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Notices

DEPARTMENT OF AGRICULTURE

Packers and Stockyards Administration -
AINSWORTH LIVESTOCK AUCTION ET AL.
Notice of Changes in Names of Posted Stockyards

It has been ascertained, and notice is hereby given, that the names of the livestock
markets referred to herein, which were posted on the respective dates specified
below as being subject to the provisions of the Packers and Btockyards Act, 1921,
asamended (7 U.S.C. 181 et seq.) , have been changed as indicated below.

Original name of stockyard, location,
and date of posting

Current name of stockyard and
date of change in name

NEBRASEA
Alnsworth Livestock Auction, Ainsworth, Sept. 8, Ainsworth Livestock Market, Jan, -1,

1856.

1968.

Aurora Livestock Market, Aurora, Oct, 8, 1066. Aurora Auction Market, Mar. 9, 1968,
% OEKLAHOMA
Farmers Livestock Commission Co., Enid, Jan. 4, Enid Livestock Market, Inc., Jan. 1, 1968,

1837,

Selling Bales Association, Selling, Mar, 12. 1966. Selling Sales Assoclation, Inc., Jan. 1,

1968.

TEXAS
Belton Livestock Auction, Belton, Sept. 10, 1963. Belton Livestock Auction, Inc., Mar, 11,

1968,

Childress Livestock Commission Co., Childress, Childress Livestock Auction, Feb. 8,

Nov. 9, 19586. -

1968,

TEXAS
Hopkins County Livestock Comm. Co., Sulphur Hopkins County Livestock Commission,

Springs, Sept. 26, 1962.

~ Texoma Cattle Oompa.ny. ‘Whitesboro, Feb,

1p683.

Jan, 20, 1968,
14, Whitesboro Livestock and Commission
Company, Mar. 14, 1968.

WyYoMING

Gillette Livestock, Gillette, May 18, 1851.

Gillette Livestock Exchange, Sept. 22,
1967,

Done at Washington, D.C., this 20th day of June 1968.
Acting C‘hief, Registrations, Bonds, and Reports

G. H. HOPPER,
Branch, Livestock Marketmg Division.

[F.R. Doc. 68-75654; Filed, June 25, 1968; 8:47 a.m.]

DEPARTMENT OF COMMERCE

Maritime Administration
[Docket S-213]
OCEANIC STEAMSHIP CO.
Notice of Hearing

A notice was published in the FEDERAL
RecisTer of December 2, 1967 (32 F.R.
16537), inviting views and comments
regarding an application dated Oectober
18, 1967, filed by The Oceanic Steamship
Co., for a waiver under section 804 of the
Merchant Marine Act, 1936, as amended
(46 U.S.C. 1222) to permit its parent
company, Matson Navigation Co., to en-
gage in certain activities in connection
with Trans-Pacific foreign commerce op-
erations under a Basic Shoreside Con-
tainer Service Agreement, No. FMC 9626
with Nippon Yusen Kaisha, a competitive
Japanese-flag

Various comments tnom several U.S.-
flag Trans-Pacific operators, having been
received, ﬁhe Acting Maritime Ad.minis

trator has concluded that a public hear-
ing, though not required by law, may
be of assistance in determining whether
to grant or deny the requested walver.

Accordingly, in the exercise of his dis-
cretionary authority, the Acting Mari-
time Administrator hereby gives notice
that a public hearing will be held on the
application.

Interested parties may inspect this ap-
plication in the Office of Government
Aid, Maritime Administration, Room
4077, General Accounting Office Build-
ing, 441 G Street NW., Washington, D.C.

The purpose of the hearing is to re-
ceive evidence relevant to whether spe-
clal circumstances and good cause exist
so as to justify a waiver of the provisions
of section 804 with regard to those activi-
ties and operations covered by said agree-
ment No. FMC 9626 which fall within
said section 804.

The hearing will be before the Chief
Hearing Examiner of the Maritime Ad-
ministration (or a designee of his office)
as the duly authorized representative of

R¢, /968
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the Acting Maritime Administrator, in
Room 4519, General Accounting Office
Building, 441 G Street NW., Washington,
D.C., at 10 a.m. on July 23, 1968, and a
recommended decision will be issued.

