragrapl (2) ol this po eorovh & per-
501 who imnoarts "1.de 1 xmpor‘._i mu:

sirnancs 23

1t\ Yor the purposc of this Lah .
blending by mechnanical means does not
canstiitte Mrocessing

(2} (1) Conadisn 1117)0 ts mny
changed o Lorrel for burrel basin for
other Cey iinn snports bul cach person
receiving crude ofl ort (i oolls in
the'exchan - mush proee e crude il

be ex-

tion -

or unfinislied ofl rectived m tds

o
aciiities. Scttieinents, credits, monetanry,

or aceouniing adjustments 1 '*f’rcm‘g the
relative voliues of the mu:. involved in the
exclange are permas

(i1) Canadilan im:;
to meet the requires of regulnticas
rublizhied by the Federal Lnergy Ollice
shall nat be subject to the provisions
of paragraph (e) of (his seclion.

(f) If a porson who reeeives an alloca-
tion of Canadian impo.!s vndor U is see-
tion fails to impert (ne to i
af irn'D(":'tS specified i the i
if Le faiis to process !
Canadian imprrts ree :
for snehy fmre 151 I nir A 3
fore July 1, 1875, or § Lie !.;.1, m mc‘
the requirement of par sphoie) of this
sectlon, then any aliceation of Canadian
imports {cr Distrizts I-IV 1o which surh
persoh av otherwise ke entitied for tie
first aldlocution period Loiinmning n!:r-r
April 30, 1975 shall be recduced by the 2
rector by the amount of Concdich L“-

which arc sold

-

sﬂozabzaﬂa ayA
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EPA FORMS VINYL CHINRIDE TASK FORCE

The Envi:-onmental Protection Agency has f--imed an int
task force to assess the overall environmenteal impact of vinyl
chlc ide, a gé¢seous chemical, and the plastic, polyvinyl chloride.

vinyl chloride has been impliczted in the recently reported
‘deaths of ten workers at plants where the gas is used to produce
the polyvinyl chloride. All died from a rare iform of cancer,
called angiocarcoma of the liver.

The task force, chaired
EPA's Office of Toxic Subs
environmental and health r
distribution, and disposzl

by Glenn E. Schweitz: :, Directer of
26, 1s chargrd with gssessing possib-z
grneciated with the manufacture,

7 vin, 1 chloride and polyvinyl chlcrice.

ed
-~
-
i

e
S

Py

0(1ﬁ

At present, the task force is reviewing, collecting and
assesgsing data on 1) the amibient emission and effluent levels of
vinyl chloride in air and water from vinyl chloride and polyvinvi
chloride manufacturing plants 2) the environmental impact of
all disposal methods for vinyl chlerid:z anl

e ¢ - —— - bms r‘—'.A-XV-LiA_qu (.ILJ..UL rce
wastes, including landfill, anC1neraLwOﬁ, decp-well injccoticn,
ocean dumping 3)

ecclogical eifects of vinyl chloride in the
environment.

Gidl

“aa

The tack force plans to mee: with enviroamental and consuner

greoups to discuzs itz mission and exchange information. 2 similar
meeting has taken placce bLatween the task forc: and the chemical

industry. The task force is also working witvh other Federal

(more)

Return th . sheet It you do NOT wish to receivg this meterial [, or Hf cixange of adav

EPA FORM 1810-1 (REV. 672}
R=-A117

s nesded [ (indicata chang2, including zip coar).



R-417

-2

agencies concerned with vinyl chloride, inclving the Department
of Lzbor; the Dhepartment of Health, Educzation and Welfare;

the Concmer Product Safety Commission, and the Department of
Commerce.

Vinyl chloride is used as a propellant in 23 pesticide
aerosols currently registered by EPA. The gas helps expel the
contents from the pesticide containers.

La9LaBTaeg QUA

In a March 28 letter toc the Health Resear~» Group, a Washingt

D.C. bared public interest organization, EPA said that it will
shortly notify the manufacturers, formulators and distributors
o: these products of the need to substitute arocther substance
for vinyl chloride. A copy of the letter is atti~he .

