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NUCLEAR REGULATORY 
COMMISSION

10 CFR Part 2 
RIN3150-AE59

Policy and Procedure for NRC 
Enforcement Actions; Policy 
Statement ^

agency: Nuclear Regulatory 
Commission.
ACTION: Policy statem ent: Modification 
and request lor comments.

summary: The NRC is modifying 
Supplement VI of its Enforcement 
Policy to revise certain of the examples 
of severity levels for violations 
associated with the quality management 
program reouired by 10 CFR 35.32. The 
examples of severity levels sue used in 
the enforcement process to provide 
guidance in determining the safety and 
regulatory significance of e particular 
violation.
DATES: This revised policy statement is 
effective on April 2,1993. Submit 
comments on or before May 3,1993. 
Comments received after this date will 
be considered if it is practical to do so, 
but the Commission is able to assure 
consideration only for comments 
received on or before this date. 
Comments may be considered in future 
revisions of the statement of policy. 
ADDRESSES: Send comments to:
Seeretaiy, U.S. Nuclear Regulatory 
^ommission, Washington. DC 20555, 
ATTN: Docketing and Service Branch. 
Deliver comments to One White Flint 
North, 11555 Rockville Pike, Rockville, 
Maryland 20852, between 7:30 ftjn. and 
1:15 pan., Federal workdays. Copies of 
®Mnments received may be examined at 
¡he NRC Public Document Room, 2120 
L Street, NW., (Lower Level),
Washington, DC
rF0R FURTHER INFORMATION CONTACT:
James Lieberman, Office of

Enforcement, U.S. Nuclear Regulatory 
Commission, Washington, DC 20555, 
(301) 504-2741.
SUPPLEMENTARY INFORMATION: On July
25,1991, the Commission published in 
the Federal Register (56 FR 34121) a 
final rule, effective January 27,1992, 
requiring persons subject to the 
requirements of 10 CFR Part 35 to 
establish a quality management program 
and meet certain reporting requirements 
for misadministrations. As part of that 
Notice, the Commission modified its 
Enforcement Policy to provide examples 
in Supplement VI of severity levels for 
potential violations associated with the 
new requirements. Hie examples of 
severity level are used in the 
enforcement process to provide 
guidance in determining the safety and 
regulatory significance of a particular 
violation. The enforcement action taken 
is, in part, based upon the severity level 
decision. As a  result of comments on the 
rulemaking, NRC has reconsidered the 
severity level examples for 
misadministrations.

The NRC is revising examples B.3,
C.6. and D.4 of Supplement VI, which 
are the examples of violations of 
Severity Levels D, m, and IV, 
respectively. The basic purpose and 
thrust o f  the revisions is to provide 
greater emphasis, and attach greeter 
importance, to violations which are 
indicative of or flow from deficiencies 
of a programmatic nature. Such 
deficiencies are preventable and are 
more likely to have a widespread or 
severe impact than are isolated mistakes 
involving human error made in the 
treatment of individual patients. The 
revisions also reflect a reduced Severity 
Level assignment for individual 
violations which represent isolated 
mistakes or errors of limited
consequences that qualify as reportable 
misadministrations but are not 
indicative of or due to any 
programmatic failure or weakness.

Tne current examples for Severity 
Levels II and in, examples B.3 and C 6, 
reflect the assignment of Severity Level 
based on whether or not a 
misadministration occurred and the 
magnitude of overdose involved. Under 
the current examples, any failure to 
follow quality management program 
procedures resulting in an overdose of 
50 percent or more is automatically a 
Severity Level II event; any 
misadministration not involving an

overdose of 50 percent or more is 
automatically a Severity Level HI event, 
regardless of whether there is an 
overexposure or underexposure.

Neither of these examples considers 
the causes of the misadministration. 
These examples do not provide for any 
assessment of the scope or magnitude of 
any programmatic deficiencies, nor do 
they depend, in any way, on whether or 
not the misadministration represented 
an isolated and inconsequential event 
resulting purely from human error. 
While the consequences of a 
misadministration are important, as 
reflected in example A.4 for Severity 
Level I which addresses 
misadministrations involving death or 
serious injury to a patient, it is 
appropriate in less consequential 
misadministrations to give 
consideration to the root cause in 
determining the severity leveL This 
approach to enforcement is more likefy 
to focus licensee attention on the need 
to address programmatic deficiencies 
with corrective action. Therefore, 
examples B.3 and C.6 are being revised 
to consider the degree of programmatic 
weakness in the causes of a 
misadministration.

Under revised example B.3, Severity 
Level II is assigned whenever a 
misadministration occurs as a result of 
a substantial failure to implement the 
quality management program required 
by 10 CFR 35.32, regardless of whether 
or not an overdose of 50 percent or more 
is involved. The assignment of Severity 
Level n  is no longer dependent on the 
occurrence of an overdose of at least 50 
percent.

Under revised example C.6, Severity 
Level IH is assigned: (1) Whenever there 
is a substantia] failure to implement the 
quality management program required 
by 10 CFR 35.32 even if there is no 
resulting misadministration; (2) if 
programmatic weakness in 
implementation of the qualify 
management program results in a 
misadministration; or (3) if a 
misadministration is not reported.

Example D.3, the example for a 
Severity Level IV violation, is being 
revised to include instances where 
failure to follow the qualify 
management program, including 
procedures, results in a reportable 
misadministration provided that such 
failures are isolated, have limited 
consequences, and do not demonstrate a
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programmatic weakness in the 
implementation of the quality 
management program. A lower Severity 
Level may be assigned to those events 
where simple human error results in an 
isolated violation despite the 
development and implementation of a 
fully adequate quality management 
program as required by 10 CFR 35.32, 
including appropriate instruction, 
training, policies and procedures, 
written directives, and supervision. 
However, such violations involving 
misadministrations with potential for 
residual consequences will be 
considered for a Severity Level III 
categorization.

The Commission, nonetheless expects 
that all violations of NRC regulations 
and the licensee’s quality management 
programs will be addressed with 
appropriate corrective actions so as to 
provide a high degree of confidence that 
byproduct material or radiation from 
byproduct material is administered to 
patients only as intended and directed 
by authorized user physicians. In this 
regard, the Commission emphasizes that 
all such violations are of concern, and 
that repetitive Severity Level IV 
violations may result in escalation of the 
sanctions applied, and could lead to the 
imposition of civil penalties or other 
sanctions, e.g., suspension or revocation 
of a license, as the Commission may 
determine to be either necessary or 
appropriate to enforce compliance.

The determination of severity level 
based on the degree of programmatic 
weaknesses will be fact dependent. 
While generally a single failure that 
resulted in a misadministration would 
not be indicative of a programmatic 
weakness, depending On the 
circumstances, it may. For example, the 
failure to train one technician may 
indicate a programmatic weakness for a 
small program or where the technician 
not trained is the sole technician on a 
weekend shift.
List of Subjects in 10 CFR Part 2

Administrative practice and 
procedure, Antitrust, Byproduct 
material, Classified information, Civil 
penalty, Enforcement, Environmental 
protection, Nuclear materials, Nuclear 
power plants and reactors, Penalty, Sex 
discrimination, Source material, Special 
nuclear material, Violations, and Waste 
treatment and disposal.

PART 2—-RULES OF PRACTICE FOR 
DOMESTIC LICENSING PROCEEDINGS 
AND ISSUANCE OF ORDERS

1. The authority citation for part 2 
continues to read as follows:

Authority: Secs. 161,181, 68 Stat. 948,
953, as amended (42 U.S.C. 2201, 2231); sec. 
191, as amended, Pub. L. 87-615, 76 Stat. 409 
(42 U.S.C. 2241); sec. 201, 88 Stat. 1242, as 
amended (42 U.S.C. 5841); 5 U.S.C. 552.

Section 2.101 also issued under secs. 53,
62, 63, 81,103,104,105, 68 Stat. 930, 932, 
933,935,936, 937,938, as amended (42 
U.S.C. 2073, 2092, 2093, 2111, 2133,2134, 
2135); sec. 114(f), Pub. L. 97-425,96 Stat. 
2213, as amended (42 U.S.C 10134(f)); sec. 
102, Pub. L 91-190, 83 Stat. 853, as amended 
(42 U.S.C. 4332); sec. 301, 88 Stat 1248 (42 
U.S.C 5871). Sections 2.102, 2.103, 2.104, 
2.105, 2.721 also issued under secs. 102,103, 
104,105,183,189, 68 Stat. 936, 937, 938,
954, 955, as amended (42 U.S.C. 2132, 2133, 
2134, 2135, 2233, 2239). Section 2.105 also 
issued under Pub. L. 97-415, 96 Stat. 2073 
(42 U.S.C. 2239). Sections 2.200-2.206 also 
issued under secs. 161b, i, o, 182,186, 234,
68 Stat. 948-951, 955, 83 Stat. 444, as 
amended (42 U.S.C. 2236, 2282); sec. 206, 88 
Stat 1246 (42 U.S.C 5846). Sections 2.600- 
2.606 also issued under sec. 102, Pub. L. 91- 
190,83 Stat. 853, as amended (42 U.S.C. 
4332). Sections 2.700a, 2.719 also issued 
under 5 U.S.C 554. Sections 2.754, 2.760, 
2.770, 2.780 also issued under 5 U.S.C 557. 
Section 2.764 and Table 1A of Appendix C 
also issued under secs. 135,141, Pub. L. 97— 
425, 96 Stat. 2232, 2241 (42 U.S.C 10155, 
10161). Section 2.790 also issued under sec. 
103,68 Stat. 936, as amended (42 U.S.C.
2133) and 5 U.S.C 552. Sections 2.800 and
2.808 also issued under 5 U.S.C. 553. Section
2.809 also issued under 5 U.S.C. 553 and sec. 
29, Pub. L. 85-256,71 Stat. 579, as amended 
(42 U.S.C. 2039). Subpart K also issued under 
sec. 189,68 Stat. 955 (42 U.S.C 2239); sec. 
134, Pub. L. 97-425,96 Stat 2230 (42 U.S.C. 
10154). Subpart L also issued under sec. 189, 
68 Stat. 955 (42 U.S.C 2239). Appendix A 
also issued under sec. 6, Pub. L. 91-560,84 
Stat 1473 (42 U.S.C 2135). Appendix B also 
issued under sec. 10, Pub. L. 99-240, 99 Stat. 
1842 (42 U.S.C. 2021b et seq.).

2. Appendix C, Supplement VI is 
amended by revising examples B.3, C.6, 
and D.3 to read as follows:
Appendix C—General Statement of Policy 
and Procedure for NRC Enforcement 
Actions
* • * * *

Supplement VI—Fuel Cycle and Materials 
Operations
* * * * *

B. Severity Level II—Violations 
involving for example: 
* * * * *

3. A substantial programmatic failure 
in the implementation of the quality 
management program required by 10

CFR 35.32 that results in a 
misadministratibn.

C. Severity Level HI—Violations 
involving for example:
*  *  *  *  *

6. Substantial failure to implement 
the quality management program as 
required by § 35.32 that does not result 
in a misadministration; failure to report 
a misadministration; or programmatic 
weakness in the implementation of the 
quality management program that 
results in a misadministration. 
* * * * *

D. Severity Level IV—Violations 
involving for example: 
* * * * *

3. Failure to follow the quality 
management program, including 
procedures, whether or not a 
misadministration occurs, provided the 
failures are isolated, do not demonstrate 
a programmatic weakness in the 
implementation of the QM program, and 
have limited consequences if a 
misadministration is involved; failure to 
conduct the required program review; or 
failure to take corrective actions as 
required by § 35.32; or 
* * * * *

Dated at Rockville, Maryland, this 26th day 
of March 1993.

