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! B, Conditions for approval and market-
“ng. The Food and Drug Administration
is prepared to approve abbreviated new
drug applications and abbreviated sup-
plements to previously approved new
drug applications under conditions de-
scribed herein.

1. Form of drug. Oxycodone hydrochlo-
ride, oxycodone terephthalate, aspirin,

_caffeine and phenacetin combination

preparations are in tablet form suitable
for oral administration.

2. Labeling conditions. a. The labels
bear the statement, “Caution: Federal
law prohibits  dispensing without
prescription.”

b. The drug is labeled to comply with
all requirements of the Act and regula-
tions, and the labeling bears adequate
information for safe and effective use of
the drug. The “Indications” are as
follows:

INDICATIONS

For relief of modera.te to moderately

severe pa.in '

3. Marketing status. Marketing of such
drugs may be continued under the condi-
tions described in the notice entitled
Conditions for Marketing New Drugs
Evaluated in Drug Efficacy Study, pub-

lished in the FepERAL REGISTER July 14,

1970 (35 F.R. 11273), as follows:

a. For holders of “deemed approved”
new drug applications (l.e., an applica-
tion which became effective on the basis
of safety prior to October 10, 1962), the
submission of a supplement for revised
'abeling and an abbreviated supplement

sr updating information, as described in

-paragraphs (a)(1) () and (i) of the

notice of July 14, 1970,

b. For any person who does not hold
an approved or effective new drug appli-
cation, the submission of an abbreviated
new drug application as described in par-
agraph (a) (3) ) of that notice.

¢. For any distributor of the drug, the
use of labeling in accord with this an-
nouncement for any such drug shipped
within the jurisdiction of the Act as de-
scribed in paragraph (b) of that notice.

A copy of the Academy’s report has
been furnished to the firm referred to
above, Communications forwarded in re-
sponse to this announcement should be
identified with the reference number
DESI 7337, directed to the attention of
the appropriate office listed below, and
addressed to the Food and Drug Admin-
istration, 5600 Fishers Lane, Rockville,
MD 20852:

Supplements (identify with NDA number) :
Office of Scientific Evaluation (BD-IOO),
Bureau of Drugs.

Original abbreviated new drug applications
(identity as such): Drug Efficacy Study
Implementation Project Office (BD-60),
Bureau of Drugs.

Requests for the Academy’s report: Drug Ef-
ficacy Study Information Control (BD-66),
Bureau of Drugs.

All other communications regarding this an-
nouncement: Drug Efficacy Study Imple-
mentation Project Office (BD-60), Bureau
of Drugs.

‘This notice is issued pursuant to pro-
.sions of the Federal Food, Drug, and
Cosmetic Act (secs. 502, 505, 52 Stat.

No. 238—Pt, [—10
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1050-53, as amended; 21 U.S.C. 352, 355),
and under the authority delegated to the
Commissioner of Food and Drugs (21
CFR 2.120).

. Dated: December 6, 1972.

Sam D, FINE,
‘Associate Commissioner for
Compliance.

[FR Doc.72-21308 Filed 12-8-72;8:48 am]

[DESI 13334; Docket No. FDC-D-569;
NDA 13-834]

MERCK SHARP AND DOHME

Dexamethasone Sodium Phosphate
and Lidocaine Hydrochloride Injec-
tion, Dilute; Notice of Opportunity
for Hearing on Proposal To With-
draw Approval of New Drug Appli-
cation

In an announcement (DESI 13334)
published in the FEpDERAL REGISTER of
September 23, 1970 (35 FR. 14800), the
Commissioner of Food and Drugs an-
nounced his conclusions pursuant to the
evaluation of a report received from the
National Academy of Sciences-National
Research Council, Drug Efficacy Study
Group on the following drug:

That part of NDA 13-334 pertaining
to Decadron Phosphate with Xylocaihe
Injection, Dilute containing dexametha-~
sone sodium phosphate 1 meg./ml. and
lidocaine hydrochloride 5 mg./ml.; Merck
Sharp and Dohme, Division of Merck and
Co. Inc., West Point, Pa. 19486.

The a,nnouncement stated there is a
lack of substantial evidence that this
fixed combination drug will have the ef-
fect that it purports or is represented
to have under the conditions. of use pre-
scribed, recommended, or suggested in
the labeling, and that the Commissioner
of Food and Drugs intended to initiate
proceedings to withdraw approval of the
new drug application for this drug.

Interested persons were invited to sub-
mit pertinent data bearing on the pro-
posal within 30 days following publica~
tion of the announcement. No data pro-
viding substantial evidence of effective-
ness have been received.

Therefore, notice is given to the
holder(s) of the new drug application(s)
and to any other Interested person that
the Commissioner proposes to issue an
order under section 505(e) of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C.
355(e)) withdrawing approval of perti-
nent parts of the listed new drug applica-~
tion(s) and all amendments and supple-
ments thereto on the grounds that new
information before him with respect to
the drug(s), evaluated together with the
evidence available to him at the time of
approval of the application(s), shows
there 1s a lack of substantial evidence
that the drug(s) will have all the effects
purported or represented to have under
the conditions of use preseribed, recom-
mended, or suggested in the labeling.

