+ the denial crder issued against the ye-
spondent on February 28, 1972 (37 FR

.“Nu.mun.me.
Raviz H Mrvzs,

Director,
Ofce of Ezport Administration. |
[PR Doc. N-0080 Filed 6-18-74;8:45 am)

COMPMUTER SYSTEMS
ADVISORY COMMITTEE
Notice of Mesting

Pursuant to the provisions of the Fed-
eral Advisory Cominittee Act (Public
law 93-463), notice is hereby given that
s meeting of the Licensing Procedures
Bubgroup of the Computer BSystems
Technical Advisory Committee will be
held Monday, April 20, 1974, at 1:30
pm. in Conference Room A, Main Com-
merce Bullding, 14ih and Coastitution
Avenue, Washington, D.C.

Members advise the Office of Export
Administration, Bureau of East-West
Trade, with respect to questions involv-
ing technica] matters, worldwide avail-
ability and actua) utiligzation of produc-
tion and technology, and licensing pro-
eedures which may affect the level of
export controls applicable to computer
systems, including technical data re-
Iated thereto, and including those whase
export is subject to multilateral
(COCOLL) controls.

Agenda items are as follows:

1. Opening remarks by the Chairman,
Computer Systems Twchnical Advuory
Comrmitiee,

2. Appoiptment of subgroup chairman.

3. Pressntation of pApers or comments by
the public,

4. Discussion of export lcensing prooe-
dures rem.m; to ooroputer lﬂm

5. Execintive Sesxiopn: Contipuation of dis-
cuscion of u-pm Licensing procedures.

The public will be permitied to attend
the diseussion of agends items 1-4, and

8 limsted number of sests will be avail- |

able wo the public for these agenda items.
To the extent time permits, members of
the public may present orsl statements
to the subgroup. Interested persops are
uso xmitnd to file written statements
With taC Subgroup.

With respect to agenda jtem 5, “Exec-
utive Session,” the Assistant Secretary of
Comrerce for Administration, on De-
cember 20, 1873, determined, pursuant
to section 10t¢) of Public Law §3-463,
that this agenda item should be exempt
from the provisions of sections 10 (a) (1)
and (a):3), relating to open meetings
and publiec participation therein, because
the meeting will be concerned with mat-
ters listed in 8 UE.C. 552(b) ().

Fuariher information may be obtained
from John L. Collins, Chairman, Com-
puter Systems Technical Advisory Com-
mittes, IRM World Trade Corporation,
1801 K Street NW., Waahington, D.C.
20006 (A/C 202-833-8000).

Minutes of those portlons of the meet-
ing which are open to the public will
be available 30 days from the date of
the meeting upon written request ad-
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wonces PR 34.1974

dremed 40: Coxxiral Reference and Rac-
ords Inspection Pacllity, O.8. Depart-
ment of Commeroe, Washington, D.C.

Dated: Apri] 17, 1974.

Ravea K. Mzvez,
Director, Office of Ezport Ad-
Burecuy

ministration, of East-

" Wast Trede, of
Commerce. -

{PR Doc74-0008 Fliad 4-10-WM:8:45 am)

DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

Food snd Drug Administration
{NADA No. 48-136V) -
AGRITRONICS CORP,

#vnmnlu Swine Pramix T-5; Withdrawsl
Approval of New Animal Drug Application

Pursuant to provisions of the Federal
Food, Drug. and Cogmetic Act (sec. 512,
$2 Stat. 343-351; 21 USC. 380b) and
mnder authority delegated to the Com-
missioner of Food and Drugs (21 CFR
2.120), the following motice 4 iszxued:

Agritronics Corp., 811 24th Bt Des
Moines, 1A 50311, has requested that its
NADA (new animal drug spplication)
No. 43238V be withdrawn is accordance
with §135.28(4) (21 CFR 135.28(d)) on
the grounds that the drug is not being
marketed. Notice is given that approval
of NADA No. 48-238V {or Agritronics
Swine Premiz T-8, which contains ty-
Josin and sulfamethazine, is hereby
withdrawn.

