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TO: All Members of PVC/VCM Mailing Lists

s

Ladies and Gentlemen:

Once again we are writing to bring you up-to-date -
on regulatory and related activities dealing with vinyl.
chloride and polyvinyl chloride. .. For the most ‘part, this"
report focuses on Food and Drug Administration (FDA) matters
but we are also including a reminder regarding the Occupa-:
tional Safety and Health Administration (OSHA) :Standard,”
and some general information we believe will be of interest. -

FDA

Many of you will recall our .earlier report that -
the target date for the final FDA Regulations concerning
polyvinyl chloride had been moved up from the last quarter
of 1976. As a result of our most recent contacts with FDA
‘personnel, we can now advise that the present target is
action "before June 30, 1976." 8Since the technical review
of the various submissions has, we. understand, not yet been
completed, and because this review.is a necessary prerequi-
site for the development of any.sound.Regulation, it seems
unlikely that final Regulations will be promulgated much
before the end of June. Furthermore, we understand that
no conclusions have yet been .reached regarding the EPA—FDA
jurlsdlctlonal issue regarding PVC pipe.

As a possiblé clue to present FDA thinking, we think
it may be of significance to note that the Federal Register
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for Friday, March 5, 1976 included two Food Additive Regu~
lations covering applicatlons for polyvinyl chloride plastics-
(copies enclosed). One Regulation results in an amendment
to Section 121.2514 (Resinous and polymeric coatings) which:
permits use of a new vinyl chloride copolymer; the second
establishes a®new Section 121.2634 and provides for the use
of an ultra filtration membrane based, in part, on a vinyl -
chloride-acrylonitrile copolymer. These new Regulations are
of interest because both preambles refer to the September 3,
1975 proposed rulemaking and reaffirm some of the posltlons
set forth in the proposals. '

Thus, the coating Regulation preamble notes that
the proposed PVC Regulation would exempt coatings from the
prohibition for the use of vinyl chloride homopolymers and
copolymers; consequently, the new material was deemed
"approvable®". Somewhat similarly, the preamble to the ultra
filtration membrane Regulation noted the Food and Drug. Ad-
ministration's conclusion that the product was similar to
the microporous polymeric filters already regulated in Section
121.2631, products which were described in the September 3
proposal as presenting no problem. . In addition, however,
this preamble also notes that the vinyl chloride resin used
to produce the membranes has a residual VC level of less than
1.5 ppm and states that the subsequent production of the
membranes and. pre-use treatment results "in a reduction of
any remaining vinyl chloride to the point that the Commissioner
concludes that the use of the ultra filtration membranes would
not reasonably be expected to result in vinyl chloride be-
coming a component of food."

It seems to us that this latter comment is of par-
ticular interest for two reasons. Firstly, it constitutes
some recognition that products made with resins containing
1.5 ppm of residual monomer can be processed into final
products that meet the statutory criterion of “no reasonable
expectation of migration". -Secondly, this preamble and the
preamble for the coating amendment both reaffirm that PVC
products can be used in food contact applications provided
there is no reasonable expectation that vinyl chloride will
migrate to food. _In other words, the Food and Drug Adminis-
tration has, in effect, reaffirmed in two newly f£inal
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Regulations the underlying basis for important parts of its
September 3, 1975 proposals, i.e. no reasonable expectation
of mlgratlon of vinyl chloride to food is a sound basis for
permitting the use of PVC plastics.

OSHA A

April 1, 1976 is, as many of you are aware, the date
on which the OSHA Standard for Vinyl Chloride becomes fully
operative. In other words, beginning April 1, 1976 the '
requirement for the use of respirators when exposure exceeds -
the permitted levels but does not exceed 25 parts per million
will no longer be optional with the employee but will be
mandatory. The "rumor mill" indicates that some manufac-
turers may be requesting a postponement of this effective
date, but we have initiated no inquiries in this regard so
as to avoid inadvertently prejudicing any individual company
action. If any such requests have been made or are anticipated,
and those making them wish to inform us, we would appreciate
being so advised and will, if requested, notify others in
the industry by means of another letter such as this one.

General

Of some general interest is a report on the symposium
held jointly by the National Institute of Environmental Health
Sciences (NIEHS) and the World Health Organization (WHO), an
organ of the United Nations, last week. The symposium was
held on March 1-3, 1976 to consider potential health hazards
in the rubber and plastics industries. Dr. Dixler of our
office attended this symposium and we are enclosing a copy
of that portion of his report that relates to vinyl chloride
and polyvinyl chloride. We think it-is somewhat reassuring.
to learn that no new health or environmental problems related
to vinyl chloride exposure have been reported. However, we,
are also enclosing a copy of a New York Times article which
reports a study now being conducted by the National Center
for Disease Control. It concerns a possible link between
birth defects in the South Charleston, West Virginia area
where a PVC plant has long bheen located.