For the Nuclear Regulatory Commission. 
Samuel J. Chilk,
Secretary o f the Commission.
IFR Doc. 93-7522 Filed 4-1-93; 8:45 am} 
BILUNO CODE 7580-01-P

DEPARTMENT OF TRANSPORTATION 

Federal Aviation Administration 

14 CFR Part 71

[Airspace Docket No. 92-ANM -23]

Amendment to Coppertown Control 
Zone; Coppertown, MT

AGENCY: Federal Aviation 
Administration (FAA), DOT.
ACTION: Final rule. _______  _

SUMMARY: This action amends the 
Coppertown Control Zone, Coppertown, 
Montana, from full-time to part-time. A 
reduction in personnel staffing of the 
Butte Flight Service Station has resulted 
in weather observations not being 
available 24 hours-a-day. This action 
will bring publications up-to-date giving 
continuous information to the aviation 
public.
EFFECTIVE DATE: 0901 utc May 27,1993.
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FOR FURTHER »«FORMATION CONTACT: 
James Riley, ANM-537, Federal 
Aviation Administration, Docket No. 
92-ANM—23,1601 Lind Avenue SW., 
Renton, Washington 98055-4056, 
Telephone (206) 227-2537. 
SUPPLEMENTARY INFORMATION:

History
On December 7,1992, the FAA 

proposed to amend part 71 of the 
Federal Aviation Regulation (14 CFR 
part 71) to change the status of the 
Coppertown control zone from full-time 
'a part-time (57 FR 57709).

Interested parties were invited to 
participate in this rulemaking 
proceeding by submitting written 
comments on the proposal to the FAA. 
No comments objecting to the proposal 
were received. Accordingly, the rule is 
adopted as proposed. The coordinates 
for this Airspace Docket are based on 
North American Datum 83. Control 
Zones are published in Section 71.171 
of FAA Order 7400.7A dated November
2,1992, and effective November 27, 
1992, which is incorporated by 
reference in 14 CFR 71.1. The control 
zone listed in this document will be 
published subsequently in the Order.
The Rule

This amendment of part 71 of the 
Federal Aviation Regulations changes 
the status of the Coppertown Control 
Zone, Coppertown, Montana, from full- 
time to part-time. A reduction in 
personnel staffing at the Butte Flight 
Service Station has resulted in weather 
observations not being available 24 
hours-a-day, and, therefore, full-time 
control zone service is not available.
This amendment allows for changes in 
the hours of effectiveness by issuance of 
Notices to Airmen when minor 
variations in time of designation are 
anticipated.

The FAA has determined that this 
regulation only involves an established 
body of technical regulations for which 
frequent and routine amendments are 
necessary to keep them operationally 
pnreent Therefore, this regulation—(1) 
jsnot a “major rule” under Executive 
Prefer 12291; (2) is not a “significant 

under DOT Regulatory Policies 
and Procedures (44 FR 11034; February 
26,1979); and (3) does not warrant 
preparation of a regulatory evaluation as 
me anticipated impact is so minimal, 
oince this is a routine matter that will 
only affect d r traffic procedures and air 
navigation, it is certified that this rule 
wiil n(*  have a significant economic 
impact on a substantial number of small 
entities under the criteria of the 
Regulatory Flexibility A ct

List of Subjects in 14 CFR Part 71
Aviation safety, Control zones, 

Incorporation by reference.
Adoption of the Amendment

In consideration of the foregoing, the 
Federal Aviation Administration 
amends 14 CFR part 71 as follows:

PART 71—(AMENDED]

1. The authority citation for part 71 
continues to read as follows:

Authority: 49 U.S.C. app. 1348(a), 1354(a), 
1510; E .0 .10854, 24 FR 9565, 3 CFR, 1959- 
1963 Comp., p. 389; 49 U.S.C. 106(g): 14 CFR 
11.69.

S71.1 [Amended]
2. The incorporation by reference in 

14 CFR 71.1 of the Federal Aviation 
Administration Order 7400.7A, 
Compilation of Regulations, dated 
November 2,1992, and effective 
November 27,1992, is amended as 
follows:
Section 71.171 Designation o f Control 
Zones
*  *  *  *  *

ANM MT CZ Coppertown, MT {Revised] 
Butte, Bert Mooney, Airport, MT (lat.

long. 112°29'48" W)
Coppertown VORTAC (lat. 46°01'58" N, long. 

112°44'50WW)
Within a 4.3 mile radius of the Bert 

Mooney Airport, and within 1.8 miles each 
side of the Coppertown VORTAC 115° radial 
extending from the 4.3-mile radius to the 
VORTAC, and within 2.7 miles each side of 
the Bert Mooney Airport Runway 15 localizer 
course extending from the 4.3-mile radius to
11.4 miles northwest of the airport. This 
control zone shall be effective during the 
specified dates and times established in 
advance by a Notice to Airmen. The effective 
date and time thereafter, will be continuously 
published in the airport/fecility directory.
*. * * * *

Issued in Seattle, Washington, on March 
16,1993.
Temple H. Johnson, Jr.,
Manager, Air Traffic Division.
(FR Doc 93-7743 Filed 4-1-93; 8:45 ami 
BtLUNGt COM 4910-tS-M

14 CFR Part 73
[Airspace Docket No. 93-ANM -15]

Amendment To Using Agency for 
Restricted Areas R-5701, R-5706, R - 
6701, R-6707

SUMMARY: T h is  action changes the name 
of the using agency for Restricted Areas 
R-5701 ana R-5706 in Oregon, and R—

6701 and R-6707 in the State of 
Washington. Currently, the Commander, 
Medium Attack Tactical Electronic 
Warfare Wing, Naval Air Station, 
Whidbey Island, WA, is the designated 
using agency for these restricted areas. 
As a result of reorganization within the 
United States Navy, the new using 
agency is U.S. Navy, Commanding 
Officer, NAS Whidbey Island, Oak 
Harbor, WA.
EFFECTIVE DATE; 0901 UTC, May 27, 
1993.
FOR FURTHER INFORMATION CONTACT:
Ken McElroy, Military Operations 
Program Office (ATM-420), Office of 
Air Traffic System Management, Federal 
Aviation Administration, 800 
Independence Avenue, SW., 
Washington, DC 20591; telephone: (202) 
267-7686.
SUPPLEMENTARY INFORMATION:
The Rule

This amendment to part 73 of the 
Federal Aviation Regulations changes 
the name of the using agency for 
Restricted Areas R-5701 and R-5706 
located in Oregon, and R-6701 and R - 
6707 located in the State of Washington. 
Currently, the Commander, Medium 
Attack Tactical Electronic Warfare 
Wing, Naval Air Station, Whidbey 
Island, WA, is the designated using 
agency for these restricted areas. As a 
result of reorganization within the 
United States Navy, the new using 
agency is U.S. Navy, Commanding 
Officer, NAS Whidbey Island, Oak 
Harbor, WA. This action is an editorial 
change only and does not affect the 
designated boundaries, altitudes, times 
of designation, or activities conducted 
in these restricted areas. 1 find that 
notice and public procedure under 5 
U.S.C. 553(b) are unnecessary because 
this action is a minor technical 
amendment in which the public is not 
particularly interested. Sections 73.57 
and 73.67 of part 73 of the Federal 
Aviation Regulations were republished 
in Handbook 7400.8 dated November 1,
1991.

The FAA has determined that this 
regulation only involves an established 
body of technical regulations for which 
frequent and routine amendments are 
necessary to keep them operationally 
current, ft, therefore—(1) is not a “major 
rule” under Executive Order 12291; (2) 
is not a “significant rule“ under DOT 
Regulatory Policies and Procedures (44 
FR 11034; February 26,1979); and (3) 
does not warrant preparation of a 
regulatory evaluation as the anticipated 
impact is so minimal. Since this is a 
routine matter that will only affect air 
traffic procedures and air navigation, it

AGENCY: Federal Aviation 
Administration (FAA), DOT. 
ACTION: Final rule.
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is certified that this rule will not have 
a significant economic impact on a 
substantial number of small entities 
under the criteria of the Regulatory 
Flexibility Act.
List of Subjects in 14 CFR Part 73 

Aviation safety, Restricted areas. 
Adoption of the Amendment

In consideration of the foregoing, the 
Federal Aviation Administration 
amends 14 CFR part 73 as follows:

PART 73—SPECIAL USE AIRSPACE

1. The authority citation for part 73 
continues to read as follows:

Authority: 49 U.S.C. app. 1348(a), 1354(a), 
1510,1522; E .0 .10854; 24 FR 9565, 3 CFR, 
1959-1963 Comp., p. 389; 49 U.S.C. 106(g); 
14 CFR 11.69.

$73.57 [Amended]
2. Section 73.57 is amended as 

follows:
R-5701 Boardman, OR [Amended]

By removing “Using agency. Commander, 
Medium Attack Tactical Electronic Warfare 
Wing, NAS Whidbey Island, WA,” and 
substituting tbe following:

“Using agency. U.S. Navy, Commanding 
Officer, NAS Wbidbey Island, Oak Harbor, 
WA."
R-5706 Boardman, OR [Amended]

By removing “Using agency. Commander, 
Medium Attack Tactical Electronic Warfare 
Wing, NAS Whidbey Island, WA," and 
substituting the following:

“Using agency. U.S. Navy, Commanding 
Officer, NAS Wbidbey Island, Oak Harbor, 
WA."

$73.67 [Amended]
3. Section 73.67 is amended as 

follows:
R-6701 Admiralty Inlet, WA [Amended]

By removing “Using agency. Commander, 
Medium Attack Tactical Electronic Warfare 
Wing, NAS Whidbey Island, WA," and 
substituting the following:

“Using agency. U.S. Navy, Commanding 
Officer, NAS Whidbey Island, Oak Harbor, 
WA."
R-6707 Queets, WA [Amended]

By removing “Using agency. Commander, 
Medium Attack Tactical Electronic Warfare 
Wing, NAS Whidbey Island, WA,” and 
substituting the following:

“Using agency. U.S. Navy, Commanding 
Officer, NAS Whidbey Island, Oak Harbor, 
WA.”

Issued in Washington, DC, on March 24, 
1993.
Harold W. Becker,
Manager, Airspace-Rules and Aeronautical 
Information Division.
IFR Doc. 93-7742 Filed 4-1-93; 8:45 am] 
BILUNO COOC

14 CFR Part 97
[Docket No. 27216; Arndt No. 1539]

Standard Instrument Approach 
Procedures; Miscellaneous 
Amendments
AGENCY: Federal Aviation 
Administration (FAA), DOT.
ACTION: Final rule.

SUMMARY: This amendment establishes, 
amends, suspends, or revokes Standard 
Instrument Approach Procedures 
(SIAPs) for operations at certain 
airports. These regulatory actions are 
needed because of the adoption of new 
or revised criteria, or because of changes 
occurring in the National Airspace 
System, such as the commissioning of 
new navigational facilities, addition of 
new obstacles, or changes in air traffic 
requirements. These changes are 
designed to provide safe and efficient 
use of the navigable airspace and to 
promote safe flight operations under 
instrument flight rules at the affected 
airports.
DATES: Effective: An effective date for 
each SIAP is specified in the 
amendatory provisions.

Incorporation by reference—approved 
by the Director of the Federal Register 
on December 31,1980, and reapproved 
as of January 1,1982.
ADDRESSES: A va ilab ility  o f m atters 
incorporated by reference in  the 
am endm ent is as follows:

For Examination—
1. FAA Rules Docket, FAA Headquarters 

Building, 800 Independence Avenue 
SW., Washington, DC 20591;

2. The FAA Regional Office of the 
region in which the affected airport is 
located; or

3. The Flight Inspection Field Office 
which originated the SIAP.

For Purchase—
Individual SIAP copies may be 

obtained from:
1. FAA Public Inquiry Center (APA- 

200), FAA Headquarters Building, 800 
Independence Avenue, SW., 
Washington, DC 20591; or

2. The FAA Regional Office of the 
region in which the affected airport is 
located.

By Subscription—
Copies of all SIAPs, mailed once every 

2 weeks, are for sale by the 
Superintendent of Documents, U.S. 
Government Printing Office, 
Washington, DC 20402.