Efective date. This notice shall be ef-
fective A}prﬂ 22,1974, .
Dated: April 15, 1974.

- Saum D, Fing,
dssociate Commissioner
Jor Compliance.

PR Do 740114 Piled 4-19-74;8:45 am ]

HUMAN DRUGS CONTAINING VINYL
CHLORIDE OR PACKAGED IN POLY-
VINYL CHLORIDE CONTAINERS

Notice to Drug Manufacturers, Packers,
- and Distributors

Flsewhere in this izsue of the FroeraL
RecrsTex (39 FR 14215) the Commis-
sioner of Pood and Drugs has proposed
that all aerosol drug products containing
vinyl chlaride as & compaonent, Including
propellant, are new drugz and subject to
regulatory proceedings unless the prod-
ucts are the subject of new drug appli-
cations approved pursuant to section 505
of the Federal Pood, Drug, and Cosme-
tic Act. That proposal 18 based on scien-
tific datia demonstrating that vinyl chlo-
ride is not generally recognized as safe
and effective sz a component, including
propeliant, of a drug produrt.

The Food and Drug Administration is
aware that vinyl chloride has been used
as & propellant in aerosol drug prepara-
tions, but has no information that vinyl
chloride is currently being nsed in the
manufacture of drug producis. There s

=L
2C %

manifestad by an array of symptoms in-
chuding unoonsciousnsss s a result of
Cardiac

ths Commissioner have knowlsdge of

coptainer or in a container lined with
polyvinyl chloride. S8uch information i

neceseary for determining if there is ade- -

guate evidence whether drugs containing

to submit a list of each drug product
which the registrant is manufscturing,
preparing. propagating, compounding, or
processing for commercial distribution
and which contains s pariicular ingredi-
ent, when the Commissioner has made
a fAnding that the submission of such
a list is necessary to carty out the pur-
poses of the act. For the reasans stated
above the Commissioner so finds with
regard to drugs containing vinyl chlo-
ride. As packaging materials are an
integral part of the drug product, the
Commigsionsr also g0 finds with regard
to drug products packaged in polyvinyl
chloride containers or in containers with
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Foderal 3

:c:umu- 201, 510, 701(a), 52 Stat. 1040
amended, 1053, as

1055, as amended; 21 UBC. 321,

being manufactured, propa-
gated, or processéd for
distribution and which eon-~

vinyl chloride is an sctive or inactive in-
t and & list of all human drug

It 1s requested but not required that
the following information also be sub-
mitted:
h:.mmnmcm (NDC) if one haw

D maigned.

4. A statement whether the drug iz mar-
ketad owver the countsr or limited to pre-
scriptidn distribution.

. Routs of admintstration.

6. Amount of vinyl chloride in average

daily dons.
7. Quantity of drug diswibuted (number
of dosage units) during previous 13 months.
8. A oopy of the label and labeling.

In addition to the information requested
fn ftems 1 through 8 (excluding item 6)
for drug products packaged in polyvinyl
chioride 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 viny! chioride con-
tent in polyvinyl chloride used for the manuy-
facture of the drug container or contatner
Uning. Include description of the mathods
Anhd getraction systems taed to determine
contsnt. If this information is hot

known, provide the nams and address of the
drug container or containar liner sapplier
and/or man

ufacturer.

10. The rate and level of extraction of
vinyl chioride from the polyvinyl chiloride
Sontatnars Or container liners by the particu-
or by any other axtraction or colvant
including data derived after periods

morage. Whare such information ia not
Enown, bat i or may be avallable from the
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by May 32, 19'74.
Dated: April 15, 1974.
A. M. Scxuev,
Commissioner of Food and Drups.

{FR Doc.74-833) Plied 4-19-74:;0:45 am]
ADVISORY COMMITTEES
Notice of Mestings

Pursuant to the Pederal Advisory Com-~
mittes Act of October 6, 1972 (Public
92-463, 84 Btat. 770-T76;: 5§ USLC,

Administra=

Commities Do:nﬂ'-. Trbe :‘?ﬂ
. eminct parma
[ ] [ ] N
R L UL A
Jotemal ety Room C,  May &, after 10
w Parklawn am., cloaad May &
ng  Bidg., b0 Lee Gelsroar
Astirbeg- Fishats Lane, Room 108-05,
LS, F01-440-0000.
. Reviews and evaluates avall-

nonprescription internal analgesic drugs
under investigation.