* * *
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As in the past, we shall coﬁtinue to follow closely -
governmental and related activities concerning vinyl chloride»

and polyvinyl chloride 'so-we ‘canreport on them to you -
promptly. o

Cord 1ly yours,

M%&a«/

Enclosures

SCC
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romiplish thelr purpose in the public
C:rrest. It does not appear that public
articipation in the rulemaking proceed-
~ would miake additional relevant in-
«tion available to the Department.
Accordinzi, . under the administrative
ocechire provisions in 5 U.S.C. 6§53, it
wund upon good cause that notice
ad other public procedure with respect
v the amendments are impracticable
! contrary to the public interest, and
.wd causeis found for making them
Tective less than 30 days after publica-
an inthe Fr.?muu. REGISTER,

tone at Washington, D.C,, this 2d day
- March, 1976. -
. J. M. Heye,
Deputy Administrator,
Vetcringry Services.

|FR Do0¢.76-8345 Flled 3+?(:‘E&ij5 am]

Title 2)~—Food and Drugs s,

SAPTER 1—FOOD AND DRUG ADMINIS-
TRATION, DEPARTMENT OF HEALTY,
EDUCATION, AND WELFARE

4+ 3CHAPTER B—FODD AND FOOD I’RODUCT%

{Docket No. 75F—0289} :
PART 121—FOOD ADDITIVES

unpart C—Foad Additives Permitted in
fFeed and Drinking Water of Animals or
for the Treatment of Food—Pmducmg
Animals

Foxmnmn:

vhe Food and Drug #dministration is
.ilending the food additive regulations
i Part 121 (21,CFR Part 121) to provide
;ar the safe use of formaldehyde to Im-

. ve the handling characteristies of anl-
mal fat in combination with certain oil-
eod meals intended for use &s a com-
.wnent of cattle*feed; effective March
« 1976; objectlons by Aprit 5, 1976.

Nolice was given by puklication in the

"L 2ERAL RECISTER of Decembver 17, 1975

-0 FR 50484) that a f20d sdditive peti-
tion (FAP MF 3638) had béen filed by
slta Lipids (USA) Ltd., PO Box 1187,

wise, ID 83701, proposing that'Part 121,
Subpart C, be amended to provide for
the safe use of the additive in the feed

{ beef and nonlactating dairy cattle.

The Commissioner of 1206d nad Drugs
h:wing evaluated the :Izta in the food ad-
~.tive petition and -cther relevant ma-
terial, concludes that the rogulations
should be amenced to provide for the
wufe use of the additive as described be-
10w, . -

Therefore, under the Federa: Food,
Drug, and Cosmetic Act (sec. 409(c) (1),
72 Stat. 1786 {21 US.C. 348(c)(11) ) and
under authority delegated to the Com-
missioner .21 CFR 2.120), Part 121, Sub-
aurt C, is amended by adding the follow-
g new section:

§121.329 Formaldehyde.

The food additive formaldchyde may
be safely used In the manufacture of an-
Imal feeds in accordance with the follow-
ing conditions:

(a) The addltive is used, or intended
for use. to improve the handling charac-
teristies of antmal fat in combination
with certain oflseed meals by producing

FEDERAL

RULES AND REGULATIONS

therefrom a dry, free-fi as
follows:

{1} _An"aqueous blend of soybean and
ower meals in & ratio of 3:1, respec-
ti¥ely, Is mixed with animal fat such that
e pliseed meals and animal fat are ina
1atlio of 3:2. The [eed ingredients are
e defined by the “Official Publica-
of the Association of American

» Inc.. 1976 ed.

al fat, This

paragraph {a) of this section is*used, or
intended for use, as & componentiof dry,
nonpelleted feeds for beef and nonlactat—
ing dairy cattle.

{c} To assure safe use of the a.dhiﬁve.
in addition ito the other information re-

quired by the sct, the label and JAbeling
of the dried mixture-described para-
graph (8) of this section shallbear:

(1) The name of the add

earing Clerk, Food and Drug Ad-
minﬁtration Rm. 4-65, 5600 Fishers
Lan Roclcvillc.MDzossz written objec~

analysis of the factual information in-
tended to be presented in supp rt of the
objections in the event that a hearing is

held. Six copies of all documex{r.s shall be
filed and should be id::.gffed with the
Hearing Clerk docket ber found in
brackets in the heading of this order. Re-
ceived objections irfay be seen in the
above office durfrig working hours, Mon-
day through ;Yiday.