FOR FURTHER INFORMATION CONTACT:
Paul J. Best, Flight Procedures 
Standards Branch (AFS—420), Technical

Programs Division, Flight Standards 
Service, Federal Aviation 
Administration, 800 Independence 
Avenue SW., Washington, DC 20591; 
telephone (202) 267-8277. 
SUPPLEMENTARY INFORMATION: This 
amendment to part 97 of the Federal 
Aviation Regulations (14 CFR part 97) 
establishes, amends, suspends, or 
revokes Standard Instrument Approach 
Procedures (SIAPs). The complete 
regulatory description of each SIAP is 
contained in official FAA form 
documents which are incorporated by 
reference in this amendment under 5 
U.S.C. 552(a), 1 CFR part 51, and $ 97.20 
of the Federal Aviation Regulations 
(FAR). The applicable FAA Forms are 
identified as FAA Forms 8260-3,8260- 
4, and 8260-5. Materials incorporated 
by reference are available for 
examination or purchase as stated 
above.

The large number of SIAPs, their 
complex nature, and the need for a 
special format make their verbatim 
publication in the Federal Register 
expensive and impractical. Further, 
airmen do not use the regulatory text of 
the SIAPs, but refer to their graphic 
depiction on charts printed by 
publishers of aeronautical materials. 
Thus, the advantages of incorporation 
by reference are realized and 
publication of the complete description 
of each SIAP contained in FAA form 
documents is unnecessary. The 
provisions of this amendment state the 
affected CFR (and FAR) sections, with 
the types and effective dates of the 
SIAPs. This amendment also identifies 
the airport, its location, the procedure 
identification and the amendment 
number.

This amendment to part 97 is effective 
upon publication of each separate SIAP 
as contained in the transmittal. Some 
SIAP amendments may have been 
previously issued by the FAA in a 
National Flight Data Center (FDC) 
Notice to Airmen (NOTAM) as an 
emergency action of immediate flight 
safety relating directly to published 
aeronautical charts. The circumstances 
which created the need for some SIAP 
amendments may require making them 
effective in less than 30 days. For the 
remaining SIAPs, an effective date at 
least 30 days after publication is 
provided.

Further, the SIAPs contained in this 
amendment are based on the criteria 
contained in the U.S. Standard for 
Terminal Instrument Approach 
Procedures (TERPs). In developing these 
SIAPs, the TERPS criteria were applied 
to the conditions existing or anticipated 
at the affected airports. Because of the
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close and immediate relationship 
between these SIAPs and safety in air 
commerce, I find that notice and public 
procedure before adopting these SIAPs 
are unnecessary, impracticable, and 
contrary to the public interest and, 
where applicable, that good cause exists 
for making some SIAPs effective in less 
than 30 days.

The FAA has determined that this 
regulation only involves an established 
body of technical regulations for which 
frequent and routine amendments are 
necessary to keep them operationally 
current. It, therefore—(1) is not a “major 
rule’* under Executive Order 12291; (2) 
is not a “significant rule” under DOT 
Regulatory Policies and Procedures (44 
FR11034; February 26,1979); and (3) 
does not warrant preparation of a 
regulatory evaluation as the anticipated 
impact is so minimal. For the same 
reason, the FAA certifies that this 
amendment will not have a significant 
economic impact on a substantial 
number of small entities under the 
criteria of the Regulatory Flexibility Act.
List of Subjects in 14 CFR Part 97

Air traffic control, Airports, 
Incorporation by reference, Navigation 
(Air), Standard instrument approaches, 
Weather.

Issued in Washington, DC, on March 26, 
1993.
Thomas C. Accardi,
Director, Flight Standards Service.
Adoption of the Amendment

Accordingly, pursuant to the 
authority delegated to me, part 97 of the 
Federal Aviation Regulations (14 CFR 
part 97) is amended by establishing, 
amending, suspending, or revoking 
Standard Instrument Approach 
Procedures, effective at 0901UTC on 
the dates specified, as follows:

PART 97—STANDARD INSTRUMENT 
APPROACH PROCEDURES

1. The authority citation for part 97 
continues to read as follows:

Authority: 49 U.S.C, app. 1348,1354(a), 
1421 and 1510; 49 U.5.C. 106(g) (Revised 
rub. L. 97—449, January 12,1983); and 14 
CFR 11.49(b)(2).
,  2* Pûrt 97 is amended to read as 
follows:

S ie 2^ .97-25* 97’27* 97.29, »7.31,97.33, 
*7.35 [Amended]

By amending: $ 97.23 VOR, VOR/ 
DME, VOR or TACAN, and VOR/DME 
orTACAN; $ 97.25 LOC, LOC/DME, 
IDA, LDA/DME, SDF, SDF/DME; 
£ 97-?7 NDB, NDB/DME; $ 97.29 ILS, 

ISMLS, MLS, MLS/DME, 
MlS'RNAV; § 97.31 RADAR SIAPs;

§ 97.33 RNAV SIAPs; and $ 97.35 
COPTER SIAPs, identified as follows:
* *■ * Effective May 27,1993
Decatur, AR, Crystal Lake, VOR/DME RWY 

13, Arndt. 8
Huntsville, AR, Huntsville-Madison County 

Regional, VOR/DME RWY 12, Arndt. 1 
Siloam Springs, AR, Smith Field, VOR-A, 

Arndt. 8
Siloam Springs, AR, Smith Field, VOR/DME 

RNAV RWY 18. Arndt 1 
Springdale, AR, Springdale Muni, VOR RWY 

18, Arndt 13
Springdale, AR, Springdale Muni, VOR/DME 

RWY 36, Arndt 7
Springdale, AR, Springdale Muni, ILS RWY 

18, Arndt. 4
Statesboro, GA, Statesboro, Muni, LOC RWY 

32, Arndt 4
Statesboro, GA, Statesboro, Muni, NDB RWY 

32, Arndt 4
Coeur D'Alene, ID, Coeur D'Alene Air 

Terminal, VOR RWY 1, Arndt. 1, Cancelled 
Coeu D'Alene, ID, Coeur D'Alene Air 

Terminal, VOR RWY 1, Arndt. 1, Qrig.
West Union, IA, George L. Scott Muni, NDB 

RWY 35, Arndt. 4
West Union, IA, George L. Scott Muni, VOR/ 

DME-A, Arndt 3
New Orleans, LA, Lakefront, VOR-A, Arndt. 

16
New Orleans, LA, Lakefront, VOR-B, Arndt.

8
New Orleans, LA, Lakefront, VOR RWY 18R, 

Arndt. 3
New Orleans, LA, Lakefront, VOR/DME RWY 

36L, Arndt. 6
New Orleans, LA, Lakefront, ILS RWY 18R, 

Arndt. 11
New Orleans, LA, New Orleans Inti (Moisant 

Field), LOC BC RWY 10, Arndt 13 
New Orleans, LA, New Orleans Inti (Moisant 

Field), NDB RWY 10, Arndt. 25 
New Orleans, LA, New Orleans Inti (Moisant 

Field), ILS RWY 1, Arndt. 15 
New Orleans, LA, New Orleans Inti (Moisant 

Field), ILS RWY 10, Arndt 1 
New Orleans, LA, New Orleans Inti (Moisant 

Field), ILS RWY 28. Arndt 3 
Charlotte, MI, Fitch H. Beach, VOR RWY 20, 

Arndt 10 '
Eaton Rapids, MI, Skyway Estates, VOR-A, 

Arndt. 1
Grand Ledge, MI, Abrams Muni, VOR-A, 

Arndt 5
Grand Rapids, MI, Kent County Inti, NDB 

RWY 26L, Arndt 19
Grand Rapids, MI, Kent County Inti, ILS 

RWY 26L, Arndt 19 
Ionia, MI, Ionia County, VOR-A, Orig.
Ionia, MI, Ionia County, VOR RWY 27, Arndt. 

6, Cancelled
Jackson, MI, Jackson County-Reynolds Field, 

VOR RWY 6, Arndt. 19 
Jackson, MI, Jackson County-Reynolds Field, 

VOR RWY 14, Arndt 19 
Jackson, MI, Jackson County-Reynolds Field, 

VOR RWY 24. Arndt 21 
Jackson, MI, Jackson County-Reynolds Field, 

VOR RWY 32, Arndt 17 
Jackson, MI, Jackson County-Reynolds Field, 

NDB RWY 24, Arndt 14 
Jackson, MI, Jackson County-Reynolds Field, 

ILS 24, Arndt 14
Lansing, MI, Capital City, VOR RWY 6,

Amdt. 24

Lansing, MI, Capital City, VOR RWY 24, 
Amdt. 8

Lansing, MI, Capital City, NDB RWY 28L, 
Amdt 24

Lansing, MI, Capital City, ILS RWY 10R, 
Amdt. 9

Lansing, MI, Capital City, ILS RWY 28L, 
Amdt 25

Lansing, MI, Capital City, RADAR-1, Amdt. 
14

Mason, MI, Mason Jewett Field, VOR-A, 
Amdt. 3

Chappell, NE, Billy G. Ray Field, NDB RWY 
30, Amdt 2

Orangeburg, SC, Orangeburg Muni, NDB 
RWY 5, Amdt 3A, Cancelled

Orangeburg, SC, Orangeburg Muni, NDB 
RWY 5, Orig.

Wise, VA, Lonesome Pine, SDF/DME RWY 
24, Amdt 3

* * * Effective March 19,1993
Seattle, WA, Boeing Field/King County Inti, 

ILS RWY 13R, Amdt. 27.
[FR Doc. 93-7740 Filed 4-1-93; 8:45 am]
MLUNO CODE 4S10-1S4I

14 CFR Part 97

[Docket No. 27217; Amdt No. 1540]

Standard Instrument Approach 
Procedures: Miscellaneous 
Amendments

AGENCY: Federal Aviation 
Administration (FAA), DOT.
ACTION: Final rule. ____________

SUMMARY: This amendment establishes, 
amends, suspends, or revokes Standard 
Instrument Approach Procedures 
(SIAPs) for operations at certain 
airports. These regulatory actions are 
needed because of changes occurring in 
the National Airspace System, such as 
the commissioning of new navigational 
facilities, addition of new obstacles, or 
changes in air traffic requirements. 
These changes are designed to provide 
safe and efficient use of the navigable 
airspace and to promote safe flight 
operations under instrument flight rules 
at the affected airports.
DATES: Effective: An effective date for 
each SIAP is specified in the 
amendatory provisions.

Incorporation by reference-approved 
by the Director of the Federal Register 
on December 31,1980, and reapproved 
as of January 1,1982.
ADDRESSES: Availability of matter 
incorporated by reference in the 
amendment is as follows:
For Examination—
1. FAA Rules Docket, FAA Headquarters 

Building, 800 Independence Avenue, 
SW., Washington, DC 20591;
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2. The FAA Regional Office of the 
region in which affected airport is 
located; or

3. The Flight Inspection Field Office 
which originated the SLAP.

For Purchase—
Individual SLAP copies may be 

obtained from;
1. FAA Public Inquiry Canter (APA- 

200), FAA Headquarters Building, 800 
Independence Avenue, SW., 
Washington, DC 20591; or

2. The FAA Regional Office of the 
region in which the affected airport is 
located.

By Subscription—
Copies of all SIAPs, mailed once every 

2 weeks, are for sale by die 
Superintendent of Documents, ILS. 
Government Printing Office, 
Washington, DC 20402.

FOR FURTHER INFORMATION CONTACT:
Paul J. Best, Flight Procedures 
Standards Brandi (AFS-420), Technical 
Programs Division, Flight Standards 
Service, Federal Aviation 
Administration, 800 Independence 
Avenue, SW., Washington, DC 20591; 
telephone (202) 267-8277. 
SUPPLEMENTARY INFORMATION: This 
amendment to part 97 of the Federal 
Aviation Regulations (14 CFR part 97) 
establishes, amends, suspends, or 
revokes Standard Instrument Approach 
Procedures (SIAPs). The complete 
regulatory description on each SLAP is 
contained in the appropriate FAA Form 
8260 and the National Flight Data 
Cent» (FDC)/Permanent (P) Notices to 
Airmen (NOTAM) which are 
incorporated by reference in the 
amendment under 5 U.S.C. 552(a), 1 
CFR part 51, and § 07.20 of the Federal 
Aviations Regulations (FAR). Materials 
incorporated by reference are available 
for examination or purchase as stated 
above.