Any American-flag carrier by water
having any interest (within the meaning
of section 804) in the foregoing applica-
tion and desiring to be heard on the re-
ferred-to issues pertinent to section 804
must file such request by close of busi-
ness on July 12, 1968, with the Secretary,
Maritime Subsidy Board/Maritime Ad-
ministration, in writing, in triplicate,
stating clearly and concisely the grounds
of interest, and the alleged facts relied
on in support of its position in the mat-
ter. Notwithstanding any provision of the
Maritime Subsidy Board/Maritime Ad-
ministration rules of practice and proce-
dure (46 CFR Part 201), any request to
participate in the hearing which is re-
ceived after the close of business July
12, 1968, will not be entertained in this
proceeding.

If no requests to participate in the
hearing are received within the specified
time, or if it is determined that sub-
mitted requests to participate do not
demonstrate sufficient interest to war-
rant a hearing, the Acting Maritime Ad-
ministrator will take such action as may
be deemed appropriate.

Dated: June 21, 1968,

By order of the Acting Maritime Ad-
ministrator.
JoHN M. O'CONNELL,
Assistant Secretary.

[FR. Doc. 68-7618; Filed, June 25, 1968;
8:50 a.m.]

U DEPARTMENT- OF HEALTH, EDU-/
CATION, AND WELFARE

Food and Drug Administration
DRUGS FOR HUMAN USE

Drug Efficacy Study Implementation
Announcement Regarding Tri

cinolone Acetonide Dental Paste

The Food and Drug Administration
has received and evaluated a report re--
ceived from the National Academy of
Sciences—National Research Council,
Drug Efficacy Study Group, on the
following preparation: Triamcinolone
acetonide 0.1 percent in emollient den-
tal paste, marketed as Kenalog in Ora-
base by E. R. Squibb and Sons, Inc., 7456
Fifth Avenue, New York, N.Y. 10022.

The Food and Drug Administration
concurs in the conclusion of the Acad-
emy that this drug is shown to be ef-
fective for adjunctive treatment and for*
the temporary relief of symptoms asso-
ciated with oral inflammatory lesions
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ulcerative lesions resulting from

18.
upplemental new-drug application
ited to revise the labeling provided
i the new-drug application for the
; preparation to limit the claims
present the conditions of use as
H
“AcTIONS
uneinolone acetonide is a synthetic

nflammatory, antipruritie,

iec nature. The emollient dental paste

& an adhesive vehicle for applying the
 medieation to oral tissues, The pro-
e action of the adhesive vehicle may
to reduce the pain assoclated with oral
tion.

INDICATIONS

licated for adjunctive treatment and for

smporary relief of symptoms assoclated
oral inflammatory lesions and ulcer-
lesions resulting from trauma.

CONTRAINDICATIONS

ngal, viral, or bacterial infections of the
mucosa. Hypersensitivity to any com-
at,

WARNING

e I PrEGNANCY: Safe use in pregnancy
1ot been established.

PRECAUTIONS

tients with tuberculosis, peptic ulcer,
abetes mellitus should not be routinely
ed with this sterold preparation.
‘gshould be borne in mind that the
1al defensive responses of the oral tis-
are depressed in patients receiving topi-
sorticosterold therapy. Virulent strains
ral microorganisms may multiply with-
producing the usual warning symptoms
‘al infections.

slgnificant regeneration or repalr of
tissues has not occurred in 7 days, ad-
mal investigation into the etlology of
aral lesioh is advised.

ADVERSE REACTIONS
‘olonged administration may elicit the
:rse reactions known to occur with sys-
lc steroid preparations; .for example,
mal suppression, a&temtlon of glucose
abolism, protein catabollsm, peptic ulcer
vations, and others, These are usually
wrsible and disappear when ‘t.ha hormone
iscontinued.
DOSAGE AND ADMINISTRATION

he drug should be applied 2 to 3 times
ay following meals and at bedtime. If
ficant repalr or regeneration has not
arred In 7 days, further investigation is
isable.

“he holder of the new-drug applica-
a for the drug listed ahove, has been
iled a copy of the NAS-NRC report
-ether with a copy of the labeling con-
ions in this announcement. Any man-
weturer, packer, or distributor of a
1g of similar composition and labeling
the drug listed in this announcement
any other interested person may ob-
n a copy of the NAS-NRC report by
iting to the Food and Drug Adminis-
itlon, Press Relations Office, 200 C
reet SW., Washington, D.C. 20204.

Written comments regarding this an-
uncement may be addressed to the
ecial Assistant for Drug Efficacy Study
iplementation, Bureau of Medicine,
wd and Drug Administration, 200 C

NOTICES

Street SW., Washington, D.C. 20204.

