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2054ft, and from the NASA Information 
Centers.

(c) Inventions an d Contributions 
B oard  (1) The function of the Board is to 
consider and recommend to the 
Administrator the action to be taken 
with respect to:

(1) Petitions for waiver of rights to any 
invention or class of inventions made 
during the performance of NASA 
contracts, and

fir) Applications for award for 
scientific and technical contributions 
determined to have significant value in 
the conduct of aeronautical and space 
activities, pursuant to the National 
Aeronautics and Space Act of 1958, as 
amended (42 U.S.C, 2457 (f) and (g),
2458), and the Government Employees 
Incentive Awards Act (5 U.S.C. 2121-23), 
respectively.

(2) The charter of the Board is set 
forth at Subpart 4 o f Part 1209 of this 
ch'apter. The Board’s rules of procedure 
are set forth at 14 CFR Parts 1240 and 
1245.

(3) The texts of key decisions and an 
index of all decisions of the Board on 
requests for waiver are published in 
Petitions for Patent Waiver (NASA 
Handbook 5500.1A) and are hereby 
incorporated by reference. These are 
available for inspection and for 
purchase at NASA Information Centers.

Subpart 4— General Information

§ 1201.400 NASA procurement program.

(a) The Office of Procurement, headed 
by the Assistant Administrator for 
Procurement, serves as a central point of 
control and contact for NASA 
procurements. Although the 
procurements may be made by the field 
installations, selected contracts and 
contracts of special types are required
to be approved by the Assistant 
Administrator for Procurement prior to 
their execution. The Office of 
Procurement is also responsible for 
formulation of NASA procurement 
policies and provides overall assistance 
and guidance to NASA field 
installations to achieve uniformity in 
NASA procurement processes.

(b) The NASA procurement program 
is carried out principally at the NASA 
field installations listed in the “U.S. 
Government Manual," and in Subpart 2 
of this part. The Headquarters Contracts 
and Grants Division is responsible for 
contracts with foreign governments and 
foreign commercial organizations, grants 
and cooperative agreements, and the 
procurement of materials and services 
required by Headquarters offices except 
for minor office supplies and services 
procured locally.

fe) All procurements are made in 
accordance with the Federal Acquisition 
Regulation (FAR) (48 U.S.C. Chapter 1) 
and the Federal Acquisition Regulation 
Supplement (NASA/FAR Supplement) 
(48 U.S.C. Chapter 18). Copies of these 
publications are available from the 
Superintendent of Documents, U.S. 
Government Printing Office,
Washington, DC 20402, on an annual 
subscription basis.

§ 1201.401 Special document 
depositories.

NASA provides the National 
Technical Information Service (NTIS), 
U.S. Department of Commerce, 5285 Port 
Royal Road, Springfield, VA 22161, with 
copies of NASA or NASA-sponsored 
unclassified unlimited documents to 
provide availability to the public. These 
documents may be reproduced by NTIS 
and sold at prices established by NTIS. 
NASA also uses the regional depository 
libraries established through the Federal 
Depository Library Program by Chapter 
19 of Title 44 of the U.S. Code under the 
Government Printing Office (GPO) to 
make its technical documents and 
bibliographic tools available to the 
general public. These depository 
libraries are responsible for permanent 
retention of material, interlibrary loan, 
and reference services.

§ 1201.402 NASA Industrial Applications 
Centers.

As part of its Technology Utilization 
Program—a program designed to 
transfer new aerospace knowledge and 
innovative technology to nonaerospace 
sectors of the economy—NASA 
operates a network of Industrial 
Applications Centers. These centers 
serve U.S. industrial clients on a fee 
paying basis by providing access to 
literally millions of scientific and 
technical documents published by 
NASA and by other research and 
development organizations. Using 
computers, the NASA Industrial 
Applications Centers conduct 
retrospective and current awareness 
searches of available literature in 
accordance with client interests and 
assist in interpretation and adaption of 
retrieved information to specified needs. 
Such services may be obtained by 
contacting one o f the following:
(a) Aerospace Research Applications 