All identical, related, or similar prod-
ucts, not the subject of an approved new
drug application, are covered by the new

3
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drug application(s) reviewed. See 21
CFR 130.40 (37 F.R. 23185, October 31,
1972). Any manufacturer or distributor
of such an identical, related, or similar
product is an interested person who may
in response to this notice submit data
and Information, request that the new

’ drug application(s) not be withdrawn,

request a hearing, and participate as a
party in any hearing. Any person who
wishes to determine whether a specific
product is covered by this notice should
write to the Food and Drug Administra-
tion, Bureau of Drugs, Office of Compli-
ance (BD-300), 5600 Fishers Lane, Rock~
ville, MD 20852.

In accordance with the provisions of
section 505 of the Act (21 U.8.C. 355) and
the regulations promulgated thereunder
(21 CFR Part 130), the Commissioner
hereby gives the applicant(s) ahd any
other interested person an opportunity
for a hearing to show why approval of
the new drug application(s) should not
be withdrawn.

Within 30 days after publication
hereof in the FEpERAL REGISTER the appli-
cant(s) and any other interested person

- is required to file with the Hearing Clerk,

Department of Health, Education, and
Welfare, Room 6-88, 5600 Fishers Lane,
Rockville, MD 20852, a written appear-
ance electing whether or not to avail
himself of the opportunity for a hearing.
Faflure of an applicant or any other
interested person to file a written ap-
pearance of election within said 30 days
will constitute an ‘election by him not
to avail himself of the opportunity for a
hearing.

If no person elects to avail himself of .
the opportunity for a hearing, the Com-
missioner without further notice will
enter a final order withdrawing approval
of pertinent parts of the application(s).

If an applicant or any other interested
person elects to avail himself of the op-
portunity for a hearing, he must file,
within 30 days after publication of this
notice in the FeperAL REGISTER, 8 writ-
ten appearance requesting the hearing,
giving the reasons why approval of the
new drug application(s) should not be
withdrawn, together with a well-orga-
nized and full-factual analysis of the
clinieal and other investigational data he
is prepared to prove in support of his-op-
position. A request for a hearing may not
rest upon mere allegations or denlials, but
must set forth specific facts showing that
8 genuine and substantial issue of fact
requires a hearing (21 CFR 130.14(b)).

If review of the data submitted by an

_ applicant or any other interested person

warrants the conclusion that there exists
substantial evidence demonstrating the
effectiveness of the product(s) for the
labeling claims involved, the Commis-
sloner will rescind this notice of op-
portunity for hearing,

If review of the data in the applica-
tion(s) and data submitted by the ap-
plicant(s) or any other interested per-
son in a request for a hearing, together
with the reasoning and factual analysis
in a request for a hearing, warrants the
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conclusion that no genuine and substan-
tial issue of fact precludes the with-
drawal of approval of the application(s),
the Commissioner will enter an order of
withdrawal making findings and con-
clusions on such data.

If, upon the request of the new drug
applicant(s) or any other interested per-
son, a hearing is justified, the issues will
be defined, a hearing examiner will be
named, and he shall issue, as soon as
practicable after the expiration of such
30 days, a written notice of the time and
place at which the hearing will com-
mence, All persons interested in identical,
related, or similar products covered by
the new drug application(s) will be af-
forded an opportunity to appear at the
hearing, file briefs, present evidence,
cross-examine witnesses, submit sug-
gested findings of fact, and otherwise
participate as a party. The hearing con-
templated by this notice will be open to
the public except that any portion of the

- NOTICES

hearing that concerns a method or proc-
ess the Commissioner finds entitled to
protection as a trade secret will not be
open to the public, unless the respondent
specifies otherwise in this appearance.

Requests for a hearing and/or elec-
tions not to request & hearing may be
seen in the Office of the Hearing Clerk
(address given  above)- during regular
business © hours, Monday through
Friday. )

This notice is issued pursuant to pro-
visions of the Federal Food, Drug, and
Cosmetic Act (sec, 505, 52 Stat. 1052-53,
as amended; 21 U.8.C. 355), and the
Administrative Procedure Act (6 U.8.C.
554), and under authority delegated to
the Commissioner (21 CFR 2.120).

Dated: November 30, 1972.

Sam D. FINE,
Associate Commissioner for
Compliance.

[FR Doc.72-21309 Filed 12-8-72;8:48 am]

DEPARTMENT OF TRANSPORTATION

Hazardous Materials Regulations Board
SPECIAL PERMITS
Notice of Issuance

Pursuant to Docket No. HM-1, rule making procedures of the Hazarddus Materials
Regulations Board, issued May 22, 1868 (33 F.R. 8277) 498 CFR 170, following is a

list of new DOT Special Permits
November 1972:

upon which Board action was completed during

Bpectal
permit
No.