This statement is issued pursuant to
the provisions of the Federal Food, Drug,
and Cosmetic Act (secs. 502, 506, 52 Stat.
1050-53, as amended; 21 U.8.C. 352, 355)
and under the authority delegated to the
Commissioner of Food and Drugs (21
CFR 2.120).

Dated: June:18, 1968, -

J. K, KIRK,
Associate Commissioner
for Compliance.

[F.R. Doc. 68-7587; Filed, June 25, 1068;
B8:50 am.]

11 DRUGS FOR HUMAN USE //

Drug Efficacy Study Implementation
Announcement Regarding Salt
Substitutes

L i oo

The Food and Drug Administra-
tion has received reports from the
National Academy of Sciences—National
Research Council, Drug Efficacy Study
Group, on the following salt substitute
preparations:

1. Diasal, marketed by E. Fougera and
Co., Inc., East Cantiague Road, Hicks-
ville, Long Island, N.Y. 11802.

2. Neocurtasal, marketed by Winthrop
Laboratories, 90 Park Avenue, New York,
N.Y. 10016.

3. Co-8Salt, marketed by U.S. Vitamin

and Pharmaceutical Corp., 800 Second .

Avenue, New York, N.Y. 10017.

Such preparations are regarded by the
Food and Drug Administration as foods
and are subject to the food provisions of
the Federal Food, Drug, and Cosmetic
Act, including section 403(j) concerning
foods for special dietary uses (21 U.S.C.
343(j)). They should be suitably labeled
to comply with Part 125 (21 CFR Part
125), the current regulations for foods
for special dietary uses, including § 125.9
Label statements relating to -certain
foods used as a means of regulating the
intake of sodium in dietary management.

These preparations are also regarded
as drugs and are thus subject to the drug
provisions of the act. They should bear
a cautionary statement to the effect
that they should not be used without the
-advice of a physician.

Attention is directed to the public
hearing on foods for special dietary uses
that was scheduled to begin June 20,
1968, in Room 5131, Health, Education,
and Welfare Build.lng North 330 Inde-
pendence Avenue SW., Washlngton, D.C.,
involving issues that will relate to this
announcement. Notice of the hearing
was published in the FEDERAL REGISTER
of April 2, 1968; 33 F.R. 5268.

At a later date it will be proposed that
the subject preparations be added to
paragraph (b) of § 130.302 List of drugs
for human use that do not now require
an approved new-drug application (21
CFR 130.302), Section 130.302 was in-
cluded in a notice of proposed rule-
making published in the FEpEraL REG-
1sTER of May 28, 1968 (33 F.R. T7762).

The holders of new-drug applications
for the drugs listed above have been
mailed a copy of the NAS-NRC report.

+
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Any other manufacturer, packer, or
tributor of such drugs or any other in-'
terested person may obtain a copy of th

]

NAS-NRC report by writing to the Food

and Drug Administration, Press Rela
tions Office, 200 C Street SW., Washing.
ton, D.C. 20204. ;

This notice is issued pursuant to the
provisions of the Federal Food, Drug,
and Cosmetic Act (secs. 502, 505, 52 Stat.
1050-53, as amended; 21 U.S.C. 352 355)
and under the authorit.y delegated t.o the
Commissioner of Food and Drugs (21
CFR 2.120).

Dated: June 18, 1968.

J. K. KIrK,
Associate Commissioner
for Compliance.

[P,R Doc. 68-7588; Filed, June 25, 1868;
8:50 a.m.]

I/ DRUGS FOR HUMAN USE ¢

Drug Efficacy Study: Implementation
Announcement Regarding Certain

.Hgn. Preparations for Parenteral
se

m———n,

The Food and Drug Administration
has reviewed and evaluated reports from
the National Academy of Sclences—Na~
tional Research Council, Drug Efficacy
Study Group, on the following iron prep-
arations for parenteral use:

1. Astrafer injection; 100 milligrams
of trivalent iron (as dextriferron) per 5
milliliters; marketed by Astra Pharma-
ceutical Pmducts Inc., T Neponset Street,
Worcester, Mass, 01606

2. Imferon injection; 50 milligrams of
trivalent iron (as iron dextran) per milli-
liter; marketed by Lakeside Laboratories,
Inc., 1707 East North Avenue, Mil-
waukee, Wis. 53201,

The Food and Drug Administration
concurs in the conclusions of the
Academy that these drugs are shown to
be effective and suitable for the treat-
ment of iron-deficiency anemia when
established conditions exist corroborating
iron deficiency anemia not amenable to
oral therapy.