Comuittan Date, time, Tybhs of musting
DaIne place ad

emidard parven

sl 1, fem, Opmtam Wi

L P o o Hotal Utah . cased aher
Orthe- Motor Ladps, Wam James R
mn Balt Lake Veals (HFM-130),
sopk City, Uiale 8600 Fishars Lans,

Purpose. Reviews and evalustes avall-
able data concerning safeiy, effeckive-
ness, and reliability of orthopasdic de-
vices currently in use.

Agenda. Open session: Comments and
presentations by interested  persons.
Closed seaston: Continuation of review of
previous classification results and iden-
tification of specific areas for standards
for those devices ciassified as requiring
standards.

’

i

the safety, effec-

Agenda 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 fn
writing before or during a meeting shall
also be considered by the committee.

A list of committes members and sum-
minutes of meetings may be ob-
contact person for the
for meetings open to
public and those meetings closed to

on pending regulatory matters.
Recommendations made by the commit-
these matters are intended to
action under the Federal
, and Cosmetic Act, and these
committees thus necessarily participate
with the Commiasioner in exercising his
Iaw enforcement responsibilities.

The Freedom of Information Act rec-
ognized that the premature disclosure
of regulatory plans, or indeed internal
discusszions of alternative regulatory ap-
proaches to s specific prollem. could
have adverse effects upon both public
snd private interests. Congress recog-
nized that such plans, even when final-
fged, may not be msade fully available
advance of the effective date without
to such interests, and therefore

for this type of discussion to

confidential. Thus, law enforce-
ment activities have long been recog-
nized as a legitimate subject for confi-
dential consideration

These committess often must consider

B

E

tion, produet formulation, and manu-
facturing methods and procedures, all
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TeT36APSED

(1) The builder-developer proposing
a pew subdivision which will have 10
or more dwelling sites will secure the
services of a site planner, architect,

architect, or engineer, reg-
certified as qualified

. L]

[ ] -
3. Amend § 1804.67 as follows:

truction apecifications of the applicable
public body, city, town, county or state
and the requirements of the FHA. De-
velopments with more than 20 sites shall

~ have two accesses available, unlexs an

is granted by the Biate

il

» - L] [ ] L ]
TS.L. 1480's; dalegation of authority by
of Agri.. 38 FR 14044, 14048, 7 CPR 2.23;
delegation of authority by the Amt, SBec. for
Rural Developmsant, 38 FR 14044, 14962, 7
OFR 1.70). .

Dated: April 15, 1974,

Faarx B. FLLIOTT,
Administrator,
Farmers Home Administration.

1e

[FD Doc.74-2152 Filed 4-18-74;8:45 am])

DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

Food and Drug Administration
[ 21 CFR Parts 310 and 700 ]

VINYL CHLORIDE AS AN INGREDIENY OF
DRUG AND COSMETIC AEROSOL PROD-

Notice of Proposad Rule Making

In the Prormar RzcosTrr of May 17,
1973 (38 PR 12931), the Commissioner of
Pood and Drugs published & notice of
proposed rulemaking for prior-zsanc-
tioned polyvinyl chloride (PVC) resin
Polyvinyl chloride is a polymeric resin
Produced by polymerization of vinyl
chloride which was used as a component
of food packaging materials prior to the
pansage of the Food Additive Amend-
ments of 1858 and which has been widely

MDERAL BSQISTER, VOL 39, NO. 76-—MONDAY, APRIL 22, 1974

Drug Administration.
Early in 1973, the Food and Drug Ad-
ministration began recelving reports of
possible migration problems of ingredi-

subject of vinyl chloride by both the pub-
lic and the scientific community because
of its potential as a serious threat to the
public health, the Commissioner has
duhkmmm-wﬁoeﬂmt:hm

products within the jurisdiction of the
Food and Drug Admintstiation and to
fashion the appropriste regulatory ac-
tions that should be ta assure full

g
g

extraction fram the aforementioned con-
tainers or their liners by various foods
and cosmetics, including dats derived
after periods of storage.