Center (ARAC), Indianapolis Center 
for Advanced Research. 611 N.
Capital Avenue, Indianapolis, IN 
46204

(b) NASA Florida State Technology 
Applications Center, State University 
System of Florida, 307 Weil Hall, 
Gainesville^ FL 32611
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(c) NASA/UK Technology Applications 
Program, University of Kentucky, 109 
Kinkead Hall, Lexington, KY 40506- 
0057

(d) NASA Industrial Applications 
Center, 823 William Pitt Union, 
University of Pittsburgh, Pittsburgh, 
PA 15260

(e) New England Research Application 
Center (NERAC), Mansfield 
Professional Parie, Storrs, CT 06268

(f) North Carolina Science and 
Technology Research Center (NÇ/ 
STRC), P.O. Box 12235, Research 
Triangle Park, NC 27709

(g) Technology Application Center 
(TAC), University of New Mexico, 
Albuquerque, NM 87131

(h) Kerr Industrial Applications Center 
(KIAG), Southeastern Oklahoma State 
University, Station A, Box 2584, 
Durant, OK 74701

(i) NASA Industrial Applications Center 
(WESRAC), University of Southern 
California, Research Annex, 3716 
South Hope Street, Rbom 200, Los 
Angeles, CA 90007.
Dated: May 15,1985.

James M . Beggs,
Administrator,.
[FR Doc. 85-12355 Filed 5-22-85; 8:45 am)
BILUNG CODE 7510-01-M

DEPARTMENT O F  HEALTH AND 
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 314

[Docket No. 82N-0293]

New Drug and Antibiotic Regulations; 
OMB Approval of Requirements; 
Clarifications

AGENCY: Food and Drug Administration. 
a c t i o n : Final rule.

SUMMARY: The Food and Drug 
Administration (FDA) is announcing 
that the Office of Management and 
Budget (OMB) has approved the 
collection of information requirements 
concerning its new drug and antibiotic 
regulations. The agency is amending 
those regulations to reflect OMB’s 
approval. The agency is also providing a 
few minor clarifications concerning 
those regulations.
EFFECTIVE D A TE : May 23,1985.
FOR  FURTHER INFORMATION C O N TA C T: 
Steven H. Unger, Center for Drugs and 
Biologies (HFN-362), Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857, 301-443-5220.
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SUPPLEMENTARY INFORMATION: In the 
Federal Register of February 22,1985 (50 
FR 7452), FDA revised its regulations 
governing the approval for marketing 
new drugs and antibiotic drugs for 
human use (called the NDA Rewrite) (21 
CFR Part 314). In that document (50 FR 
7455), FDA announced that it had 
submitted the final rule to OMB for 
approval of the collection of information 
requirements contained in § § 314.50, 
314.55, 314.70, 314.71, 314.72, 314.80, 
314.81, 314.90, 314.110, 314.120, 314.126, 
314.200, 314.300, and 314.420.

OMB has approved the collection of 
information requirements under OMB 
control number 0910-0001. This 
document announces OMB’s approval 
and amends the regulations to reflect 
that approval.

FDA is making three minor changes 
intended to clarify specific provisions of 
the final rule.

First, the agency is making certain 
editorial changes in § 314.50(d)(2) to 
clarify the use of the term “nonclinical 
laboratory studies.” The changes ensure 
that the term is used in the same way in 
Part 314 as it is used in the regulations 
describing good laboratory practices for 
nonclinical laboratory studies (21 CFR 
Part 58).

Second, the agency has changed the 
mailing address within FDA to which 
adverse drug experience reports should 
be submitted. Section 314.80(c), which 
identifies that mailing address, has been 
revised accordingly. Under this revision, 
adverse drug experience reports are to 
be submitted to the Central Document 
Room, Center for Drugs and Biologies, 
Food and Drug Administration, Park 
Bldg. (Rm. 214), 12420 Parklawn Dr., 
Rockville, MD 20857.

Third, § 314.430 of the regulations has 
been revised to identify the title of the 
publicly available list of approved 
applications.