Egective date. This order shall become
effective March §, 1976.
(Sec. 408(¢1(1), 72 Stat,
348,y (1))

Duted: Maréeh 1, 1976,

dote: Incorpora
sjot.s approved by the
Register, February §, 1

Witiax F, Rmnox.pu
Acting Associate Commissioner
for CQ'mpziam:e.
{FR Doc.76-6331 Fll _u__:k;—'fn 8:45 am|

1786 (21 US.C.

n by referénce provi-
m‘u:mt &i the Federal

1 Copies may be obtained from: Ernest A.
Evps, Jr., Treasurer, Division of Agricultural
Chenilstry, P.O. Box 16390—-A, Baton Rouge,
LA 70803.
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1Doeket No. 16P—0015i
PART 121—FOOD ADDITIVES

Subpart F—Food Additives Resulting From
Contact With Containers or Zquipment
and Food Additives Otherwise Affecting
Food

RESINOUS ANL POLYMERIC COATINGS

The Food and Drug Administration s
amending the food additive regulations
in §121.2514 Resinous and polymeric
coatings (2] CFR 121.2514) to provide
for the safe use of vinyl chloride-vinyli-
dene chloride*2,3-epoxypropyl metk: -
acrylate copolymeére as comuonents of
coatings intended to confact food; effec-
tive March 5, 1976; obj xk‘tlm:s by April 5,
1976.

Notice was given by puhncation in the
FepEral REGISTER of May 9, 1975 (40. FR
20337) that a petition (FAP 5B3049) had
been filed by Union Carbide Corp., River
Rd., Bound Braok, NJ 08805, proposing
t.hat § 121.2514. he_amcndccl,r.n_n:owd
forAMc safe use of vinyl chioride-vinyli-
ine chloride-23-epoxypropyl methacry-
late copolymers_as components of coat-
intended to contact food.

e of proposed rule making
published In “the Feoerar RECISTER of
September 3, 1975 FR 40529) to re-
strict the use of vinyl ehjoridc polymers
posed reg-
ulations would prohiblt the dse of vinyl
chloride homopolymers and copolymers
in food-coantact articles except (1) :a
coatings, gaskets, cap liners, flexible tub-
ing, and plasticized film or (2) if such
use was specifically permitied in Part 121
(21 CFR Part 121).

Since the peiitloner is see .. 7 use as a
coating, such use Is appro.z2blp”under
the proposed rules. This peusiordis there-
fore being approved —eotiditicnally, sub-
jest-to"change if the final regulation on

4 Avinyi chloride polymers e;ta.lishes con-

ditions for use different .rom those
dopted in this regulatioi ., Any such
ge will be subject to objection and

r. havin, evaluated
data in the peuuon st oti.or relevant
material concludes that §I21.2514
should be amended as get surh below.

Thetrefore. under the feosral k'ood.
Drug. and Cosmetic Act tsec. 409£c) (1),
72 Stat. 1786 (21 USC, c) (1
and under authori cgated to tae
Commissione, 21207 § 1212514
e (3) (xv1 ¥s amended by althabetically
inserting In the list of sub-iliaces 2 new
item, to reac as follows:

3 121.25313 Ke-smougs  znid  polymneric
costinga.
. Ll . - -
by **°*
3y * v v
(xv" - .
Viayl cinwrice-wiiylidens - o cloride-R, e

CPOXTPICH): A.LLUALIYIALE &L, LlYTETS G
talning Lot &Xore than 10 seight persect
of “>al poirwer units derivod from 2.13-
epoxypropyl meothacrylate and not mose
than 0.05 - ~ghi porcent of aureacted 23-
CPOXYProp, . Lvthacrylats mouomer based

1926
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on polymer solida for us> only in coatings
for containers Intended for contact with
fooda under conditions }, C, D, E, P, G, or
- H describzd in Table 2 of paragraph {(d) of
thic gection, : e O
- - - - -
Any person who will be adversely af-
Tectecdd by the foregoing order may at
any time on or bhefore April 5, 1976, file
with the Hearing Clerk, Food and Drug
Administration, Rnl. 4-65, 5600 Fishers
Lane, Rockville, MD 20852, written ob-
Jections thereto. Objections shell show
wherein the person filing will be ad-
" versely affected by the order,, specify
with particularity the provisions of the
order deemed objectionable, and state
the grounds for the objections. If a hear-
ing is requested, the objections shall
state the issues for the hearing, shall be
supported by grounds factually and
legally sufficlent to justify the relief
sought. and shall include a detatled de-
seription and analysis of the factual in-
formation intended to be presented In
support of the objections in the event
that a hearing is held. Six copies of all
documents shall be flled and should be
identified with the Hearing Clerk docket
number found in brackets in the heading
of this order. Received objections may be
seen in the above office during working
hours, Monday through Friday.

(Bec. 409(c) (1), T2 Stat, 1786 (21 US.C, 348
) (1)) '

Dated: February 27, 1976.

Sau D. Fing,
Associate Commissioner
Jor Compliance.