The active components of preparations
of this kind are complexes of iron and
modified carbohydrates. Because of the
potential for toxicity associated with
the use of these drugs and the fact that
their integrity is dependent to a large
degree upon manufacturing procedures,
such preparations continue to be re-
garded as new drugs (21 U.S.C. 321(p)).

The holders of previously approved
new-drug applications for these articles

are herewith exempted, pursuant to
§ 130.35(1), from the annual reporting
requirements of §§ 130.35(e) and 130.13
(b) (4) of the new-drug regulations (21
CFR 130.13(b) (4), 130.35 (e), (1)) .

The holders of such new-drug applica-
tions " are invited to submit new-drug
application supplements to provide for
revising the labeling so that the parts of
the labeling indicated are substantially
as described below and include the box
warning at the beginning of any labeling
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WarNING: The parenteral use of com-
-plexes of iron and carbohydrates has
resulted in fatal anaphylactic-type |
reactions., Deaths associated with
such -administration have been re-
ported. Therefore, et
should be used only in those pa-
tlents where clearly established
indications exist, confirmed by ap-
propriate laboratory investigations
corroborating iron deficlency ane-
mia mnot amenable to oral iron
therapy.

*Name of drug.

AcCTIONS

Ferric iron administered parenterally is
transported by transferrin and incorporated
into hemoglobin.

INDICATIONS

For the treatment of iron deficiency ane-
mia: Intramuscular or intravenous Ilnjec-
tions of iron are advisable solely for use in
those patients in whom iron deficiency ane-
mia is present, its cause has heen deter-
mined and, if possible, corrected, and in

whom oral administration of iron is unsatis-

factory or impossible; for example:

Intolerance to oral preparations;

Resistance to oral iron therapy;

Rapid replenishment of iron stores in se-
lected patients in whom oral therapy is
ineffective, such as hypochromic ane-
mia of infancy and hypochromic anemia
of the last trimester of pregnancy;

Selected hemorrhagic cases (appropriate
steps should be taken to correct and
prevent any excessive blood loss that
may have been revealed as an etiologlc
factor) ;

To replace postoperative transfusion to
some degree;

In those patients who cannot be relied
upon to take oral medication.

CONTRAINDICATIONS

Hypersensitivity to the product.
All anemias other than iron deficlency
anemia.
WARNINGS

This preparation should be used with ex-
treme care in the presence of serious impair-
ment of Hver function. -

A risk of carcinogenesis may attend the
injection of iron-carbohydrate complexes.
Such complexes have been found under ex-

tal conditions to produce sarcomas
when injected in rats, mice, and rabbits,
and possibly in hamsters, in very large doses.
Thé number of tumors produced was rela-
tively small, and such tumors have not been
produced in gulnea pigs. The risk of carcino-
gexesis in man following recommeénded ther-
apy appears to be extremely small; however,
the lohg latent perlod between the injection
of a potential carcdnogen and the appear-
ance of a tumor makes it impossible as yet
to measure the risk in man.
PRECAUTIONS
Improper therapy with these agents will
cause storage of iron with the uent
possibility of exogenous hemosiderosis. Such
iron overload is particularly apt to occur
With patients with hemoglobinopathies and
other - anemias which might be
Shomeously disgnosed as iron defictency

ADvERSE REACTIONS

Calarationin.the area of injection.
Intramuscular and intrayenons injections:

mhﬁmwd and anaphylactic reactions,
._ i’ uﬂins. fatal a-naphyluou'c reactions; severe

\

NOTICES -

DosAGE AND ADMINISTRATION

Peniodic hematologic determinations -are
to e used as-a gulde in therapy, bearing in
mind that iron storage may lag behind the

9353

appgarance of normal blood morphology. The
total cumulative amount required to re-
store .hemoglobin and replenish iron stores
may be approximated from the formula:

Patient's h lot

t X 100

0.3 X Body welght in pounds X (100—

in In gram per

) =Mily,
18 jmgamswtallmtubaln-

DOSBAGE FOR INTRAMUSCULAR PREPARATIONS

Each day’s dose should ordinarily npt ex-
ceed 25 milligrams for infants under 10
pounds, 50 milligrams for children under 20
pounds, 100 milligrams for patients under
110 pounds, and 250 milligrame for others.

DOSAGE FOR INTRAVENOUS PREPARATIONS

To minimize toxic reactions, the initial
dose should be limited to 15 to 30 milligrams
followed by dally increments for 2 or 3 days
.until a 100-milligram dally dose is reached,
This larger dGse should be given slowly (1
minute per 20 to 50 milligrams).