The large number of SIAPs, their 
complex nature, and the need fora 
special format make their verbatim 
publication in the Federal Register 
expensive and impractical. Further, 
airmen do not use the regulatory text of 
the SIAPs, but refer to their graphic 
depiction of charts printed by 
publishers -of aeronautical materials. 
Tin», die advantages of incorporation 
by reference me realized and 
publication of the complete description 
of each SIAP contained in FAA form 
document» is unnecessary. The

Provisions of this amendments state the 
affected CFR (and FAR) sections, with 
the types and effective dates of the 
SIAPs. This amendment also identifies 
the airport, its location, the procedure 
identification and the amendment 
number.
The Rule

Hus amendment to part 97 of the 
Federal Aviation Regulations (14 CFR 
part 97) establishes, amends, suspends, 
or revokes SIAPs. For safety and 
timeliness of change considerations, this 
amendment incorporates only specific 
changes contained in the content of the 
following FDC/P NOTAM for each 
SLAP. The SLAP information in some 
previously designated FDC/Tem porary 
(FDC/T) NOT AMs is of such duration as 
to be permanent. With conversion to 
FDC/P NOTAMs, the respective FDC/T 
NOTAMs have been cancelled. Hie 
FDC/P NOTAMs for the SIAPs 
contained in this amendment are based 
an the criteria contained in the U.S. 
Standard for Terminal Instrument 
Approach Procedures (TERPs). In 
developing these chart changes to SIAPs 
by FDC/P NOTAMs, the TERPs criteria 
ware applied to only these specific 
conditions existing at the affected 
airports.

This amendment to part 97 contains 
separate SIAPs which have compliance 
dates stated as effective dates based on 
related changes in die National Airspace 
System or die application of new or 
revised criteria. All SLAP amendments 
in this rule have been previously issued 
by the FAA in  a National Flight Data 
Center (FDC) Notice Airmen (NOTAM) 
as an emergency action of immediate 
flight safety relating directly to 
published aeronautical charts. The 
circumstances which created the need 
for all these SLAP amendments requires 
making them effective in less than 30 
days.

Further, the SIAPs contained in this 
amendment are based on the criteria 
contained in the US Standard for 
Terminal Instrument Approach 
Procedures (TERPs). Because of the 
close and immediate relationship 
between these SIAPs and safety in air 
commerce, I find that notice and public 
procedure before adopting these SIAPs 
are unnecessary, impracticable, and 
contrary to the public interest and, 
where applicable, that good cause exists 
for making these SIAPs effective in less 
than 30 days.

Conclusion

The FAA has determined that this 
regulation only involves an established 
body of technical regulations for which 
frequent and routine amendments are 
necessary to keep them operationally 
current. It, therefore—(1) is not a “major 
rule“ under Executive Order 12291; is 
not a “significant rule“ under DOT 
Regulatory Policies and Procedures (44 
F R 11034; February 26,1979); mid (3) 
does not warrant preparation of a 
regulatory evaluation as the anticipated 
impact is so minimal. For the same 
reason, the FAA certifies that this 
amendment will not have a significant 
economic impact on a substantial 
number of small entities under the 
criteria of the Regulatory Flexibility Act.
List o f Subjects in 14 CFR Part 97

Approaches, Standard Instrument, 
Incorporation by reference.

Issued in Washington, DC on March 26, 
1993.
ThomaeG Aceardi,
Director, Flight Standards Service.
Adoption o f the Amendment

Accordingly, pursuant to the 
authority delegated to me, part 97 of the 
Federal Aviation Regulations (14 CFR 
part 97) is amended by establishing, 
amending, suspending, or revoking 
Standard Instrument Approach 
Procedures, effective at 0901 UTC on 
the dates specified, as follows:

PART 97— STANDARD INSTRUMENT 
APPROACH PROCEDURES

1. The authority citation for pert 97 
continues to read as follows:

Authority: 49 U.S.C app. 1346,1354(a), 
1421 and 1510; 49 U.S.C. 106(g) (revised Pub. 
L. 97-449, faauary 12,1963k end 14 CFR 
11.49(b)(2).

2. Part 97 is amended to read as 
follows:
§§97 .23,9725 ,8727, «7 .29,9721,9723, 
9725 [Amended]

By amending: §97.23 VOR, VOR/ 
DME, VOR or TACAN, mid VOR/DME 
or TACAN; § 97.25 LOC, LOC/DME, 
IDA, LDA/DME, SDF, SDF/DME;
§ 97.27 NDB, NDB/DME; § 97.29 ILS. 
ILS/DME, ISMLS, MLS, MLS/DME, 
MLS/RNAV; §97/31 RADAR SIAPs; 
§97.33 RNAV SIAPs; and §97.35 
COPTER SIAPs, identified as follows:
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NFDC Transmittal Letter

Effective State City Airport FDC No. SIAP

02/22/93 NJ Linden........................................... Linden A irport.............................. 3/0922 VOR/DME-D ORIG...
03/12/93 AL Troy............................................... Troy M uni...................................... 3/1284 NDB RWY 7 AMDT 10...
03/12/93 AL Troy............................................... Troy M uni...................................... 3/1285 ILS RWY 7 AMDT 7...
03/12/93 OH / Hillsboro........................................ Highland County.......................... 3/1294 VOR/DME-A AMDT 1...
03/12/93 SC Sum ter.......................................... Sumter Muni ................................ 3/1282 NDB RWY 22 AMDT 2A...
03/16/93 KS Hutchinson................................... Hutchinson M uni.......................... 3/1388 VOR/DME RWY 21 AMDT 5...
03/16/93 KS Hutchinson M uni............ ............. Hutchinson M uni.......................... 3/1389 VOR RWY 3 AMDT 18...
03/18/93 GA Atlanta........................................... Fulton County Airport-Brown 

Reid.
3/1484 ILS RWY 8, AMDT 15...

03/18/93 SC Manning........................................ Santee Cooper Regional............ 3/1465 NDB RWY 1 AMDT 1...
03/18/93 SC Manning........................................ Santee Cooper Regional............ 3/1467 VOR/DME-A AMDT 3...
03/19/93 AR Rogers.......................................... Rogers Municipal-Carter Field .... 3/1492 NDB RWY 19 ORIG-A...
03/19/93 Ml Bay C ity ........................................ James Clements M uni................ 3/1508 VOR-A AMDT 11...
03/19/93 Ml Gladwin......................................... Charles C. Zettel Memorial ........ 3/1509 NDB RWY 27 AMDT 3...
03/19/93 MN E ly ................................................. Ely M uni........................................ 3/1513 VOR/DME RWY 30 AMDT 3A...
03/19/93 MN E ly ................................................. Ely M um ........................................ 3/1515 VOR RWY 30 AMDT 5A...
03/19/93 MN E ly ................................................. Ely M um ........................................ 3/1516 VOR/VOR RWY 12 AMDT 5A...
03/22/93 KS Augusta......................................... Augusta Mum ............................... 3/1573 VOR/DME RNAV RWY 36 

ORIG...
03/22/93 Ml W ixom .................................. ........ Spencer Field .............................. 3/1554 VOR-A AMDT 1...
03/22/93 MO Sedalia.......................................... Sedalia Memorial......................... 3/1545 NDB RWY 18 AMDT 7A...
03/22/93 WV Beckley ......................................... Raleigh County Mem orial........... 3/1558 VOR RWY 10 AMDT 12...
03/22/93 WV Beckiey ......................................... Raleigh County Mem orial........ 3/1559 VOR RWY 19 AMDT 3...
03/23/93 Ml Midland ......................................... Jack Barstow............................... 3/1576 VOR-A AMDT 5...
03/23/93 Ml Owosso......................................... Owosso Community ................... 3/1578 VOR RWY 28 AMDT 5...
03/24/93 FL Jacksonville ................................. Jacksonville Inti ............................ 3/1602 LOC BC RWY 31 AMDT 8 ...
03/24/93 IN P eru .............................................. Peru Muni .................................... 3/1595 VOR RWY 1AMDT 5...
03/24/93 MN Thief River Falls .......................... Thief River Fails Regional.......... 3/1596 VOR/DME RWY 31 AMDT 3...
03/24/93 MN Thief River Falls .......................... Thief River Falls Regional.......... 3/1597 ILS RWY 31 AMDT 2...
03/24/93 MN Thief River Falls .......................... Thief River Fails Regional........... 3/1598 NDB RWY 31 AMDT 1...
03/24/93 MN Thief River Falls .......................... Thief River Fails Regional.......... 3/1599 VOR RWY 13 AMDT 8 ...
03/24/93 MN Thief River Falls .......................... Thief River Fails Regional.......... 3/1600 VOR/DME RWY 13 AMDT 2...
03/24/93 MN Thief River Falls .......................... Thief River Falls Regional.......... 3/1601 VOR RWY 31 AMDT 8 ...
03/24/93 OH West Union.................................. Alexander Salam on..................... 3/1603 NDB RWY 23 AMDT 3...
03/25/93 Ml D etroit........................................... Willow Run.... ............................... 3/1610 ILS RWY 5R AMDT 14...
03/25/93 Mi M arietta................................ ........ M arietta......................................... 3/1611 VOR/DME-A AMDT 5...
09/19/93 MN E ly ................................................. Ely M um ........................................ 3/1514 VOR/DME RWY 12 AMDT 3A...

(FR Doc. 93-7741 Filed 4-1-93; 8:45 ami 
MUMQ CODE 4010-19-M

SECURITIES AND EXCHANGE 
COMMISSION

17 CFR Parts 200,202,229,230,239, 
240,249,250,259,270, and 274

[R e lam  Noe. 33-6984; 34-32056; 3 5 - 
25771; IC-19364]

Rulemaking for EDGAR System— 
Investment Companies and 
Institutional Investment Managers and 
Public Utility Holding Companies; 
Correction

AGENCY: Securities and Exchange 
Commission.
ACTION: Correction to interim rules.

SUMMARY: This document contains 
corrections to the interim rules that 
were published Thursday, March 18, 
1993 [58 FR 14848 and 14999). Those 
rules relate to the implementation of the 
Electronic Data Gathering, Analysis and 
Retrieval ("EDGAR") system.

EFFECTIVE DATE: These rules are effective 
April 26,1993 except provisions 
relating to Financial Data Schedules 
which are effective November 1,1993. 
FOR FURTHER INFORMATION CONTACT:
Ruth Armfield Sanders, Staff Attorney, 
at (202) 272-7714 and Richard T. Miller, 
Staff Attorney, at (202) 504-2268, 
Division of Investment Management.
SUPPLEMENTARY INFORMATION: 

Background
The interim rules that are the subject 

of these corrections implement 
mandated electronic filing on the 
EDGAR system for registrants whose 
filings are processed by the Division of 
Investment Management and for those 
making filings with respect to such 
registrants. Development and 
implementation of the EDGAR system 
was effected pursuant to Section 35A of 
the Securities Exchange Act of 1934 (15 
U.S.C. 7811).
Correction of Publication

Accordingly, the publication on 
March 18,1993 of the interim rules, 
which were the subject of FR Doc. 9 3 -

4806 and 93-4807, is corrected as 
follows:

1. On page 14848, second column, 
beginning on the fifth line of the DATES 
caption, the parenthetical is removed 
and in its place add the following: 
"contained in § 229.601(a)(1);
$ 230.483(e); Form S -6  (§ 239.16);
§ 270.20a-4; Form N-SAR (§ 274.101); 
Form N-2 (§§239.14 and 274.11a-l); 
Form N -l (§§ 239.15 and 274.11); N-1A 
(§§ 239.15A and 274.11A); Form N-3 
(§§ 239.17a and 274.11b); Form N-4 
(§§ 239.17b and 274.11c) and Form N - 
5 (§§ 239.24 and 274.5)".

§200.30 [Corrected]
2. On page 14857, first column, 

beginning in the 10th line of the 
regulatory text of § 200.30-5(j) the 
words "rule 12(b) of Regulation S-T 
(§ 232.12(b) of this chapter)" is 
corrected to read "Regulation S-T".

3. On page 14999, second column, 
beginning in the second line (fifth line 
of the DATES caption), the parenthetical 
is removed and in its place add the 
following: "contained in Form U5S
(§ 259.5s); Form U -l (§ 259.101); Form
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U—13—60 (8 259.313); and Form U -3A - 
2 ($259.402)".