The Agency said that, "Even though the health data for
vinyl chlc "ide are limited, we believe that it is prudent public
policy for us-:to reguest the manufacturers of these pesticides
to make a voluntary change..."

If a currently ongoing EPA evaluation of these pesticidec
indicates a substantial r’sk or imminent hazard to the user, ani
if voluntary ccrepliance has not been obtained, the Agency will
invoke suspension of the product: or other enforceabls remedies.

On March 27, EPA mailed letters to the manufacturers
giving {them ten days in <hich to state any cbjections tc the

duc
This period for comm: at is required since the existence of
vinyl chloride in the pesticides ray be considered par
products' confidential feo-1wl-otions.
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FDA REGULATION OF INDIRECT ADDITIVES TO BE REAPPRAISED

The Food and Drug Administration is embarking upon a reappraisal of the basic
"assumptions” that underlie its regulation of indirect additives, it was disclosed
at a March 25 meeting of the agency's National Food Advisory Committee.,

The new look at indirect additives -- particularly packaging materials -- was
prompted by: (1) unexpected migration problems with acrylonitrile-styrene-butadiene
plastic bottles for soft drinks, which may delay use of plastic pop boltles for some
time; and (2) possible vinyl chloride monomer migration into food products from

rigid polyvinyl chloride containers (See FOOD CHEMICAL NEWS, March 18, Page 23).

Packaging labor: tory Established in Bureau of Foods

Richard Ronk, who is director of food and color additive work in the Bureau of Foods,
disclosed that the Bureau has established a Packaging Laboratory to provide guid-
ance in determining whether the system FDA has used for years in regulating in-
direct additives is satisfactory.

" Ronk said that if the present "assumptions” do not prove out, FDA will have to
develop a new method of evaluating indirect additives. If, however, the reap-

praisal indicates that there is no problem, "there are things we shouldn't be
doing, " he said. :

The FDA-er explained that if there are no problems, the agency is spending too

much time and money regulating indirect additives, such as adhesives components.
"We're not convinced that the system doesn't work,” Ronk stressed.

Bureau of Foods Director Dr. Virgil O, Wodicka, confessing to long-term "concern”
about indirect additives, said no hazard has been known so far "because of the
extent of our ignorance."” He commented that this is true despite the fact that the

United States has more stringent regulation of indirect additives than any other
nation,

Wodicka said, "..., There are still many problems ... and many decisions to be
made."

Saying that indirect additives comprise "a very complicated area,"”" Ronk said
regulation of more than 10,000 indirect additives has been based on “a series of

979L800680 (YA
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assumptions." For example, he said FDA has relied on use of food¥simulating
solvents -- distilled water, 3% acetic acid, agueous ethyl alcohol up to 50%,
and heptane . The agency has required extraction in these solvents at 120° F.
until equilibrium is reached.

Another assumption, Ronk said, was that the total diet consists of 80% aqueous
food, 5% acid food, 5% alcoholic food, and 10% fatty4ood. "In its time, this
was a good system,” the FDA-er said, announcing the intention to reappraise the
assumptions. However, he noted that there are problems with equilibrium studies,
since migration has been detected long after equilibrium was believed to have
been reached.

Noting the possible need to "evolve a system," Ronk said that if ‘migrants have to
be determined in foods rather than in food-simulating solvents, it will be a
“"fantastic analytical job."

Wodicka suggested that some of the unexpected migrants found after the equ’librium
has been reached might result from de-polymerization on aging.

Wodicka said that he has regarded the review of "generally recognized as safe”
substances as an "administrative tidying up of the files," because he expected
few problems to arise. However, he expressed doubt about indirect additives,
because of the nature of the "foreign" substances and lack of knowledge as to

whether the human body possesses enzymes t¢ handle them.

