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(2) Reductions undecr subparagraph
(1) of-this paragraph in the amount of
positive direct investment authorized
under Subptri B of this part shall be
made first in the aggregaiz amount of
positive direct investment authorized
under § 1600.503 or § 1000.504, whichever
is elected by the direct inveztor for the
year, and then in the amount of positive

direct investment authorized under
§ 1000.506.
[ ] L ] v L ] »

(56) [Revoked]

(d) If the repayment charge incurred
in any year exceeds the amount of au-
thorized positive direct investment re-
duced under this section, reductions shail
be made in each succceeding year in
the same manner and order as set forth
in paragraph (c) of this section.

L ] L ] . L ] ]

These amendments shall be effective
as of the dat: of publication in final
form in the FuprraL ReGISTER and shall
apply to all affected transactions on or
after January 1, 1973.
(Sec. 5, act of Oct. 6, 1217, 40 Stat. 415, as
smanded, 12 U.S.C. $5a: Executive Order
11367, Jan. 1, 19C8, 33 FR 47.)

RoseRT A. ANTHONY,
Director, Office of
Foreign Direct Investments.
May 11, 197
[FIt D0c.73-2708 Iiled 5- 16-73;8:

,  DEPARTLIENT OF HE/LTH,
T EDUCATION, AMND WELFARC
Food and Druz Administretion
[21 CFR Part 1211
PRIOR-SANCTIONED TOLYVINYL
CHLORIDE RTSIN

Notice ¢i Proposed Rule Making
Polyvinyl chloride (PVC) s a poly-
moerie rosin whieihn ves wad as o conapo-
nent of food paclk:anine meterinls nrfor to
the passaze of (LT Yord  Additives
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PRCPOSED RULES

Amendment of 1858 and which has been
widely wv.d since that time. Not all pely-
vinri chloride formulations can be u: red
in .vvd e @wig. Polrvinyl chilor -
havovraan m velntlilty of not o
3 rr*rent vhen heated for 1 hour at
12537 €., and havingz an inherent vis-
cosity of noi less than 0.35 vli:en deter-
mincd by Anwerican Socicty for Test-
inT and Moterizls (ASTH) stondard
metiitod D 1243-66, is prior-sanctioned
for uze 235 a compeorent of a film for food

WINDS 6r as & Lan enamel,

An ingredient whose uze in food or
{.=c packaging is subjiect to a prior-sanc-
tion or approval within the meaning of
sectionn 201(x){4) of the Federal Food,
Druz. and Coszietic Act is excmpt frem
cation ss a food additive and may
pe ws«wd without pre-clearance by FDA.

Tiwe canction for PVC rests on 2n or-
thaL entifled “Food Packaging” by A. J.
~:a, Chief of the Division of Phar-
riacsiogy, ¥Fo4a, publisned in the “Asso-
ciation of Fecd and Druz Oficials of the
United States,” volume 20, No. 4, Octo-
ker 1836. It is clear in the article that
acceptance of the resins named thercin
was based on their lack of migration
when tested for solubility in the listed
solvent systems. The publication cited
did rct refer to polyvinyl chloride bottles
and did not name an alcoholic medium
as a test system.

In January 1973, the Food and Drug
Administration began to receive reports
of possible stability problems with PVC
bottles used for distilled spirits. These
botttes were part of an experimenial
program first authorized by the Treasury
Department, Bureau of Alcohol, Tobacco,
and Firearms in Novemnber 1568. Indus-
trial users of these bottles had discov-
ered an unpleasant taste in lightly fla-
vored alcoholic beverages which had been
kept in storage. Preliminory analytical
results indicated that vinyl chloride
monomer, a component of PVC, was ex-
tracted from the bottle to the liquor dur-
ing siorage. The level of vinyl chloride
migrating varied, with some samples in
a high range of 10-20 p/m. At that time
the resulis had not been confirmed by
mass spectrographic examination.

During April a new series of analyti-
cal results, including mass spectro-
graphic examination, was presented to
FDA by industry which confirmed the
early reports of vinyl chioride monomer
in vorious distilled spiriis. These bev-
erage samples had been stored in PVC
bottics for up to 1 year. Information was
ceived which reported that wine
P ed in PVC bottles was similurly
arfected.

DA has now confirmed migration of
the moromer in distilled spirits In its
own laboratory. While analytical tests
are eentinuimy both ot DA and in in-
dustrial laboritories to resolve nmiany ul-
answered technical questons relative to
this problem, it seems certain at this
time taat vinyl chioride mounomer mi-
grates to aleohiol from PVC bottles used
to preaage distilled spints and waine

Vioyl chloride monemer as suach !s a
peizouous and  deleterious :ub.st:mcc.

¥\ Lnows of no studics
lish &4 safe le\e‘ of consuinpl
tir'tz moencmer m ]Mcned i
'1:1‘ tQ t‘h.()]

rox_v invi chlondn for pac
hoilic Ioods may cause such
adultereiced.

;c.u.lcohol c Iocr_s Wlll 1¢ l;t il :
tion of nmionomers, and such W iiiu ot
be resiricted.

Therefore, pursuant to prox' ions of
the Federal Food, Drug. ani Co-mretie
Act (secs. 20i(s), 402, 408, 701(ay, 52
Stat. 1042, 1046-1047 as amended. 1049
1053: 21 U.B.C. 321«(s), 322, 3:3. 27:
and under autk rority de
(21 CFR 2.120), the Commniis
Food and Drugs proposes to &
121 by adding a new section 12i.2{{y 0
read as follows:

§ 121.2609

(a) Polyvinyl chloride resins consist
of basic resins produced by the polynteri-
zation of vinyl chloride.

(b) Polyvinyl chloride basic rezins hav
& maximum volatility of not over 3 par
cent when heated for 1 bour at 105" C
and an inherent viscosity of 1ot fess Lhan
0.35 when determined by ASTJ method
ary 10, 1973.

(c) Polyvinyl chloride resins mceiing
the criteria of paragraphs (a) and (b)
of this section may be used s a com-
ponent of food packaging material, other
than packaging material for use in cot:-
tact with alconoiic foods.

Interested persons may, on or hefore
July 16, 19783, file with the Hearing Clerk,
Department of Health, Education, and
‘Welfare, room 6-83, 5600 Fishers Lane
Rockville, Md. 20852, written commnents
(preferably in quintuplicate) recarding
this proposal. Comments may ke accom-
panied by a memorandum or brief in
support thereof. Received cecmmients may
be seen in the above oflice during work-
ing hours, Monday through Friday.

Dated May 15, 1973.

) WirLiam F, RANDOLPH,
Acting Associate Commiiscioner
for Complicnce.
[FR Do0c.73-9981 Fied 5-16-73;9:42 am]

Polyvinyl chloride resins.

Office of Education
{45 CFR Part 1881
FINANCIAL ASSISTANCE FOR THE M-

POCVEMINT CFEBUCAT I INAL CFrCh-

TUNITIES FOR ADULT INDIAND

Pursuant to the authority con .
in section 314 of the Adult Lducation
Act, as addcd by part C of m,lc IV of
the ducation Smendoncis of
(Public Lz\w 92-318, 86 Sht .KL. _’u
U.S.C. 1211a), the Commissionier 61 Lat-
cation, with the approvael of the Score-
tary of Health, Education, and Weilare,

1Coples may beo obtained {rom: Anacrican
Sostety for Testing and Matesfals, 1000 T
Btreet, Ihlladcelphla, e, 10103,
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