Datad: March 29.1993.
Jonathan G. Katz,
Secretary.
(FR Doc. 93-7695 Filed 4-1-93; 8:45 am] 
BILUNQ COOC WtO-OMH

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES

Food and Drag Administration

21 CFR Parta 1 and 14)1
[Docket Moa. 90N-0135, 91N -0162,78P - 
0091, 87P-0194/CP, and 90P-0052]

RIN 0905-AD06

Food Labeling: Mandatory Statue of 
Nutrition Labeling and Nutrient 
Contend Revision, Format for Nutrition 
Label; C o m tfio n
AGENCY: Food and D rag  Administration, 
HHS.
ACTION: Final rule; correction.

summary: Hie Food and Drug 
Administration (FDA) is correcting a 
final rule that appeared in die Federal 
Register of January 6 ,1983 <(58 FR 
2079). H ie document amended die 
regulations to require nutrition labeling 
on most foods that are regulated by 
FDA. The document was published with 
some inedvariant typographical and 
editorial errors. This document corrects 
those errors.
DATES: Effective May S, 1994.
FOR FURTHER INFORMATION CONTACT*. 
Virginia L. Wilkening, Center for Food 
Safety and Applied Nutrition (HFS- 
165), Food and Drug Administration,
200 C St. SW., Washington, DC 20204, 
202-205-4561.

In FRDoc. 92-31501, beginning on 
page 2079 in the Federal Register of 
Wednesday, January 6,1993, the 
following collections are made:

1. On page 2079, in the first column, 
under the caption “DATES:”, in lines 1 
and 9, “February 14,1994” is corrected 
to read “May 8 ,1994"; and under toe 
caption “FOR FURTHER 
INFORMATION CONTACTS, 
beginning in lisas 2. the mail code 
“(HFF-200)” is  c onree ted to read 
“(HFS-165)”«

2. On page 2081, in the first column, 
in the second full paragraph, m line 9, 
a closing parenthesis is added after the 
word “acids”; and in the second
cola am, in the first foil paragraph, in 
line 21, a  dosing parenthesis is added 
after “(is)”..

3. On page 2097, in the second 
column, in the second full paragraph, in

the fourth fine from toe bottom, the 
word “carcinogenicity” is corrected to 
read “cariogenicity”.

4. On page 2099, in toe third column, 
in toe third full paragraph, beginning in 
the second line from the bottom, toe 
phrase “mannitol) or is GRAS (e.g., 
xyiitol, sorbitol)” is corrected to read 
“mannitol or xyiitol) or is GRAS (eg., 
sorbitol)”.

5. On page 2105, in the third column, 
in the fifth full paragraph, beginning in 
line 8, toe phrase "Division of Nutrition, 
Center for Food Safety and Applied 
Nutrition (HFF-260)” is corrected to 
read “Office of Food labeling (HFS- 
150), Center for Food Safety and 
Applied Nutrition”.

6. On page 2113, in toe third column, 
beginning in the sixth line from the 
bottom, the phrase “Nutrient 
Surveillance Brandi (HFF-266)” is 
corrected lo “Office of Food labeling 
(HFS-150)”

7. On pqge 2129, in the third column, 
in the first M i paragraph, in line 10, the 
phrase “.as provided for by
§ 101.9(d)(8)” is removed m d a period 
is added after toe word “values”.

8. On page 2132, in toe first column, 
in toe first frill paragraph, in toe third 
line from toe bottom, “§ 101.9(d)(9)” is 
corrected to read “§ 101.9(dMl0)” .

9. On pqge 2138, in toe first column, 
in the second foil paragraph, in line 9, 
“§ I01.9(d)(ii)” is corrected to read
“8 ioi.g(d)(u)*V

10. On page 2142, in the second
column, in toe second full paragraph, in 
toe fourth line from the bottom, dm 
word “carcinogenicity” is corrected to 
read “cnriogenkaty”; and in the thud 
column, after the second full paragraph, 
in heading number "5 ." , the phrase 
“Source of* is corrected to read “Source 
o f-------------- ---------------

11. On page 2143, in the second 
column, in toe first full paragraph, in 
line 8, the word “added” is added after 
the word “any".

12. On page 2157, in the first column, 
in the first foil paragraph, beginning in 
the sixth line from the bottom, toe 
phrase “Office of Nutrition and Food 
Sciences (HFF-200)” is corrected to 
read “Office of Food Labeling (HFS- 
150)”

13. On page 2164, in the first column, 
in the first foil paragraph, beginning in 
the fifth hue from toe bottom, the 
phrase “Division o f Nutrition (HFF- 
260), Office of Nutrition and Food 
Sciences” is corrected to read “Office of 
Food Labeling (HFS-150)”.

8101.9 [Corrected]
The following corrections are made in

8101.9 Nutrition labeling o f  food :

14. On page 2175, in the second 
column, beginning in toe sixth line from 
the bottom in paragraph (c)(l)(i)(A), toe 
phrase “Division of Nutrition, Center for 
Food Safety and Applied Nutrition 
(HFF-260),” is corrected to read “Office 
of Food Labeling (HFS-150), Center for 
Food Safety and Applied Nutrition”.

15. On page 2177, in toe first column, 
beginning in line 14 of paragraph 
(c)(6)(iii), the phrase “(e.g., mannitol) or 
is generally recognized as safe (e.g., 
xyiitol, sorbitol)” Is corrected to read 
“(e.g., mannitol or xyiitol) or is 
generally recognized as safe (e.g., 
sorbitol)"; in toe third column, 
beginning in the 18th line from toe 
bottom of paragraph (c)(7)(ii), toe phrase 
“Division of Nutrition, Center for Food 
Safety and Applied Nutrition (HFF- 
260)” is corrected to read “Office of 
Food Labeling (HFS-150), Center for 
Food Safety and Applied Nutrition”.

16. On page 2178, in the first column, 
in paragraph (c)(8)(i), beginning in line 
7, toe phrase “RDI’s in paragraph 
{cMBXiv) of this section that” is 
corrected to read “RDI’s that"; in 
paragraph (c)(8)(ii), in toe last line, the 
phrase “minerals that are:" is corrected 
to read “minerals need not be declared 
if neither the nutrient nor toe 
component is otherwise referred to on 
the label or In labeling or advertising 
and toe vitamins and minerals are:"; 
and in paragraph (c)(8)(ii)(B), beginning 
in line 3, the phrase “statement need 
not be declared if neither the nutrient 
nor toe component is otherwise referred 
to on the label or in labeling or 
advertising" is corrected to read 
“statement".

17. On page 2179, m the second 
column, in paragraph (d)(8), hi line 6, 
the phrase “Iron 4%) as shown” is 
corrected to read "Iron 4%) or may be 
listed in two columns as shown”; in 
paragraph (d)(9)(i), in line 4, the word 
“value” is corrected to read “values”; in 
paragraph (dj(9)(ii), in line 4, “(d)(5)(ii)” 
is corrected to read “(<!X7)(ii)”; 
beginning in line 5, toe phrase "and toe 
DRV established in paragraph fcXTXiii) 
of this section shall be inserted on toe 
same line in the numeric columns" is 
corrected to read “and a value of 50 g 
shall be inserted on toe same line in toe 
column headed ‘2,000’ and a value of 65 
g in toe column headed ‘2,500’"; and in 
paragraph (d)(9Mui), in line 2, “(d)(5)(i)” 
is corrected to read  “(d)(7Xi)”.

16. On page 2186, in paragraph 
(dXl2), the sample label is corrected to 
read as follows:
BILUNQ CODE 41*0-01- f
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Nutrition Facts
Serving Size 1 cup (228g)
Servings Per Container 2

Amount Per Serving

Calories 260 Calories from Fat 120

%  Daily Value*
Total Fat 13g 20%

Saturated Fat 5g 25%
Cholesterol 30mg 10%
Sodium 660mg 28%
Total Carbohydrate 31 g 10%

Dietary Fiber Og 0 %
Sugars 5g

Protein 5g

Vitamin A 4% Vitamin C 2%
Calcium 15% Iron 4%

Percent Daily Values are based on a 2,000 
calorie diet. Your daily values may be higher 
or lower depending on your calorie needs: 

Calories: 2,000 2,500
Total Fat 

Sat Fat 
Cholesterol 
Sodium

Less than 
Less than 
Less than

65g 
20g 
300mg

80g 
25g 
300mg

Less than 2,400mg 2,400mg
Total Carbohydrate 300g 375g

Dietary Fiber 25g 30g

Calories per gram:
Fat 9 • Carbohydrate 4 Protein 4
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19. On page 2181, in the first column, in paragraph (e), beginning in line 10, the phrase "are established in paragraph 
(c)(8)(iv) of this section" is corrected to read "are established”.

20. On page 2182, in paragraph (e)(5), the sample label is corrected to read as follows:

Nutrition Facts
Serving S ize1/ i2 cake (80g)
Servings Per Container 12

miii'niiy Hum"
Amount Per Serving Mix Baked

Calories 190 280
Calories from Fat 45 140

%  Daily Value**

Total Fat 5g* 8 % 24%
Saturated Fat 2g 10% 13%

Cholesterol Omg 0% 23%
Sodium 300mg 13% 13%
Total
Carbohydrate 34g 11% 11%

Dietary Fiber Og 0% 0%
Sugars 18g 

Protein 2g

Vitamin A 
Vitamin C 
Calcium 
Iron

0% 0%
0%
6%
2%

0%
8%
4%

‘ Amount in Mix
** Percent Daily Values are based on a 2,000 

calorie diet. Your daily values may be higher 
or lower depending on your calorie needs:

Calories: 2,000 2,500
Total Fat Less than 65g 80g

Sat Fat Less than 20g 25g
Cholesterol Less than 300mg 300mg
Sodium Less than 2,400mg 2,400mg
Total Carbohydrate 300g . 375g

Dietary Fiber 25g 30g

Calories per gram:
Fat 9 • Carbohydrate 4 • Protein 4
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21. On page 2183, in the first column, in paragraph (f)(2){ii). in line 2. “(f)(1)*' is corrected to read “(f)”; in paragraph 
(f)(2)(iv), in line 1, the phrase "minerals that are” is. corrected to read "minerals listed in paragraph (c)(8)(iv) of this 
section”; in the third column, in paragraph (g)(8), beginning in the second line from the bottom, the phrase “Division 
of Nutrition, Center for Food Safety and Applied Nutrition (HFF-260),” is corrected to read "Office of Food Labeling 
(HFS-150), Center for Food Safety and Applied Nutrition”.

22. On page 2184, in the first column, in paragraph (g)(9), beginning in the fourth line from the bottom, and 
in the second column, in paragraph (h)(3)(iv), beginning in the fifth line from the bottom, the phrase “Office of Nutrition 
and Food Sciences (HFF-200)” is corrected to read “Office of Food Labeling (HFS-150)”.

23. On page 2185, in the first column, in paragraph (j)(4), in line 12, the word “Foods" is corrected to read 
“Examples of foods”; and in the third column, in paragraph (j)(13)(ii)(A), in line 7, the phrase “if the package shape 
or size” is corrected to read “if the product has a total surface area available to bear labeling of 40 or less square 
inches and the package shape or size”.

24. On page 2187, Nutrition Facts, the sample label is corrected to read as follows:

Nutrition Amount/serving %  DV* Amount/serving %  DV*

F a cts Total Fat 1g 2% Total Carfo.0g 0%
Serv. Size 1/3 cup (56g) 
Servings about 3 
Calories 80

Sat. Fat Og 0% Fiber Og 0%
Cholest. 10mg 3% Sugars Og

_ Fat Cal. 10 Sodium 200mg 8% Protein 17g
Percent Daily Values (DV) are 
based on a 2,000 calorie diet. Vitamin A 0% • Vitamin C 0% • Calcium 0% • Iron 6%
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25. On page 2189, in appendix B to part 101, the illustration is corrected to read as follows:

Appendix B to Part 101

Exam ples of Graphic Enhancem ents used by the FDA

A. Overall
1. Nutrition Facts Label is boxed with all black or one color type printed on a white 

or neutral ground.