[FR Doc.76-6332 Filed 3-4-76;8:45 am|]

[Docket Mo, 78F-0361)
PART 121—~FOOD ADDITIVES
Subpart F~—Food Additives: Resulting From
Contact With: Containers or Equipment
and fFood Additives Otherwise Affecting
Food

POLYETHYLENE PHTHALATE POLYMERS

The Commissioner of Food and Drugs
is amending § 121.2524 Polyethylene
phthalate polymers (21 CFR 121.2524) {o
provide for the use of spunbonded poly-
ethylene phthalate nonwoven Ifabric,
effective March 5, 1978; objections by
April 5, 1976. .

Notice was given by publication {n the
FevERAL REGISTER of November 25, 1974
(39 FR 41194). that a petition (FAP
§B3039) had been filed by E. I. duPont
de Nemours and Co,, 1007 Market St,,
Wimington, DE 19898, proposing that
the food additive regulations (21 CFR
Part 121) be amended to provide for
safe use of spunbonded polyester non-
woven fabric consisting of ethylene ter-
ephthalate polymer and ethylene ter-
ephthlate-isophthalate copolymer as
articles or components of articles In-

. tended to contact food.

The Commissioner, having evaluated
data in the petition and other relevant
material. concludes that the food addi-~
tive regulations should be amended as set
forth below. ’

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sec. 409(c) (1),

RULES AND. REGULATIONS

T2 Stat 1786 (21 U.8.C..348(c) (1)) ). and
under authority delegated to the Com-
missioner . {21 CFR 2.120), Part, .121 is
anended in § 121.2524 by revising the in-
troductory text and paragraphs (c¢) and
(d), and by adding new paragraph ()
to read as follows:

§ 121.2524 TYolyethylene phithalate jraly.
mers. - B

. Polyethylene phthalate pholymers iden-
tified in this section may be safely used
as, or components of plastics (films,
articles, or fabric) intended for use in
contact with food in accordance with the
following prescribed conditions:

- - - - -

{(c) (1) Polyethylene phthalate spun-
bonded nonwoven fabric consists of con-
tinuous filaments of ethylene tereph-
thalate polymer and ethylene tereph-
thalate-isophthalate copolymer to which
may have been added optional adjuvant
substances required {n their preparation
and dAnfshing, . .

(2) The ethylene terephthelaté-iso-
-phthalate copolymer component of the
fabric shall not exceed 25 percent by
weight, The filaments may be blended
with other fibers regulated for the
specific use and the spunbonded fabric
may be further honded by-application
of heat and/or pressure. .

(3) The fabric shall be used only fn
accordance with paragraph (1) of this
section, .

{d) The quantity of any optional sub-
stance employed in the production of
polyethylene phthalate plastics does not
exceed the amount reasonably required
to accomplish the intended plhiysical or
technical effect or any limitation further
provided. Any substance employed in the
production of polyethylene phthalate
plastics that is the subject of a regulation
In Subpart F of this part conforms with
any specification in such regulation,

- - LJ * -

(i) Polyethylene phthalate fabric,
identified in paragraph (c) of this sec-
tion and conforming with the specifica-
tions preseribed in paregraph (1) (1) of
this section, is used only as provided in
paragraph (1) {2) of this section.

(1) Specifications. Chloroform-soluble
extractives shall not exceed 0.2 milli=
gramyinch® of food-contact surface when
expased to the following solvents at tem-

- peratures and times indicated:

(1) Distilled water at 212°
hours.

(1) n-Heptane at 150° ¥ for 2 hours.

(ii) 50 percent ethyl alcohol at 1Zu-
F for 24 hours.

{2) Conditions of use. The plasiies are
intended for:

(1) Dry food contact.

(i) Bulk food (excluding alcoholic
beverages) repeated use applications, in-
cluding filtration, at temperatures not
exceeding 212° I, .

(ii) Filtration of bulk alcoholic bev-
ernges, not exceeding 50 percent alcohol
by volume, at temperatures not exceed-
ing 120* ¥,

Any person who will be adversely af-
fected by the foregoing order may at any
time on ar before April 5, 1978, file with

P for 2
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the Hearing Clerk, Food and Drug ad-
ministration, Rm. 4-65, 5800 - Pisher:
Lane, Rockville, ™D 20852, written ob-
jections thereto. Objections’ shall..show
wherein the person filing will -be ad-
versely affected by the order, speci{y witt:
particularitv the rrovisions of the order
deemed objeztionable, and siate the
srounds for the objections. If & hearing i«
requested, the objections shall state the
issues for the hearing, shall be supported
by grounds factusliv and legally sufficient
to justify the relfef sought, and shal)}
include a detaited de<cription and analy-
sis of the factual information intended
ta be presented in surport of the objec-
ticas in the evert that a hearing is held.
Six coples of £l documents shall be Rlee
and should be ident{fled wit\x the Hearing
Clerk docket number found in bracket:
in the heading of this order. Recelved
objections may be seen in the ebove office
during working hours. Monday throug!.
Priday. °* . S .