Because these amendments are 
nonsubstantive, notice and public 
procedure and delayed effective date 
are unnecessary (5 U.S.C. 553(b)(B) and 
(d)). > ;; ;
List of Subjects in 21 CFR Part 314

Drugs, Medical research.
Therefore, under the Federal Food, 

Drug, and Cosmetic Act and under 
authority delegated to the Commissioner 
of Food and Drugs, Part 314 is amended 
as follows:

PART 314— APPLICATIONS FOR FDA 
APPROVAL TO  MARKET A NEW DRUG 
OR AN ANTIBIOTIC DRUG

1. The authority citation for Part 314 is 
revised to read as follows:

Authority: Secs. 501, 502, 503, 505, 506, 507, 
701, 52 Stat. 1049-1053 as amended, 1055-1056 
as amended, 55 Stat. 851, 59 Stat. 463 as 
amended (21 Ü.S.C. 351, 352, 353, 355, 356,
357, 371); 21 CFR 5.10, 5.11.

2. In § 314.50 by revising the 
introductory text of paragraph (d)(2), by 
revising paragraph (d)(2)(v), and by 
adding a parenthetical statement at the 
end of the section, to read as follows:

§ 314.50

Content and format of an application.
★  * ★  ■ * *

(d) * * *
(2) N onclinical pharm acology and 

toxicology section. A section describing, 
with the aid of graphs and tables, 
animal and in vitro studies with drug, 
including the following:
★  * * ★  * ’

(v) For each nonclinical laboratory 
study subject to the good laboratory 
practice regulations under Part 58 a 
statement that it was conducted in 
compliance with the good laboratory 
practice regulations in Part 58, or, if the 
study was not conducted in compliance 
with those regulations, a brief statement 
of the reason for the noncompliance. 
* * * * *

(Collection of information requirements 
approved by the Office of Management and 
Budget under number 0910-0001.)

3. In § 314.80 by revising the second 
sentence in the introductory text of 
paragraph (c) and by adding a 
parenthetical statement at the end of the 
section, to read as follows:

§ 314.80 Postmarketing reporting of 
adverse drug experiences.
* * * * *

(c) * * * The applicant shall submit 
two copies of each report described in 
this section to the Central Document 
Room,' Center for Drugs and Biologies, 
Food and Drug Administration, Park 
Bldg. (Rm. 214), 12420 Parklawn Dr., 
Rockville, MD 20857. * * *
* * * * *

(Collection of information requirements 
approved by the Office of Management and 
Budget under number 0910-0001.)

§§ 314.55, 314,70, 314.71, 314.72, 314.81, 
314.90, 314.110, 314.120, 314.126, 314.200, 
314.300, and 314.420 [Amended]

4. In § 314.55 A bbreviated application, 
§ 341.70 Supplements and other changes 
to an approved application, § 314.71 
Procedures fo r  subm ission o f a 
supplem ent to an approved application,
§ 314.72 Change in ow nership o f  an 
application, % 314.81 Other 
postm arketing reports, § 314.90 
W aivers, 314.110 A pprovable letter to 
the applicant, § 314.120 Not approvable 
letter to the applicant, § 314.126

A dequate and w ell-controlled studies,
§ 314.200 N otice o f opportunity fo r  
hearing; notice o f  participation and 
request fo r  hearing; grant or den ial o f 
hearing, § 314,300 Procedure fo r  the 
issuance, amendment, or repeal o f 
regulations, and § 314.420 Drug m aster 
file s  by adding at the end of each 
section the parenthetical statement 
“(Collection of information requirements 
approved by the Office of Management 
and Budget under number 0910-0001.)”