B. Typeface and size
1 . The “Nutrition Facts” label uses 6 point or larger Helvetica Black and/or 

Helvetica Regular type. In order to fit some formats the typography may be 
kerned as much as -4, (tighter kerning reduces legibility).

2. Key nutrients & their % Daily Value are set in 8 point Helvetica Black (b u t"%" is 
set in Helvetica Regular).

3. “Nutrition Facts” is set in either Franklin Gothic Heavy or Helvetica Black to fit 
the width of the label flush left and flush right.

4. “Serving Size” and “Servings per container” are set in 8 point Helvetica Regular with 
1 point of leading.

5. The table labels ( for example; “Amount per Serving”) are set 6 point 
Helvetica Black.

6. Absolute measures of nutrient content ( for example; “1g”) and nutrient 
subgroups are set in 8 point Helvetica Regular with 4 points of leading.

7. Vitamins and minerals are set in 8 point Helvetica Regular, with 4 points of 
leading, separated by 10 point bullets.

8. All type that appears under vitamins and minerals is set in 6 point Helvetica 
regular with 1 point of leading.

C. Rules
1. A 7 point rule separates large groupings as shown in example. A 3 point rule 

separates calorie information from the nutrient information.

2. A hairline rule or 1/4 point rule separates individual nutrients, as shown in the 
example. Descenders do not touch rule. The top half of the label (nutrient 
information) has 2 points of leading between the type and the rules, the bottom 
half of the label (footnotes) has 1 point of leading between the type and the rules.

D. Box
1. All labels are enclosed by 1/2 point box rule within 3 points of text measure.
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26. On page 2190, appendix B to part 101, the sample label is corrected to read as follows:

Appendix B to Part 101

Helvetica Regular 8 
point with 1 point of 
leading

3 point ru le--------~

8 point Helvetica Black 
with 4 point of leading

1/4 point rule centered 
between nutrients 
( 2 points leading above 
and 2 points below)

8 point Helvetica 
Regular with 4 points 
of leading

8 point Helvetica

Nutrition Facts
Serving Size 1 cup (228g y 
Servings Per Container 2

Amount Per Serving -T*
Calories 260 Calories from Fat 120 /

%  Daily Value* w
Total Fat 13g 20% T'

Saturated Fat 5g 25% \
Cholesterol 30mg 10% :
Sodium 660mg 28% .
Total Carbohydrate 31 g 10%

j  Dietary Fiber Og 0% '
Sugars 5g

Protein 5g

Vitamin A 4% Vitamin C 2%
Calcium 15% Iron 4%

Percent Daily Values are based on a 2.000 
calorie diet. Your daily values may be higher. 
or lower depending on your calorie needs: 

Calories: 2,000 2.500
Total Fat Less than 65g 80g

Sat Fat Less than 20g 25g
Cholesterol Less than 300mg 300mg
Sodium Less than 2.400mg 2,400mg
Total Carbohydrate 300g • 375g

Dietary Fiber 25g 30g

Calories per gram:
Fat 9  • Carbohydrate 4 • Protein 4

Franklin Gothic Heavy or 
Helvetica Black, flush left
6 flush right, no smaller 
than 13 point

7 point rule

6 point Helvetica Black

All labels are enclosed by 
1/2 point box rule within 3 
points of text measure

-1/4 point rule

Type below vitamins and 
minerals (footnotes), is 6 
point with 1 point of leading

Regular, 4 points of 
leading with 10 point
bullets
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27. On page 2192, appendix A, the sample label is corrected to read as follows:

Appendix A:
Shortened Format (See comment 8)—Vegetable Soup

Nutrition Facts
Serving Size 1 cup (245g) 
Servings Per Container 2

Amount Per Serving

Calories 60 Calories from Fat 10
11 un wirti numi I '■ iiiJ imi buwuii i éi ii nin n ili i 

_________________________%  Pally Value*
Total Fat 1 g 2%
Sodium 800mg 33%
Total Carbohydrate 10g_____ 3 %

Dietary Fiber 1 g 4%
Protein 2g

Vitamin A 20% • Vitamin C 4% • Iron 2%
Not a significant source of saturated fat, 
cholesterol, sugars, or calcium.
* Percent Daily Values are based on a 2,000 

calorie diet. Your daily values may be higher J 
or lower depending on your calorie needs:
_________ Calories: 2,000 2,500 j
Total Fat Less than 65g 80g

Sat Fat Less than 20g 25g
Cholesterol Less than 30Qmg 300mg ]
Sodium Less than 2,400mg 2,400mg
Total Carbohydrate 300g 375g

Dietary Fiber 25g 30g

Calories per gram:
Fat 9 • Carbohydrate 4 • Protein 4

28. On page 2193, in the table "‘Appendix B,—True Protein Digestibility Value of Common Foods,” in the “Product” 
column, in line 13, the entry for “Cereal” is removed; in the “lYue digestibility” and “References” columns, in lines 
14, 15, and 16, for the products “Oat, Quick Oatmeal,” “Oat, Oatmeal,” and “Oats, Rolled” are corrected to read 
“89” and “2”, "82” and “2”, and “90” and “3”, respectively; and the illegible values in the ‘True digestibility” 
column in lines 29 and 31, for the products “Bread, White” and “Wheat, Bran” are corrected to read “99” and “75”, 
respectively.

29. On page 2194, in appendix B, in the “References” column, in line 35, for the entry “Sunflower,” the reference 
number “2” is corrected to read “4”,

30. On page 2196, appendix C, the sample label is corrected to read as follows:
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Appendix C:
Sweet potatoes, Canned, Vacuum packed

Nutrition Facts
Serving Size 2/3Cup (133g) 
Servings Per Container 4

Amount Per Serving

Calories 90 Calories from Fat 0

%  Daily Value*
Total Fat Og 0 %

Saturated Fat Og 0%
Cholesterol Omg 0 %
Sodium 55mg 2%
Total Carbohydrate 21 g 7%

Dietary Fiber 2g 8%
Sugars 5g 

Protein 2g

Vitamin A 160% ft 00% as Beta Carotene) 

Vitamin C 40% • Calcium 2% • Iron 4%

* Percent Daily Values are based on a 2,000 
calorie diet. Your daily values may be higher 
or lower depending on your calorie needs:
______  Calories: 2,000 2,500
Total Fat Lessthap 65g 80g

Sat Fat Less than 20g 25g
Cholesterol Less than 300mg 300mg
Sodium Less than 2,400mg 2,400mg 
Total Carbohydrate 300g 375g

Dietary Fiber 25g • 30g

Calories per gram:
Fat 9 • Carbohydrate 4 • Protein 4
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31. On page 2197, appendix D, the sample label is corrected to read as follows:

Appendix D

Nutrition Facts
Serving Size 1 cup (228g) 
Servings Per Container 2

Amount Per Serving

iiCalories 260 Calories from Fat 120

%  Daily Value*

Total Fat 13g 20%
Saturated Fat 5g 25%

Cholesterol 30mg 10%
Sodium  660mg 2 8%
Total Carbohydrate 31g 10%

Dietary Fiber Og 0 %
Sugars 5g

Protein 5g

Vitamin A 4% • VitcRTWl C 2%
Calcium 15% * iron4%

* Percent DaHy Values are based on a 2.000 
calorie diet. Your daily values may be higher 
or tower depending on your caiorie needs: 

Calories: 2,000 2,500
'Total Fad Lessthan 

Sat Fad Lessthan 
Cholesterol Less than 
Sodium Lessthan 
Total Carbohydrate 

Dietary Fiber

65g 80g 
20g 25g 
300mg 300mg 
2,400mg 2,400mg j 
300g 375g 
25g 30g

Calories per gram:
Fat 9 • Carbohydrate A • Protein 4
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32. On page 2198, appendix D: Footnote to side, die sample label is corrected to read as follows:

Appendix D:
Footnote to side

Nutrition Facts
Serving Size 1 cup (228g)
Servings Per Container 2

Amount Per Serving

Calories 260 Calories from Fat 120

____________ %  Daily Value*
Total Fat 13g 20%

Saturated Fat 5g 25%
Cholesterol 30mg 1 0 %

Sodium 660mg 28%
Total Carbohydrate 31 g 10%

Dietary Fiber Og 0%
Sugars 5g

Protein 5g

Vitamin A 4% 
Calcium 15%

Vitamin C 2% 
Iron 4%

Tencent Daily Values are based on a 2,000 
calorie diet. Your daily values may be higher 
or lower depending on your calorie needs;

Calories: 2,000 2,500
Total Fat Less than 65g 80g

Sat Fat Less than 20g 25g
Cholesterol Less than 300mg 300mg
Sodium Lesstharr 2;400mg. 2;400mg
Total Carbohydrate 300g 375g

Dietary Fiber 25g 30g

Caloriespergram:
Fat IT • Carbohydrate 4 • Protein 4
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33. On page 2199, appendix E, the sample label is corrected to read as follows;

Appendix E:
Sample labels with dual declaration

Nutrition Facts
Serving Size 1/12 cake (80g) 
Servings Per Container 12

Amount Per Serving Mix Baked

Calories 190 280
Calories from Fat 45 140

%  Daily Value**

Total Fat 5g* 8 % 24%
Saturated Fat2g 10% 13%

Cholesterol Omg 0 % 23%
Sodium 300mg 13% 13%
Total
Carbohydrate 34g 11% 11%

Dietary Fiber Og 0 % 0 %
Sugars 18g

Protein 2g

Vitamin A 0% 0%
Vitamin C 0% 0%
Calcium 6% 8%
Iron 2% 4%
‘ Amount in Mix

** Percent Daily Values are based on a 2,000 
calorie diet. Your daily values may be higher 
or lower depending on your calorie needs:

Calories: 2,000 2,500
Total Fat Less than 65g 80g

Sat Fat Less than 20g 25g
Cholesterol Lessthan 300mg 300mg
Sodium Lessthan 2,400mg 2,400mg
Total Carbohydrate 300g 375g

Dietary Fiber 25g 30g

Calories per gram:
Fat 9 • Carbohydrate 4 • Protein 4
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34. On page 2202*. appendix F: Simplified format (Soft Drink), tike sample label is corrected to read as follows:

Appendix F:
Simplified format (Soft Drink)

Nutrition Facts
Serving Size 1 can (360 mL)

Amount Per Serving___________________
Calories 140 ________ ____
BBHHHHHSEBBHIBHBBnBnBIHBHBBHBBBHEHHI

%  Daily Value*

Total Fat 0g 0 %
Sodium 20mg 1 %

Total Carbohydrate 36g 1 2 %
Sugars 36 g

Protein Og 0 %Protein Og 0 %

“  Percent Baity Values are based on a 2,000
calorie diet
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35. On page 2205, Appendix H: Tabular Display, the sample label is corrected to read as follows:

Appendix H:
Tabular Display

Nutrition Amount/serving % D V * Amount/serving % D V *

Facts Total Fat 1g 2 % Total Cait>.0g 0%
Serv. Size 1/3 cup (56g) 
Servings about 3 
Calories 80

SatFat Og 0% Fiber Og 0%
Cholest. 10mg 3% Sugars Og

Fat Cal. 10 Sodium 200mg 8 % Protein 17g
‘Percent Daily Values (DV) are 
based on a 2,000 calorie diet. Vitamin A 0% • Vitamin C 0% • Calcium 0% • Iron 6%

BtLUNQ CODE -C

\
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Dated: March 29,1993.
Michael R. Taylor,
Deputy Commissioner for Policy.
(FR Doc. 93-7672 Filed 3-30-93; 4:07 pm] 
BtUUNO CODE 4H0-01-F

21 CFR Parts 5 and 101

[Docket Nos. 91N-0384 and 84N-0153]

RiN 0905-AD08 and 0905-AB68

Food Labeling: Nutrient Content 
Claims, General Principles, Petitions, 
Definition of Terms; Definitions of 
Nutrient Content Claims for the Fat, 
Fatty Acid, and Cholesterol Content of 
Food; Correction

AGENCY: Food and Drug Administration, 
HHS.
ACTION: Final rule; correction.