Effective date. This order shall beconte
effective Marqh 5,1975.

Dated: February 27, 1876. .
Saux D. FInE,
Assoclaie Commissioner
. Jor Compliance.
{FR Doc.76-7333 Filed 3-4-76;8:45 am|

{Docket No. 76F-0218)

PART 121—FOOD ADDITIVES

Subpart F—Food Ad-itives Resulting From
Contact With Cantainers.or Equipment

and Food Additives Otherwise Affectin;
Food .

" EMULSIFIERS AND/OR SURFACE-ACTIVL ’
AGENTS -

" The Comuniissioner of Food and Drug
is emending the food additive regula-
tions in § 121.2541 Emulsifiers and/o:
surface-aciive agenis (21 CFR 1212541
to provide for specification change I
sodium monoatkylphenoxybenzinedi-
sulfonate and sodium dialkylphenoxy-
benzenedisu'fonate mixtures for use u:
emulsifiers and/or surface active agen:
in the manufacture of articles intende.
to contact food; effective March §, 197€
objections by April 5, 1976.. - -

Notice was given by publication in
FepERAL RECISTER Of September 17, 14677
(40 FR 42912) that a petition (FA:
5SB3088) had been filed by Dow Chemic.:
Co.. 2030 Dow Center, Micd:nd, I
48840, proposing that §12:.2541 L
amended to pravide for specificatic.
changes In sodium monoalk¥!phenoxy -
benzenedisulfonate and sodium dialky.
phenoxybenzenedisulf{onate mixtures .
tended fcr use a5 emulsifiers and/or sin
face-uctive agents in the maouclactur
of articles intended to contact food. Th-
specification change would expand th
compound to include slkyl groupns in th
range of CrCi as compared to the cu:
rently reguliated range of Co—Ci. -

The Commissioner, having evaluaté.
data in the petition and other relevan
material,  concludes that § 121254
should be amended as set forth belov

‘Therefore, under the Federal Fooa
Drug. and Cosmetic Act {(sec. 409¢c) (1}

s, 1976
scC
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- List o( substances: °

12 Stat. 1788 (21.U.S.C. 348(c) (1)) aund -

under authority delegated to the Com-
misstoner (21 CFR 2.120), § 121.2341 s
amended in paragraph (c) 'ta provide for
revised specifications Ior the a.dditive. to
read as follows:

§ 121.2541 Emulsifiers andlor -urfnca
activo ugcnu. . .

(c) . o
Limitations
",' .- o @ L] O- .
Sodlum monodkylphenox-
ybenzenedizulfonate
and sodium dislkylphe-
unoxybenzenedisuifonate - -
mixtures containing not
lesa than 70 percent of
tho monoalkylated prod-
‘uct where the alkyl.
group 18 C,—C,..

- - . - - il

Any person who will be adversely af-
tected by the foregoing order may at
any time on or before April 5, 1876, flle
with the Hearing Clerk, Food and Drug
Administration, Rm. 4-685, 5600 Fishers
Lane, Rockville, MD 20852, written ob-
Jections  thereto. Objections shall show.
wherein' the person filing will be ad-

versely affected by the order, speclfy with
particularity the provisions-of the order
deemed objectionable, and state the
grounds for the objections. If a hearing
is requested, the objections shall state
the issues for the hearing, shall be sup-
ported by grounds factually and legally
sufficlient to justify the relief sought, and
shall include a detalled description and
analysis of the factusl information in-
tended to be presented in support of the
objections in the event that s hearing
is held. Six copies of all documents shall
e filed and should be identified with the
Hearing Clerk docket number found in
brackets in the heading of this order. Re-
celved objections may be seen in the
ahove office during working hours,-Mon-
day through Friday.

Effective date. This order shall become
eﬂecﬂve'mrch 5, 1876.
(Sec. 400{c) (1), 72 Stat. 1788 (21 US.C.
348(c) (1}))

Dated: February 27, 1876.

Sam D. FINg,
Associate Commissioner
Jor Compliauce.