The Bureau Chief added that there is a possibility that a no-effect level modified
by a safety factor may be "scientifically naive” in evaluating indirect additives,
Wodicka said that FDA is now considering a way to review approved indirect
additives. :

Acrylonitrile Extractives Found After Six Months

Making the first public disclosure ofthe acrylonitrile problem, Ronk said that
extractables have been found after six months, despite a much earlier equilibrium.
Noting that the firm involved will bring in more data, he said that if there is
extraction long after equilibrium was thought to be reached, "all of this will have
to be held in abeyance." He said a no-effect level of .5 p.p.m. doesn't leave a
sufficient margin of safety. Tests by the company indicated residues from migration
ranged from 0.3 to 0.5 p.p.m., under the most severe conditions of the study.

Ronk noted the significant economic impact, saying that a number of firms are
working on acrylonitrile bottles for soft drinks. He said one clearance has been
granted on a Food Additive Petition filed by Standard Oil of Ohio. All of the
companies have been notified of the need for new tests on migration, and there

is some belief that new work may near completion by one of the six firms consider-
ing marketing acrylonitrile bottles.

The FDA-er hailed the acrylonitrile bottle as a "breakthrough in technology,” but
discussed the residue problem, including possible cyanide residues. Ronk concluded,
"I'm sure they will solve the problem."
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Interim Food Additive Qrder for PVC Would Set Limits

Regarding the PVC problem, Ronk said an “interim” Food Additive Order might be
proposed to limit vinyl chloride to less than 10 p.p.m. in rigid plastic, with a
limit in an end test of 50 p.p.b. For PVC films, the limit would be 1 p.p.m. in
the film, with an end test limit of 50 p.p.b. The FDA-er said that if all of the
vinyl chloride monomer migrated, the total would be less than 50 p.p.b. He also
indicated FDA may require establishment of a no-effect level.

Wodicka noted that no interim Order proposal has yet been reviewed at the top
levels of his agency.

Ronk reviewed tests made on PVC extracted in heptane for organotin stabilizers,
saying it was "too bad" researchers did not look for vinyl chloride monomer at
the same time.

He said there was a "significant amount of extractives" of organotin stabilizer,
and that a small amount of the stakilizer -- 0.06 p.p.m. -- was still extracting

after 14 months in cottonseed oil at 135° F. Ronk indicated this may be predictive
of vinyl chloride monomer extraction.

The FDA official said a 1971 Italian study using inhalation indicated that vinyl
chloride might be a carcinogen, noting that another Italian study is now underway
attempting to reproduce the 1971 results. Carcinogenicity has not been established
through ingestion, Wodicka noted.

Statistical Model Could be Used For Methods For Carcinogen

If vinyl chloride proves to be a carcinogen, Ronk said, methodology will have to

be developed. Wodicka said the problem would then be one of enforcing "zero."

He indicated that, if it were necessary, FDA might use the Mantel-Bryant statistical
model, or some variation of it, to determine the needed sensitivity of method to
demonstrate no residues of a carcinogen.

FTDA proposed adoption of a variation of the Mantel-Bryant method for feed additives,
and it was indicated last week that it might be applied to the controversial case of
diethylstilbestrol (See story, Page 6)..

Ronk said British data indicate that vinyl chloride can migrate to a fatty food, and
that it was also shown to migrate to an aqueous fruit drink. He added that any PVC
problem is probably limited to “rigid formulations, " and noted that the Society of the
Plastics Industry has indicated that migration can be reduced through use of new

formulations. He added that in the Italian test, 250 p.p.m. was reported as the
lowest no-effect level.

Wodicka raised the question of FDA authority to regulate a finished formulation,
noting that the agency has authority to regulate ingredients (food additives).
Ronk replied that FDA can prescribe safe conditions of use,
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The Bureau Director noted that FDA's limit of polychlorinated bipheri-yls' in paper
and paperboard has been stayed, and that the agency's authority to regulate paper
has been questioned (See FOOD CHEMICAL NEWS, Feb. 11, Page 22). Wodicka

said the outcome of the PCB matter may affect FDA's position on PVC containers.