SUMMARY; The Food and Drug 
Administration (FDA) is correcting a 
final rule that appeared in the Federal 
Register of January 6,1993 (58 FR 
2302). The document amended the food 
labeling regulations to: Provide 
definitions for specific nutrient content 
claims using the terms “free,” “low,” 
“lean,” “extra lean,” “good source,” 
“high,” “reduced,” “light” or “lite,” 
“less,” “fewer,” and “more” and 
provide for their use on the food label; 
provide for the use of implied nutrient 
content claims; define and provide for 
the use of the term “fresh;” and address 
the use of the terms “natural” and 
“organic.” The document was published 
with some inadvertent typographical 
and editorial errors. This document 
corrects those errors.
EFFECTIVE DATE: May 8,1994, except 
§§ 101.10 and 101.13(q)(5) concerning 
restaurant firms consisting of 10 or less 
individual restaurant establishments for 
whom these sections will become 
effective on May 8,1995.
FOR FURTHER INFORMATION CONTACT*. 
Elizabeth J. Campbell, Center for Food 
Safety and Applied Nutrition (HFS- 
155), Food and Drug Administration,
200 C St. SW., Washington, DC 20204, 
202-205-5229.

In FR Doc. 92-31504, appearing on 
page 2302 in the Federal Register of 
Wednesday, January 6,1993, the 
following corrections are made:

1. On page 2302, in the first column, 
under the caption “EFFECTIVE DATE:”, 
in line 1, the date “February 14,1994” 
is corrected to read “May 8 ,1994”; and 
beginning in line 6, the date “February 
14,1995” is corrected to read “May 8, 
1995”; and under the caption "FOR 
FURTHER INFORMATION 
CONTACT:”, beginning inline 2, the

mail code “(HFF-312)” is corrected to 
read “(HFS-155)”.

2. On page 2303, in the third column, 
in the first foil paragraph, in line 10, the 
word “distribution” is corrected to read 
“distinction”.

3. On page 2305, in the third column, 
in the third foil paragraph, in line 6, 
“(r)(2)(A)(iv)” is corrected to read 
“(r)(2)(A)(v)”.

4. On page 2310, in the second 
column, in the second full paragraph, in 
the second line from the bottom, the 
phrase “in.B.c.vi.” is corrected to read 
“ffl.B.l.c.vi.”.

5. On page 2312, in the third column, 
in the second foil paragraph, in line 8, 
“(r)(2)(A)(iv)” is corrected to read 
“(r)(2)(A)(v)”; and in line 12, "or (f)” is 
corrected to read “or § 101.13(f)”.

6. On page 2314, in the third column, 
in the second foil paragraph, in line 9, 
“i.e.,” is corrected to read “e.g.,”.

7. On page 2315, in the second 
column, in the first full paragraph, in 
line 8, the words “customarily 
consumed” are added after the word 
“amount”.

8. On page 2323, in the first column, 
in the fourth foil paragraph, in line 8,
“§ 101.13(e)” is corrected to read
“§ 101.13(d)”.

9. On page 2327, in the third column, 
in the second full paragraph, in line 8, 
“in.B.c.ii.” is corrected to read 
“ffl.B .l.c.ii”.

10. On page 2330, in the second 
column, in the second foil paragraph, in 
line 2, the phrase “no percent fat free”
is corrected to read “ ------percent fat
free”.

11. On page 2335, in the second 
column, in line 29, “§ 101.62(c)(4)” is 
corrected to read “§ 101.60(c)(4)”.

12. On page 2340, in the second 
column, in foe second full paragraph, in 
line 4, and in foe second line from foe 
bottom of foe third full paragraph, foe 
phrase “less than 20 mg” is corrected to 
read "20 mg or less”.

13. On page 2341, in foe third 
column, in foe third full paragraph, the 
first sentence is removed.

14. On page 2345, in the third 
column, in foe fourth foil paragraph, in 
line 9, foe phrase “required by” is 
corrected to read “required in part by”; 
and foe heading “c. relative claims'* is 
corrected to read “C. Relative Claims'*.

15. On page 2346, in foe third 
column, in foe second full paragraph, in 
line 10, a period is added after foe word 
“food”.

16. On page 2356, in foe third 
column, in foe third line from foe 
bottom, “said fo” is corrected to read 
“said that”.

17. On page 2361, in foe third 
column, in foe fourth full paragraph, in 
line 9, the word “more” is added before 
foe word “unsaturated”.

18. On page 2362, in foe second 
column, beginning in foe fifth line from 
foe bottom, foe phrase “percent 
reduction, reductions from a certain 
class of reference foods,” is corrected to 
read “percentage definitions, differences 
in foe amount of nutrient compared to
a certain class of reference foods, i.e.,”; 
and in foe third column, in line 6, foe 
word “reductions” is corrected to read 
“differences”.

19. On page 2365, in the second 
column, in foe fourth full paragraph, in 
line 11, foe phrase “reference foe” is 
corrected to read “foe reference”.

20. On page 2369, in foe second 
column, in line 1, foe words “or no” are 
removed; and in line 5, foe phrase 
“saturated fiat free” is corrected to read 
“low saturated fat”.

21. On page 2370, in foe third 
column, in foe second full paragraph, in 
line 4, foe words “made with” are 
added before foe word “com”.

22. On page 2373, in foe third 
column, in foe fourth full paragraph, in 
line 10, foe following sentence is added 
after foe second sentence:
“Alternatively such statement may not 
characterize foe level of a nutrient or 
otherwise be misleading.”

23. On page 2376, in foe second 
column, in foe second full paragraph, in 
line 1, foe number “52” is corrected to 
read “256”.

24. On page 2377, in foe third 
column, the first full paragraph is 
corrected by starting a new paragraph in 
line 16 before foe number “250”.

25. On page 2378, in foe third 
column, in foe first full paragraph, in 
line 4, foe phrase “of sugar and sodium” 
is corrected to read “of sugar, sodium, 
and salt”.

26. On page 2384, in foe first column, 
in foe second full paragraph, in line 7, 
“185” is corrected to read "183”; in foe 
third column, in line 12,
“(§ 101.56(d)(2)(i))” is corrected to read 
“(§ 101.56(d)(l)(ii)(A))”; and in line 18, 
“§ 101.56(d)(2)(ii)” is corrected to read 
“§ 105.56(d)(l)(ii)(B)”.

27. On page 2385, in foe first column, 
in line 3, “roducts” is corrected to read



17342 Federal Register / Vol. 58, No. 62 / Friday, April 2 , 1993 / Rules and Regulations

“products”; and in the second full 
paragraph, in line 3, ”o” is corrected to 
read “to”.

28. On page 2388, in the second 
column, in die first full paragraph, in 
the last line, the date “February 14,
1995” is corrected to read “May 8,
1995”.

29. On page 2392, in the second 
column, in die first full paragraph, in 
line 8, the word “State” is corrected to 
read “States”.

30. On page 2395, in the second 
column, in line 6, “288—81” is corrected 
to read “2880-81”.

31. On page 2406, in the third 
column, in die first full paragraph, in 
line 9, the phrase “in comment 334” is 
corrected to read “in comment 332”.

32. On page 2409, in the second 
column, in reference 1, in line 2, the 
word “draft” is added after the word 
“NCEP”; and in line 5, the date “April 
7,1991” is corrected to read “Marcn 27, 
1991”.

33. On page 2410, in the first column, 
in reference 17, in line 5, the words 
“(Population Panel)” are removed; in 
reference 21, in line 2, the words “for 
Proposal,” are removed and “ No. 3-” is 
added in their place; in the second 
column, in reference 24, in line 1, “8— 
17” is corrected to read “8-16”; in 
reference 33, in line 3, the phrase 
“associate ed., 2d ed.” is corrected to 
read “associate ed., Pediatric Nutrition 
Handbook, 2d ed.”; and in Reference 34, 
in line 3, “p. 254” is corrected to read 
“pp. 242-245”.

$101.13 [Corrected]
The following corrections are made in 

§ 101.13 Nutrient content claim s— 
general principles:

34. On page 2412, in the first column, 
in paragraph (0(1), in line 7, “10 g” is 
corrected to read “3 g”; in paragraph 
(iH2), in the last line, the phrase “of an 
inch;” is corrected to read “of an inch; 
or”; and in paragraph (i)(3), in line 6, 
the phrase “required; or” is corrected to 
read “required.”; and in the second 
column, in paragraph ())(2)(i), in line 5, 
the phrase “the nutrient has been 
modified” is corrected to read “the 
nutrient in the labeled food differs”; and 
in the third column, in paragraph 
(m)(l)(ii), in line 4, “(l)(l)(ii)(E)” is 
corrected to read “(m)(l)(ii)(E)”.

35. On page 2413, in the first column, 
in paragraph (p)(l), in line 1, the phrase 
“specified the” is corrected to read 
“specified, the”; in the second column, 
in paragraph (q)(5Ki), beginning in line 
4, die citation “(d)(lKiiKC)” is corrected 
to read “(d)(l)(ii)(D)”; and in line 5, the 
citation “(dK2Mii)(Cr corrected to 
read“(dK2KiiiKCr.

$101.54 [Corrected] *
The following corrections are made in 

§ 101.54 Nutrient content claim s for  
“good source,” “high,” and “m ore”:

36. On page 2414, in the first column, 
in paragraph (a), in line 10, the word 
“and” is corrected to read “or”; in 
paragraph (b)(1), in line 3, the word 
“and” is corrected to read “or”; in the 
second column, in paragraph (e)(l)(i), 
beginning in line 2, the phrase “for 
protein, vitamins, or minerals” is 
corrected to read “for vitamins or 
minerals”; beginning in line 3, the 
phrase “for dietary fiber or potassium” 
is corrected to read “for protein, dietary 
fiber, or potassium”; in paragraph
(e)(l)(iii)(A), in line 3, the phrase “was 
increased” is corrected to read “is 
greater”; in the third column, in 
paragraph (e)(2)(i), beginning in line 2, 
the phrase “for protein, vitamins, or 
minerals*’ is corrected to read “for 
vitamins or minerals”; and beginning in 
line 3, the phrase “for dietary fiber or 
potassium” is corrected to read “for 
protein, dietary fiber, or potassium”.

$101.56 [Corrected]
The following corrections are made in 

§ 101.56 Nutrient content claim s fo r  
“light” or * W :

37. Chi page 2414, in the third 
column, in paragraph (a), in line 4, the 
word “and" is corrected to read “or”; 
and in paragraph (a)(3), beginning in 
line 2, the phrase “with $ 101.9,
$ 101.10, or § 101.36, where applicable” 
is corrected to read “with $ 101.9 or 
§ 101.10, where applicable”.

38. On page 2415, in the second 
column, in paragraph (d)(2), the 
paragraph number “(d)(2)(i)” is 
corrected to read “(2)(i)”; in the third 
column, in paragraph (g), beginning in 
line 10, the phrase “information on the 
label” is corrected to read “information 
required to accompany a relative claim 
shall appear on the label”.

$101.60 [Corrected]
The following corrections are made in 

§ 101.60 Nutrient content claim s fo r  the 
calorie content o f  foods:

39. On page 2416, in the first column, 
in paragraph (b)(2), in line 5, the word 
“and” is corrected to read “or”; 
paragraphs (bX2Xi), (b)(2Xii), and
(b)(2)(iii) are redesignated as paragraphs
(b)(2)(iXA). (b)(2)(i)(B) and (b)(2)(ii); in 
newly redesignated paragraph 
(bK2HiHB). in the bottom line, the 
phrase “form); and” is corrected to read 
“form).”; in the second column, in 
paragraph (bM4Xii)(A), in line 3, the 
phrase “have been reduced” is corrected 
to read “differ between the two foods”; 
and in paragraph (bM5)(ii)(A), in line 3,

the phrase “have been reduced” is 
corrected to read “differ between the 
two foods”»

40. On page 2417, in the first column, 
in paragraphs (c)(4)(ii)(A), in line 3, and 
in paragraph (c)(5)(ii)(A), in line 3, the 
phrase “has been reduced” is corrected 
to read “differs between the two foods”.