Issued to~Bubjeoct

Mode 0!; modes
o
transportation

6682
6383
6684
0685

Foote Mineral Company, Exton, Pa.

steel portable tanks.

tetramethylene tetranitramine (H

in temperature controlled motor vehlcles.
6686
6087
6688
6689

6693

oT
PP G Industries,
(fluid) non-refillahle metal inside confainers.

seamless cylinders made of aluminum
Shippers registered with this Board to ahl;i)a gas
in an inflator assembly patterned after DOT

DOT specification metal boxes.

to ship lithium metal fofl on spools in hermetl-

cally sealed steel cans {nside Speclf(caﬁon 21C fiber dr ) :

Shippers registered with this Board to ship caustie soda, liq‘l,lid in DOT Bpecification
17X steel drums which have been reconditioned as prescr! y

Shippers registered with this Board to ship whiskey in non-DOT specification stainless

U.8. Department of Defense, Washington, D.C,, to ship a Class A explosive (cyélo-
e 'ine CHMX), Wot) 15 DOT Bpecification 210 fber drums

Shippers registered with this Board to ship methyl acetylene-propadiens, stabilized,
in Y) ecification 39 cylinders having brazed seams.
Inc., Pittsburgh Pa., to ship an aerosol formulation in 20-punce

Shippers registered with this Board to ship compressed air in non-DOT specification

Trojan-U.8. Powder, Allentown, Pa., to ship surplus trinitrotoluens (TNT) in non-

Highway, rail.
Highway, rall.
Highway, cargo
vessel.
Highway.

‘ums
ibed in §178.28(in)

Highway, rail,

Passenger-carrying
Adreraft.
Highway, rail.
oy designated 6351-T6.
enerator, and a argon-hellum mixture Highway.
pecification 39,
Highway.

Follbwmg is & list of requestsvfor special permits which were denied during

. November 1972:

DENIED-~SUBJECT

1. Request by Exotic Metal Fabricators Co., Seattle, Wash. for a special permit to ship
compressed air in non-DOT specification welded, high pressure, stainless steel cylinders.

Q. ROUSSEAD,
‘Alternate Secretary.

[FR Doc.72-21233 Filed 12-8-72;8:46 am]

ATOMIC ENERGY COMMISSION

{License No. 05-13943—01E]
STATITROL CORP.
Notice of Issuance of Amendment of
Byproduct Material License

Please take notice that the Atomic
Energy Commission has, pursuant to

§ 32.26 of 10 CFR Part 32, issued Amend-
ment No. 5 to License No. 05-13943-01E
to Statitrol Corp., 140 South Union
Boulevard, Lakewood, CO 80228, which
authorizes the distribution of Model 720
ionization fire detector to persons ex-
empt from the requirements for a license
pursuant to § 30.20 of 10 CFR Part 30.

1. The devices are designed to detect
incipient fires by responding to the prod-

ucts of combustion produced by therma‘L. 2

decomposition of building materials oY
contents prior to the appearance of visi-
ble smoke, flame, or appreciable heat. .
The sensitive element of the detector is
an ionization chamber in which air flow-
ing into the chamber is made conductive
gzlalpha particles emitted by americium

2. The byproduct material incorpo-
rated in the detector is americium in
the oxide form contained in foils manu-
factured by Nuclear Radiation Develop-
ments (Model A-001) or by the Radio-
chemical Centre (Model AMM), The
nominal activity contained in the unit is
1.0 microcurie but the maximum activity
is 1.3 microcuries.

3. Each exempt unit will have a label
identifying the manufacturer (Statitrol
Corp.) and the byproduct material
(americium 241) contained in the unit
and recommending that the unit be re-
turned to the Statitrol Corp. for repair
or disposal.

A copy of the amended license and a
safety evaluation containing additional
Information, prepared by the Directorate
of Licensing, are available for public in-
spection at the Commission’s Public
Document Room at 1717 H Street NW.,
‘Washington, DC,

For the Atomic Energy Commission.

Dated at Bethesda, Md., this 2d day
of December 1972.

8. H. SmLeY, )

Depuly Director, for Fuels and

Materials, Directorate of Li- *
censing.

[FR Doc.72-21234 Piled 12-8-72;8:456 am]

CIVIL AERONAUTICS BOARD

CHASE MANHATTAN BANK
Notice of Meeting

Notice is heréeby given that a meeting
with the above bank will be held on Jan-
uary 12, 1973, at 10 a.m. (local time) in
Room 1027, Universal Building, 1825
Connecticut Avenue NW. Washington,
D.C., to make a presentation on the fu-
ture availability of petroleum as it re-
lates to aviation fuel.

Dated at Washington, D.C., Decem-
ber 5, 1972.

[SEAL] HARRY J. ZINK,

Secretary.
[FR Doc. 72-21249 Filed 12-8-72;8:45 am]

‘[Docket No. 24897]
MILLARDAIR, LTD.
Postponement of Prehearing
Conference and Hearing

Notice has been received from Millard-
air, Ltd., that it is unable to submit
proposed amendment to its applicatios.
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