(4) The rate and level of percutateous
absorpiion of vinyl chloride from eos-
metics and devices when In contact with
the skin or mucous membrane.

(8) The vinyl chiaride content of vari-

in guintuplicute), if at all

%

ately continued use of vinyl chioride
as & constituent or propellant of cosmetic
acrosol products and of polyvinyl chlo-
ride as a container material for any cos-
metic product which can lench out de-
tectable amounts of vinyl chloride from
the polyvinyl chloride .container mate-
rial. The petitioner contends that there
is substantial evidence that vinyl chlo-
ride monomer is carcinogenic.

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

The Commisgioner has reviewed all
cosmetic produet ingredient statements

tration that the results of a recent tele-
phone poll, covering 26 companies in-

" 1978. In 1973, according to this informa-
tion, two companies produced vinyl chlo-

of hair spray cans manufactured in 1973

L
38?%55
fiize
ug
g
ik

de as s propellant
seroso] products. Any such use
s food additive regulation would
a viclation of the Federal Food, Drug,
Cosmetic Act.

regard to drug products, the Food
Drug Administration has recently
its and conducted a sur-
drug manufacturers of
seraso] prediacis to determine the extent
to which viny] chloride is used as & com-

oty
1
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chloride or packaged in cantainers com-
posed of or lined with polyvinyl chloride.
The Commissioper has determined
that there are sufficient scientific data on
which t0 base a decision that; (1) vinyl
chioride presents an unnecessary hazard
to the public health when it 1z used as
an ingredient in cosmetic aercsdl prod-
ucts and that such use should be banned,
and (2) vinyl chioride, when used as an
ingredient in drug serosol products, b
t generally recognized as safe and of.
tive, is & new drug within the meaning
section 201(p) of the Federal Food,
Drug and Cosmetic Act, and requires an
approved new drug application as & con-
dition of marketing.
There is ample evidence that vinyl
chloride inhalation can result in acute
toxicity manifested by-an array of symp-
toms, includirg unconscipusness As & Te-
sult of high concentration of inhalation,
Cardiac effects, bone changes, and de-
generative changes tn the brain, lver,
and kidneys have also been reported in
animals. Reported studiex also demon-
strate earcinogenic effects in animals as
a result of inhalation exposure to vinyl
chloride. Of most significance, however,
iz the fact that vinyl chloride has been
linked w ilver disease, including liver
cancer, tn warkers engaged in the poly-
merization of vinyl chloride to PVC. The
scientific articles providing this evidence
are on file in the OMmce 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 serosol products is re-
quired, These products are often used
in the confines of & small room where
the level of vinyl chiloride to which the
although

. mmm:’.m,mv.mulnt

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

§ 700.14 Uu‘:;::nylddu-lde-:h-
-eiie.uuol oo
(a) Vinyl chloride has been used as an

3

Interested may, on or bef
May 22, 1974, file with the Hearing Clerk,
Food and tion, room

" Dated: April 16, 1974.

A. M. ScEwroy,
Commizsioner of Food and Drugs.

[PR Doc.T4-9233 Plled ¢-15-74;8:45 am]

DEPARTMENT OF
TRANSPORTATION
COAST GUARD
[33CFRPart117]
[COD 74118}

NNMERS:UNDANDMAHAN

way in Fort Lauderdale, Florida, to re-
quire that the draw open on signal. Pres~
ent regulations allow closed periods from
November 15 through May 15 from 7 s.m.

being comsidered for the fol«
Jowing ressons:

(a) The regulations presently in force
were fasued on March 15, 1850 (15 FR
1441), and were amended on July 1, 1953
(18 FR 3782), October 28, 1885 (20 FR
3118), and October 20, 1958 (21 FR 3084).
These regulations were imued {0 stse Yo~
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