5. In § 314.430 by revising the second 
sentence in the introductory text of 
paragraph (e), to read as follows:

§ 314.430 Availability for public disclosure 
of data and information in an application.
* * * * *

(1) * * * A list of approved 
applications, entitled "Approved 
Prescription Drug Products with 
Therapeutic Equivalence Evaluations 
(list ID APDP),” is available from the 
Government Printing Office, 
Washington, DC 20402. * * *
★  * * * ★

6. In § 314.440 by revising the third 
sentence in paragraph (a)(1), to read as 
follows:

§ 314.440 Addresses for applications.
(a) * * *
(1) * * * After FDA has filed the 

application, the agency will inform the 
applicant which division is responsible 
for the application. * * *
* * * * *

Dated: May 17,1985.
Mervin H. Shumate,
Acting A ssociate Commissioner for 
Regulatory Affairs.
[FR Doc. 85-12358 Filed 5-22-85; 8:45 am] 
BILLING CODE 4160-01-M

21 CFR Part 520

Oral Dosage Form New Animal Drugs 
Not Subject to Certification; 
Clindamycin Hydrochloride Liquid

a g e n c y : Food and Drug Administration. 
ACTIO N : Final rule.

s u m m a r y : The Food and Drug 
Administration (FDA) is amending the 
animal drug regulations to reflect 
approval of a new animal drug 
application (NADA) filed by the Upjohn 
Co., providing for safe and effective oral 
use of clindamycin hydrochloride liquid 
for dogs for treatment of infected 
wounds and abscesses caused by 
Staphylococcus aureus.
EFFECTIVE D A TE : May 23,1985.
FOR FURTHER INFORMATION C O N TA C T: 
Sandra K. Woods, Center for Veterinary
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Medicine (HFV-114), Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857, 301-443-3420.
SUPPLEMENTARY INFORMATION: The 
Upjohn Ca„ Kalamazoo* MI 49001, filed * 
NADA. 135-940 providing for use of 
Antirobe® Aquadrops Liquid 
(clindamycin hydrochloride} in dogs for 
treatment of infected wounds and 
abscesses caused by Staphylococcus 
aureus. The NADA is approved and the 
regulations are amended to reflect the 
approval. The basis of approval is 
discussed in the freedom of information 
summary.

In accordance with the freedom of 
information provisions of Part 20 {21 
CFR Part 20} and § 514.11(e)(2Mii) {21 
CFR 514.11(e){2)(ii)), a summary of 
safety and effectiveness data: and 
information submitted to support 
approval of this application may be seen 
in the Dockets Management Branch 
(HFA-305), Food and Drug 
Administration, Rm. 4-62, 5600 Fishers 
Lane, Rockville, MD 20857, from 9 a.m to 
4 p.nu, Monday through Friday.

The Center for Veterinary Medicine 
has determined pursuant to 21 CFR 
25.24(d)(l)(i) (April 26,1985; 50 F R 16636} 
that this action is of a type that does not 
individually or cumulatively have a 
significant impact on the human 
environment. Therefore, neither an 
environmental assessment nor an 
environmental impact statement is 
required.

List of Subjects in 21 CFR Part 520

Animal drugs, oral use.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act and under 
authority delegated to the Commissioner 
of Food and Drugs and redelegated to 
the Center for Veterinary Medicine, Part 
520 is amended as follows;

PART 520— ORAL DOSAGE FORM 
NEW ANIMAL DRUGS NOT SUBJECT 
TO CERTIFICATION

1. The authority citation for Part 520 
continues to read as follows:

Authority: Sec. 512{i).82 Stat 347 (21 U.S.C. 
360b(i))< 21 CFR 5.10 and 5.83.

2. By adding new § 520.447 to read as 
followsr
§ 520.447 Clindamycin hydrochloride
liquid.

(a) Specifications. Each milliliter of 
8.64 percent alcoholic solution contains 
the equivalent of 25 milligrams of 
clindamycin fas the hydrochloride).

(b) Sponsor. No. 000009 in § 510.600(c) 
°f this chapter.

(c) Conditions o f use. Dogs—(1) 
Amount. 2.5 milligrams per pound of 
body weight every 12 hours.

(2) Indications fo r  use. ^or treatment 
of infected wounds and abscesses 
caused by Staphylococcus aureus.