Ronk prc icted that FDA will be “"more aggressive" in regulating indirect additives

as a result of the knocking out of the old "housewares exemption” (See FOOD
CHEMICAL NEWS, Dec. 3, Page 3).

He disclosed that FDA's long-pending proposal to issue a Food Additive Order {or
synthetic organic colorants in paper and paperboard (See FOOD CHEMICAL NEWS,
July 12, 1972, Page 18) has gone back to the drawing board. He said the agency
has found that the end-test specified in the proposal does not work. Ronk com-
mented that FDA is now “"back to ground zero” on the colorants proposal, and will
probably have to work out a listing of approved colorants.

©
MANTEL-BRYAN APPROACH MAY BE APPLIED TO DES METHOQD

The Food and Drug Administration will ask an ad hoc adivsory group of experts to

study the sensitivity of analytical method which would be needed for the continued
marketing of diethylstilbestrol.

The deliberations of the group will be based on FDA's controversial proposal under
which the sensitivity of analytical methods for carcinogenic animal drugs and other
feed additives may be extrapolated from the results of toxicity studies (See FOOD
CHEMICAL NEWS, July 23, Page 22). The FDA proposal is a variation of the Mantel-
Bryan statistical model, '

The guestion of the needed sensitivity of a method for DES became especially
pertinent last week with the March 27 FDA proposal to revoke the official status
of currently-used methods, as expected (See FOOD CHEMICAL NEWS, March 25,
Page 19). At'the same time, FDA urged use of a 14-day withdrawal period rather
than a 7-day withdrawal period for DES-medicated feed.

Under the Delaney anti-cancer clause, as it applies to veterinary drugs, a car-
cinogen may be used only if no residues are left in human food when tested by an
officially-approved analytical method, The proposal last week to revoke the of-

ficial status of the mouse uterine method would leave DES with no place to go in
a regulatory sense.

Recommendation by the ad hoc group of a required sensitivity of method would pre-

pare the groundwork for adoption of a new official method which could retain use
of DES.

Plans for the ad hoc committee and use of the Mantel-Bryan approach was disciosed
March 26 at a meeting of FDA's National Food Advisory Committee by Dr. C. D,
Van Houweling, director of FDA's Bureau of Veterinary Medicine. He said he
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0SHA ANNQINCES ENERGENCY MEASURTZS TO0 PROTECT WORKERS FaOM VINVYL CHLORIDE
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The Department of Labor amnoun

standard to protect workers exposed to vinyl chlori :
._‘- !1 -

de while it proceeds with normal
rulemaking procedures for a permonent standaxd,

~

ixistant Secretary of Labor John H. Stender, hea

& of the Cceupational Szfesyv ond

T

Health Administration (OSYA), said the

emergency standard will redyce ?crmiss‘H%e
.

t QN

exposure levels of workers in Industry from 500 parts per million (ppm)ﬂto 2 50 ppm

ceiling, and at the same time require workplace monitering and, where exposura is
greater than the 50 level, personal prctective measures zaad equipment.

The move.followed disclosure by ©fficials of the B.F. Coodrich Chemical Co. plan:

in Louvisville, Xy., of a possible conrectlon between vinyl chlorZde exposure and

‘ / : . - . .
deaths of four empleyees of anglosarcomo——a rave form of ldver cancer. OCne additiounl

death subsequently has been reported from Lo
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wnced tocday it will issue an emergency temporazy hezl:!

m LouZsville, znd oce "ench freom Unilon Carbide’s

‘South Charleston plant and Geodyear's Niocgara plant.
at the Louilsville facility have been diagnosed to have anpgicsarcoma of the liver.

Under the law, the emergency temporary stondard cerves ag & propesed permanent

standerd. Scencer sald a proposed

'J

ermanent s=ancerd 2

tions which have been published by the Natlonal

} a
r+
i3
0
t
xS
(54
-

ta for Qccupational Safezy and
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