[FR Do¢.76-6323 Filed 3-4-76:8:46 am|

[Docket No. T5P-0264)
PART 121-.-FO0D ADDITIVES

Subpart F—Food Additives Resulting From
Contact With Containers or Equipment
::gd Food Additives Otherwise Affecting

TVLIRA-FILTRATION MEMBRANES

The  Commissioner of Food and Drugs
is adding § 121.2634 (21 CFR 121.2634) lo
provide for safe use of ultra-filtration
membranes formed {rom vinyl chloride-
acrylonitrile .capolymcers supported on
sheets of paper impregnated with cured
phenol-formaldehyde resin in the proc-

FEDERAL REGISTER, VOU. 4, NO. 45—FRIDAY, MARCH 5,
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-essing of ‘uqu.ld bulk foods. efrective
‘March 5, 19786. -

The Commissioner L'.sued in the F:n-
AL’ Rxtistew Of November 4, 1974 (39

FR 38%07), a proposal dealing -with &

previously unknown migration problem
of acrylonitrile monomer..(The migra-
tion problem may be common W
many food-contact articles containing
acrylonitrile copolymers.) The proposal
also acknowledged the absence of toxi-
cological date to establish a definitive
“no-effect” level for acrylonitrile mono-
mer. The proposal would deflne the prior
sanctions for sacryloniirile copolymers
under a new § 1212010 (21 CFR 121.-
2010). and {t would establish an interim
food additive regulation § 121.4010 (21
CFR 121.4010) for such copolymers to
allow their continued use while the ques-
tions raised are being resolved by fur-
ther study. Proposed $§121.2010 and
121.4010 provide for a tolerance of 03
part per million (ppm) &s the maximum
amount of acryloniirile monomer that
can migrate from the foad-contact ar-
ticle; proposed.t 121.4010 requires sub-
mission of certain chemical and toxico-
logical data -to the Food and Drug
Administration.” Proposed %321.4010 is
intended to apply to all food additive uses
of acrylonitrile copolymers. .

The Commissioner, having evalunted
the datz in a petition (FAP 4B2974) filed
by -Dorr-Oliver, Inc., 77 Eavemeyer
Lane, Stamford, CT 06904, notice of
which wss published in the "FEDERAL
REcISTER " of Jahuary 21, 1974 (3¢ FR
2382}, and other relevant material, con-
cludes that the food additive regula-
tions (21 CFR Part 121) should be
amended as set forth in § 121.2634 below,
to provide for safe use of the ultra-filtra-
tion membranes mentioned above.
Furthermore, the Commissioner con-
cludes that ‘the copolymers described in
$ 121.2634 will meet the 0.3 ppm acryloni-
trile monomer extractives limitation of
proposed § 121.4010 when used within the
prescribed restrictions. Upon adaption of
proposed § 121.4010, § 121.2634 will be
amended to cross-reference the require-
ments of § 121.4010.

The Commissioner issued a notice of
vroposed rulemaking, published in the
FepErAL RECISTER of September 3, 1975,
to resicict the use of vinyl chloride poly-
mers in contact with food (40 FR 40529).
‘The proposed regulations would prohihit
the yse of vinyl chloride homopolymers
and copolymers in food-contact articles
except (1) In coatings, gaskets, cap liners,
flexible tubing, and plasticized film or (2)
if such use was specifically permitted in
Part 121. The proposal would alsoc amend
a number of food additive regulations
consistent with the proposed restrict{ons.
The Commissioner has concluded that
the use of vinyl chloride polymers pro-
vided by the new § 121.2634 s similar-lo
that for microporous polymeric filters in
$121.2631 which was described in the
preamble of the September 3d proposal
/s being permissible. Data were presented
in the petition that the level of residual
vinyl chloride in the resin used to produce
the ulira-flltration membranes is less
then 1.6 ppm. The subsequent production

LI
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of the membranes and the pre-use treat-
ment required by the .regulation would
result In 8 reduction of any remaining
vinyl chloride to the point that the Com~
missioner concludes that the yse of the
ultra-filtration membrunes would not
reasonebly be expected to result {n vinyl
chloride becoming a component of food.
‘This petition is therefore being approved
conditionally, subject to change if the
final regulation on vinyl chloride poly-
mers establishes conditions for use dif-
ferent from those adopted in this regula-
tion. Any such change will be subject to
objection and request for hearing, ’

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 201 (s), 402,
408, 701(a), 52 8tat. 1046-1047 as
amended, 1055, 72 Stat. 1784-1788 (21
US.C. 321(s), 342, 348, 371(a))) =and
under authority delegated to the Com-
missioner (21 CFR 2.120), Part 121 is
amended by adding § 121.2634 to Subpart
F, to read as follows:

§ 121.2631 Ultra-Gltration mcmhnncs

 Ultra-filtration membranes identifled
in paragraph (a) of this section may be
safely used in .the processing of food,
under the tollow!nz Drescribed condi-
tions:

{aj 'rhe ulu'a-mtranon membra.ne
consists of paper impregnated with cured
phenol-formaldeyliyde resin, which is
used as a support and is coated with a
vinyl chloride-acrylonitrile copolymer.

(b) Any substance employed in the
production of ultra-filtration membranes
that is the subject of a regulation in this
Subpart F of Part 121 conforms with the
specifications of such regulation.