(3) Limitations. Discontinue, use after 
3 or 4 days if no improvement of acute 
infection is observed; do not use for 
more than 28 consecutive days; use with 
caution in animals receiving 
neuromuscular blocking agents as 
clindamycin fnay potentiate their action; 
prescribe with caution in atopic animals; 
Federal law restricts this drug to use by 
or on the order of a licensed 
veterinarian.

Dated May 14,1985.
Gerald B. Guest,
Acting Director, Center fo r Veterinary 
Medicine.
[FR Doc. 85-12359 Filed 5-22-85; 8:45 am) 
BILLING CODE 4160-01-M

DEPARTMENT OF TH E TREASURY 

Internal Revenue Service

26 CFR Parts 1 and 602

[T.D . 8025]

Income Tax; Taxable Years Beginning 
After December 31,1953; OMB Control 
Numbers Under the Paperwork 
Reduction Act; Returns Relating to 
Cash in Excess of $10,000 Received in 
a Trade or Business

A G EN C Y: Internal Revenue Service. 
Treasury.
ACTIO N : Temporary regulations.

SUMMARY: This document contains 
temporary regulations relating to the 
requirement of reporting cash in excess 
of $10,000 received in a trade or 
business. Changes to the applicable law 
were made by the Tax Reform Act of 
1984. The regulations affect any person 
who. in the course of a trade or business 
in which such person is engaged, 
receives cash in excess of $10,000 in 1 
transaction (or 2 or more related 
transactions). The regulations provide 
these persons with the guidance 
necessary to comply with the law. In 
addition, the text of the temporary 
regulations set forth in this, document 
serves as the text of the proposed 
rulemaking in the Proposed Rules 
section of this issue of the Federal 
Register.
D A TES: The regulations apply to cash 
payments received after December 31, 
1984, and are effective May 23,1985.
FOR FURTHER INFORM ATION C O N TA C T: 
Bruce H. Jurist of the Legislation and

Regulations Division, Office of Chief 
Counsel, Internal Revenue Service, 1111 
Constitution Avenue NW„ Washington, 
D.C. 20224, Attention: CC:LR;T, 202-566- 
3238 (not a toll-free call),
SUPPLEMENTARY INFORMATION:

Background
This document contains temporary 

regulations relating to the reporting of 
cash in excess of $10,000 received in a 
trade or business under section 60501 of 
the Internal Revenue Code of 1954, as 
added by section 146 of the Tax Reform 
Act of 1984 (98 Stat. 685). The 
regulations provide that any person 
engaged in a trade or business who 
receives, in the course of that trade or 
business, cash in excess of $10,000 in 1 
transaction (or 2 or more related 
transactions) njust file an information 
return with respect to that transaction. 
The regulations also provide that a 
person who makes an information return 
must furnish a statement to each person 
identified on the return. The temporary 
regulations will remain in effect until 
superseded by final regulations on this 
subject. The regulation» are issued 
under the authority of sections 60501 and 
7805 of the Internal Revenue Code of 
1954 (98 Stat. 685 26 U.S.C. 60501; 68 Stat. 
917, 26 U.S.C. 7805).

Explanation of Provisions
Section 60501 provides that an 

information return must be made by any 
person engaged in a trade or business 
who receives, in the course of that trade 
or business, cash in excess of $10,000 in 
1 transaction (or 2 or more related 
transactions). The return must be filed 
with the Service by the 15th day 
following the date of receipt of the 
reportable cash payment. Any person 
required to make an information return 
under section 60501 must also furnish a 
statement to any person identified on 
the return showing the aggregate amount 
of reportable cash received from that 
person. The statement must be furnished 
on or before January 31 of the year 
following the calendar year in which the 
cash is received.

Section 60501(c)(1)(A) provides that 
the reporting requirements of section 
60501 will not apply to cash received in a 
transaction reported under Title 31 of 
the United States Code if the Secretary 
determines that reporting under section 
60501 would duplicate the reporting to 
the Treasury under Title 31. On 
February 6,1985, final regulations 
effective on May 7,1985, which classify 
casinos with gross annual gaming 
revenue in excess of $1,000,000 as 
financial institutions subject to reporting 
and recordkeeping requirements of the