The holders of the new-drug applica-
tions for the drugs listed above have been
mailed a copy of the NAS-NRC report
along with a copy of the labeling condi-
tions contained in this announcement.
Any manufacturer, packer, or distributor
of a drug of similar composition and
labeling to the drugs listed in this an-
nouncement, or any other interested per-
son, may obtain a copy of the NAS-NRC
report by writing to the Food and Drug
Administration, Press Relations Office,
200 C Street SW., Washington, D.C.
20204,

Written comments regarding this an-
nouncement may be addressed to the
Special Assistant for Drug Efficacy
Study Implementation, Bureau of Medi-
cine, Food and Drug Administration, 200
C Street SW., Washington, D.C. 20204.

This notice is issued pursuant to the
provisions of the Federal Food, Drug,
and Cosmetic Act (secs. 201(p), 502 (a),
(f), 505, 52 Stat. 1041, 1050-53, as
amended; 21 U.8.C. 321(p), 352 (a), (f),
355) and under the authority delegated
to the Commissioner of Food and Drugs
(21 CFR 2.120).

Dated: June 18, 1968.
James L. GODDARD,
Commissioner of Food and Drugs.

F.R. Doc, 68-7589; Filed, June 25, 1968; y
\ B:50 a.m.] 7

"CIVIL AERONAUTICS BOARD

[Agreement CAB 5044—3136; Order E-26948]

AIR TRAFFIC CONFERENCE OF
e AMERICA

Oider Deferring Action Regarding
. Advertised Tours

Adopted by the Civil Aeronautics
Board at its office in Washington, D.C.,
on'the 20th day of June 1968.

On March 19, 1968, the Air Traffic Con-
ference of America (ATC) filed pursuant
to section 412 of the Federal Aviation
Act of 1958, as amended, the following
amendment fo the Agency Resolution

" adopted at the Agency Committee meet-

ing of January 16-18, 1968, for intended
effectiveness June 1, 1968:*

Resolved, that effective June 1, 1988, sec-
tion XIL.B.1, Resolution B0.10, be amended
to read as follows:

**Advertised Alr Tour’ means a complete
package, as set forth in Paragraph C of this
section, advertised in a Tour Folder, offered

for sale to the publle, and prepaid in full by

the purchaser: Provided, That in connection
with travel to or from conventions or meet-
ings, lodgings and other ground arrangements
directly connected with the convention or
meeting program shall not be considered a
part of the ‘complete package.’”

An advertised air tour, to qualify for
the 10 percent commission must include,
in addition to lodging for a minimum of
two nights, at least two meals per day
and at least one additional feature such
as a sightseeing trip, ete., in addition to
the air transportation involved." Thus,
the effect of the amendment is to make
it more difficult for a tour connected with
a convention or meeting to qualify as an
advertised air tour and thereby entitle
the agent to a 10 percent rather than g
5 or 7 percent commission.

The American Society of Travel Agents
(ASTA), Don Travel Service, Inc., New
York, and Beltz Travel Service, Inc., San
Francisco, oppose the amendment. ATC -
submitted a. letter of clarification and
explanation.

It appears from ATC's letter that the
resolution is based on the assumption
that persons attending meetings and con-
ventions do so for reasons other than the
promotional efforts of the agents. As g
consequence, the agents are not entitled
to a 10 percent commission but rather
the normal commission rates should
apply. ATC also attempted to give mean-
ing and content to the words convention
and meetings.

ASTA and the individual agents con-
tend that over the years agents have
promoted and developed.tours associated
with conventions and meetings to the
benefit of all concerned, including the
airlines. According to the. objectors, by
reducing the commission and tightening
the definition of an advertised air tour,
the resolution will make it more difficult
for the agents to promote domestic tour
travel. It is argued that such a result
is contrary to the efforts of all concerned
to promote domestic travel.

On the basis of the record to date,
the Board is unable to act upon the mat-
ter. Except for the submission of several

brochures describing advertised air tours

* ATC has agreed on behalf of its members
to withhold implementation of the amend-
ment until the Board acts on the matter,

*An exception is provided which permits
the Advertised Air Tour Committee of ATQ
to approve any package by two-thirds ma-
Jority vote.

FEDERAL .REGISTER, VOL. .38, ‘NO. 124—WEDNESDAY, JUNE 26, 1968




	page 1
	page 2
	page 3