(c) TUltra-fiitration membranes atre
used in the physical separation of dis-
solved or colloidally suspended varying
molecular size components of lquids
during the commercial processtng of bulk
quantities of food. -

. {d) Ultra-filtration membtanes sheli
be meaintained in & sanitary manner in
accordance with good manufscturing
prictice so as to prevent potential miero-
bial adulteration of the food..

fes To assure safs use of the ultra-
filtration membrunes, the label or label-
ing shall include adequate directions for
a pre-usc treatment, consisting of ~on-
c..tiohinc and washing with & minimum
ui 8 gatllons of potable water pripr to tr.ar
first use in contact with food.

Any person who will be adversely uf-
fected by the foregoing -order may at
any tme on or before Apris 5, 1976, file
with the Hearing Clerk, Food and Drug
Administration, Rm. 465, 5600 Fishess
Lane, Rockvill:. MDD 203352, written cb-
jectizns ervic Objections shall shisw
whevrein the per: %2 filing will be adverse-
ly affected by thie order, £pecify with par--
ticularity the provisions of the order
deemed objectionable, and state the
grounds for the objections. It a hearing
is requested, the sbjections shall state
wie Issues for the Lisaring. shall be sup-
torted by grounds factuxlly ancd legally
sufficient to justify the relief sought. and
shall include a detatled Gescription and
anuiysis of the factual information in-
tended to be presented in support of the °

1974
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aobfections In the event that a hearing is
held. Six copies of all documents shall ba
filed and should be Identifled with the
Hearing Clerk docke! number found in
brackets in the heading of this arder.
Received objections may ke seen in the
above affice during working hours, Man-
day through Friday. - s

Efiective date. This order shall become
effective March §, 1976.

{Secs. 201(s), 402, 409, 701(s). 62 Stat. 1046—
1047 us amended, 1055, 72 Stat. 17641788 (21
U.S.C. 321 (s), 342, 248, 371 (a) }) :

Dated: February 27, 1976.

) Sau D, Fore,
Associate Commissioner
Jor Compliance.

[FR Do0c.76-6322 Filed $S~4-76:6:45 am]

l SUBCHAPTER D—DRUGS FOR HUMAN USE
. {Docket No. 75N~0326]

PART 310-—~APPROVED NEW DRUGS THAT
REQUIRE CONTINUATICN OF LONG-
;gau STUDIES, RECORDS, AND RE-

Revocation of Listing of Levodopa

The Food and Drug Administration is
revoking the lsting of levodopa in
§ 310.304(e) (21 CPFR 310.304(a)), which
required
studies, records, and reports after mar-
keting approval, effective April 5, 1976.
The proposed revocation was published
in the Feperar RrcisTer of November 21,
1875 (40 FR 54252). Interested persons
were Invited to submit comments on the
proposal within 60 days. No comments
were recelved, and the revocation is
adopted as proposed.

‘Therefore, under the Federal Food,
Drug, and Cosmetic Act (sces. 505(%),
701(a), 52 Stat. 1055, T6 Stat. 782-783
(21 T.8.C. 355¢)). 371(a))) and under
authority delegated to the Commissioner
(21 CFR 2.120), Part 310 is amended in
§ 310.304 Drugs that are subjects of ap-
proved new-drug applications and that
require special studies, records, and re-
ports by revoking and reserving para-
graph (a),

Effective date, This regulation shall be
effective April 5, 1976.
(Seca. 506(J). T01(a), 52 Stat. 1055, 76 Stat.
782-783 (21 U.8.C, 365(]}, 371{a) )}

Dated: February 27, 1976.

Sax D, Fove,
Associate Commissioner
Jor Compliance.

{FR Doc.76-6324 Plled 3—4-T6:8:45 sm}

CHAPTER Ii—DRUG ENFORCEMENT AD-
MINISTRATION, - DEPARTMENT OF
JUSTICE

PART 13C1—REGISTRATION OF MANU-
FACTURERS, DISTRIBUTORS, AND D1S-
PENSERS OF CONTROLLED SuSB-
STANCES

Authorization To Purchase Controllad
Substances for Vessels

On September 25, 1975, the Acting Ad-
ministrator Issued a proposal (40 FR

confinuation of long-term.

RULES AND REGULATIONS
47514, October 8, 1975) &o Fevisd § 1967~
28(d) of Title 21 of the Code of Federal
Regulations regarding procedures for the
acquisition of contrulled substances by

ocean vessels, That notice invited al} in-
terested partles to submit their com-

“ments or objections to the proposed revi-

slon on or before Movember 10, 1875. No
such comments or objections have been
recelved,

Therefore, under the authority vested
in the Atiorney General by sections 301
and 501(b) of the Cpmprehensive Drug
Abute Prevention d Control Act of
1970 (21 U.S.C. 821 and 871(b)), and del<
egated to the Administrator of the Drug
Enforcement Administration. by § 0.100

.~ of Title 28 of the Code of Federal Regu-
"lations, the Administrator hereby orders

that Title 21 of the Code of Federal Reg-

ulations be revised to read as follows:

§ 130128 Registration regarding occan
vessela. .

- L) - .. -

{(d} I no medical oficer is employed
by the owner or operator of a vessel, or
in the event such medical oficer i{s not
secessible and the acquisition of con-
trolled substances is required, the master
of the vessel, who shall not be registered

under the Act, may purchase controlled .

substances only with the epproval of and
upon special order form (HBA-590, Au-
thorization to Purchase Controlled SBub-
stances for Vessels, formerly HSM-590)
provided by a medical officer of the
United States Public Health Service.
Upon issuance, & copy of each Form
HSA-590 will be immediaiely submitted
by the USPHS faecility where issued to
the Drug Enforcement Administration
Reglonal Office coverlng the area in
which the facility is Jocated. Blank or
presigned Form HSA-590 may not be
furnished to ships or shipping com-
panies by GSPEHS.

L L] L] - -

This order shall become eflective on
March §, 1576. .

PeTEr B. BENSINGER,
Administrator,
Drug Enforcement Administration.
Fraruary 27, 1976.
[FR Doc.76-5442 Piled 3—4-765:8:45 am}

Title 26—Internal Revenue

CHAPTER —INTERNAL REVENUE SERV-
iCE, DEPARTMENT OF THE TREASURY .

SUBCHAPTER A—INCOME TAX
{'TD. 7408]

PART 1-—INJOME TAX; TAXABLE YEARS
BEGINNING AFTER DECEMBER 31, 1953

{nterest Deductions af Martgagors in Case
of Certain Assistance Payments

By a notice of proposed rule making
appearing in the Feperal REcisteEr for
Wednesday, June 18, 1976 (40 FR
25679), an amendment to' the Income
Tax Regulations (26 CFR Part 1) under
section 162 of the Internal Revenue Code
of 1854 {relating to the deduction for
interest) was proposed to clarify the in-
come tax effects of assistance payments
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made by the Department of B, :
Urban Development under mousln: &1‘:1';
of the National Housing Act (12 US
17152); as amended. After conslderation
of all such relevant matter os was pre-
sented by interested rersong regarding
the rules proposed, the amendment of
the regulations as propased-is adopted
by this document without change.

Section 235 of the National Houslng
Act provides that, {f & homeowner and
his morigage satis{y certain specified ve-
quirements, the Department of. Housing
and Urban Development may make ns-
sistance payments to the martgagee.
These payments are to be {n an amount
up to the lesser of (1) the excess of the
monthly payment for principal,-interest,
taxes, insuramce -and mortgage insur-
ance premium over 20 percent of the
mortgagor's income, or {2) the difference
between the amount of the monthly pay-
ment for principal, interest, and mort-
gage Insurance premfum and the amount
which would be due for principal and
interest If the mortgage bore interest at
the rate of one percant.

The Congressional commitiee reports
relating to section 235 indicate that the
intent of Congress {n enacting the sec-
tion was to “authorize a néw program
of interest subsidies to low and moder-
ate income familles to purchase new or
existing homes which they could not
otherwise afford.” o

Accordingly, the amendment to the
regulations provides thet a taxpayer is
not entitled to deduct interest on an in-
debtedness to the extent of assistance
payments that sre made with respect to
the indebtedness by the Department of
Housing and Urban Development. No
portion of the assistance payments would
reduce other deductions, such as the de-
duction for taxes. The amendment iz ef-
fective for taxable years beginning after
December 31, 1974. . .

Rev. Rul. 75-271, 1975828 IR.B. 8,
states that payments to a mortgagee un~
der section 235 are not includible in the
gross income of the mortgagor.

Adoption of amendment to the regu-
lation. On Wednesday, June 18, 1975, no-
tice of propos+ad rulemaking with respect
to the amendment of the Income Tax
Regulations (26 CFR Part 1) under sec-
tion 163 of the Internal Revenue Code
of 1954, in order to clarify the income tax
effects of assistance payments made by
the Department of Housing and Urban
Development under section 235 of the
Natlonal Housing Act (12 U.5.C. 17152},
as amended, was published in the Fro-
ERAL RrcisTER 140 FR 25679). After con-
sideration of 2.1 such relevant matier as
was Dresented by interestsd perscuns Te-
Jarding the rules proposed, the amend-
ment of the rezulitions is hereby adopt-

. edas proposed.

{Sec. 7805, Internal Revenue Coda of 1054
(68A Stat. 817; 26 U.S.C. 7808}))

DownaLd C. Arexanoen,
Commissioner of Internal Revenue.

Approved: March 1,1978.
CuarLES M., WALKER,
Assistant Secretary of the
Treasury.

5, 1976

SCC
1-0167