$101.61 [Corrected]
The following corrections are made in 

$ 101.61 Nutrient content claims for the 
sodium content o f  foods:

41. On page 2417, in the second 
column, in paragraph (a), in line 1, the 
word “and” is corrected to read “or”; in 
paragraph (b)(2), in line 3, the word 
“and” is corrected to read “or”; in the 
third column, in paragraph (b)(3), in 
line 3, the word “and” is corrected to 
read “or”; in paragraph (b)(4), in line 5, 
the word “and” is corrected to read 
“or"; and in paragraph (b)(5), in line 3, 
the word “and” is corrected to read 
“or”.

42. On page 2418, in the first column, 
in paragraph (bX6)(iiXA), in line 3, the 
phrase “has been reduced” is corrected 
to read “differs from the labeled food”; 
and in paragraph (b)(7)(ii)(A), in line 3, 
the phrase “has been reduced” is 
corrected to read “differs from the 
reference food”.

$191.62 [Corrected]
The following corrections are made in 

§ 101.62 Nutrient content claim s for fat, 
fatty acid, and cholesterol content o f 
foods:

43. On page 2418, in the third column 
in paragraph (b)(2), in line 4, the word 
“and” is corrected to read “or"; and in 
paragraph (b)(3), in line 3, the word 
“and” is corrected to read “or”.

44. On page 2419, in the first column, 
in paragraph (b)(4XiiKA), in line 3, the 
phrase “has been reduced” is corrected 
to read “differs between the two foods”; 
in paragraph (b)(5Xii)(A), in line 3, “has 
been reduced” is corrected to read 
“differs between the two foods”; in 
paragraph (b)(6)(ii), in line 1, the phrase 
“percent of reduction” is corrected to 
read “percent declared”; in the second 
column, in paragraph (c), in line 21 “0.5 
g or less” is corrected to read “less thaiv
0.5 g”; in the third column, in paragraph 
(cH4), in line 7, “§ 101.13(|)<l)(i)(A)” ia 
corrected to read "$  101.13(j)(l)(i)“»
in paragraph (c)(4)(ii)(A), in line 3, the 
phrase “was reduced” is corrected to 
read “differs between the two foods”.

45. (to page 2420, in the first column, 
in paragraph (c)(5)(ii)(A), in line 3, the 
phrase “has been reduced” is corrected 
to read “differs between the two foods ; 
in the second column, in paragraph 
(dMlMii), in line 4 , the phrase “serving,
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per” is corrected to read “serving, or 
per”.

46. On page 2421, in the first column, 
in paragraph (d)(2)(ii)(B), in line 3, the 
word “and” is added after the semi
colon.

47. On page 2422, in the first column, 
in paragraph, (d)(4), in line 5,
"§ 101.13(j)(l)(i)(A)” is corrected to read 
“§ 101.13{j)(l)(i)”; and in paragraph
(d)(4)(i), in line 5, “300 g” is corrected 
to read “30 g”.

$ 101.65 [Corrected]
The following corrections are made in 

§ 101.65 Im plied nutrient content claims 
and related label statements:

48. On page 2423, in the second 
column, in paragraph (b), in line 10, the 
phrase “are not subject” is corrected to 
read “,as such, are not subject”; in the 
third column, in paragraph (c)(3), in line 
7, the phrase “a good source of” is 
corrected by adding quotation marks 
before and after the phrase “good 
source”.

$101.69 [Corrected]
The following corrections are made in 

§ 101.69 Petitions fo r  nutrient content 
claims:

49. On page 2424, in the second 
column, in paragraph (m)(l), beginning 
in line 10, the phrase “Regulations and 
Industry Activities Branch (HFF-312)” 
is corrected to read “Office of Food 
Labeling (HFS-150)”.

50. On page 2425, in the first column, 
in paragraph (n)(l), beginning in line 9, 
“Regulations and Industry Activities 
Branch (HFF-312)” is corrected to read 
“Office of Food Labeling (HFS-150)”; in 
the third column, in paragraph (o)(l), 
beginning in line 11, “Regulations and 
Industry Activities Branch (HFF-312)” 
is corrected to read “Office of Food 
Labeling (HFS-150)”.

Dated: March 29,1993.
Michael R. Taylor,
Deputy Commissioner for Policy.
IFR Doc. 93-7671 Filed 3-30-93; 8:45 am]
BH.UNQ CODE 41*0-01-*

21 CFR Part 101 
[Docket No. 91N-0097]

RiN 0905-AD08

Food Labeling: Health Claims and 
Label Statements: Dietary Lipids and 
Cancer; Correction

AGENCY: Food and Drug Administration, 
HHS.
ACTION: Final rule; correction.

SUMMARY: The Food and Drug 
Administration (FDA) is correcting a 
final rule that appeared in the Federal 
Register of January 6,1993 (58 FR 
2787). The document authorized the use 
on labels and labeling of certain foods 
of health claims relating to an 
association between dietary fat and 
cancer. The document was published 
with some inadvertent typographical 
and editorial errors. This document 
corrects those errors.
EFFECTIVE DATE: May 8,1993.
FOR FURTHER INFORMATION CONTACT: 
Helen HeChong Lee, Center for Food 
Safety and Applied Nutrition (HFS- 
226), Food and Drug Administration, 
200 C St. SW., Washington, DC 20204, 
202-205-5558.

In FR Doc. 92-31520, appearing on 
page 2787 in the Federal Register of 
Wednesday, January 6,1993, the 
following corrections are made:

1. On page 2787, in the first column, 
in the subject heading, the word “Fat” 
is corrected to read “Lipids”.

2. On page 2790, in the second 
column, in the first full paragraph, 
beginning in line 6, the third and fourth 
sentences are removed and the 
following text is added in its place: “As 
discussed in the lipids/cancer proposal, 
although the totality of scientific 
evidence supports the relationship 
between low fat intakes and reduced 
risk of some cancers, there have been no 
dietary intervention studies examining 
the quantitative relationship between 
reduction in fat intake and altered 
cancer risks. Therefore, it is not yet 
possible to conclude how much

reduction in fat intake is necessary to 
reduce the risk of cancer in the United 
States.”; and in the third column, in the 
second full paragraph, in line 8, the 
word “fat” is corrected to read “energy 
intake”.

3. On page 2793, in the second 
column, in the second full paragraph, in 
line 13, the word “energy” is added 
after the word “differential”.

$101.73 [Corrected]

4. On page 2801, in the first column, 
in § 101.73 Health claim s: dietary fat 
and cancer, in the section heading the 
word “fa t” is corrected to read “lipids”,

5. On page 2804, in Table 1, in the 
third entry under the “Results” column, 
in line 10, “MUFA” is removed.

6. On page 2805, in Table 1, in the 
third entry under the “Comments” 
column beginning in line 8, the text is 
corrected by removing the third 
sentence.

7. On page 2809, in Table 2, in the 
first entry under the "Objectives/Tumor 
Types” column, “N-nitromethylurea- 
induced” is corrected to read “N- 
nitrosomethylurea-induced”; in the 
“Results” column in the same entry, the 
word “significance” is corrected both 
times it occurs to read "significantly”; 
in the second entry under the 
“Objectives/Tumor Types” column, the 
word “affects” is corrected to read 
“effects”; and under the “Results” 
column, the subtable “MCF-7 
carcinoma MDA-MB231 carcinoma” is 
corrected to read as follows:

M C F-7 carcinoma MDA-MB231 
carcinoma

Mean carcinoma Volume (Cm3)

(A) (B)
1 3.4 0.5 0.2
II 4.0 1.5 0.4
III 2.4 1.2 0.1
IV 2.4 0.8
V 0.2 0.6 0.0
Significance:
1, II, III. IV vs. H I vs. II, III

II vs. V
II VS. V

MULINO CODE 41*0-01-F
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TABLE 2

Lipids and Cancan Animal Studies

Study Object iv es/ 
Tumor Types

Experimental
Animals

Methods Results Comments

Lasekan et 
• 1 ., 1990 
(Ref. 124)

To compare e ffe c ts  
of safflow er and 
olive  o i ls  on 
DHBA-induced 
mammary 
tumorigenesis

Female 
Weanling 
Sprague-Dawley 
ra ts  25/groups

D iet: 20 wt% fat 
High litio le ic  acid  SO: $L d iet 
High o le ic  acid  SO: 80 d iet 
Olive o il*  oo diet
00  d iet w/ lin o le ic  acid supplementation 

s OL diet

Liooleid con ten t.

i t — U S1----------- :
SO 3 .4
00 t a  ■./
OL 3 .4

Rats ware fad the d ie ts  for I t  weeks, add 7» 
12-DMBA*induced tum origanetis mesSured

No differen ce in lag time or  
incidence

OO d iet s ig n ifica n tly  lowered tumor 
yield  compared to  SO or OL d ie ts

Linoleic supplementation of the CO 
d iet (makes OL d ie t) S ign ifican tly  
enhanced the y ie ld : no d ifferen ce in 
yield  between OO and OL d iets

|^et T u m ^ c a t.............sta| U t,jct

80 5 .0  a 
« 0  3 .0  b 
OL 5 .1  a

( s t a t i s t i c a l :  d ifferen t le t te r s  in 
the s t a t i s t i c s  column show a 
Significan t d ifferen ce)

Iso calo ric  diet6> no 
differen ce in body weight 
or food intakes among 
groups

00 diet which was limited 
in lin o lsie  acid  content 
resulted in e s ig n ifican tly  
lower tumor y ie ld , Thia 
resu lt was abolished by 
supplemental lin o le ic  acid) 
the resu lts  support a 
linoleiC  ecid requirement 
of about 4» by weight for 
induced mammary tumor 
genesis in rodents

Hirose et 
e l . ,  1990 
(Ref. 125)

The e f fe c ts  of 
d iets  supplemented 
with p e r il la  o il  
(n-3 lin o le ic  
rich ) and soybean 
and safflow er o ils  
(n-6, l in o le ic -  
rich ) on DMBA- 
induced mammary 
and colon 
carcinogenesis

Female 
SD ra ts  
5-week old 
10/groups

D iet:
10t  p e r il la  o il  
10* SBO
10» so  

w i n  »■
20:4n-5 ♦ 0 .3  0 ,1»
18:3n*3 0 ,1  .1 13.7

Rats were fed the d ie ts  fa r  3 ) weeks a f te r  the 
in jection  of in itia to r  (7 . 12- dwba) and 
promoter (1. 2*dimethylhydratina. OMNI. 
Incidence and development of tumor measured

Mammary
P e ril la  o i l  S ign ifican tly  lowered 
tumor yield  compared to  SBO or SO 
(4 .4 ,  4 . 5 , 5 .7 ,  tumors per ra ti  
peri l ie  o i l ,  sBO. or SO, 
resp ectively)

No d ifferen ce in yield  between SBO 
end so.

No d ifferen ce in incidence among 
groups

Colon
p e r il la  o i l  s ig n ifica n tly  lowered 
tumor incidence compared to  SOB or SO 
(4 , 9, o r  9» incidences p e r il la  o i l ,  
SBO. or SO); NO differen ce in 
incidence between SO and SBO

No d ifferen ce in yield  among groups

P e r il la  o i l  may not have 
provided adequate lin o le ic  
acid for tumor growth

8.

U
£

NI
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Tgble 2 - -continued

SÇydV O b jg c tiv çs ! 
#ùqi<Dr Types

Experiment^1 
Animale

Meth&ds« Reçulçg

iÿnpte 3#$
Àbbu-Ei-ç’i#,
i5S£
M f  ll|

fg| measure
eicesan oid  
Synthesis and 
orn ith in e 
deqar^exylase 
a c t iv ity  in 
iDairangry' tumqrs in 
p«tg ffd  yaw ing 
lg v e ls  £>.{ n*3 and 
n*fi fa t ty  acids

V irgin female 
¡jprdguS’-Pawlèy
ra ts  5>8>-dey ’
old
25 grqgps

P ie t
CO PO BCO ’ BO MO
■ (Wt% per d ie t '1'’

I 20 . 7 ’* t
i f - Jo, * f • v
i f f 1 * . 20 t -
iy • 33 >
V 15 r 5
Vf 10 T .* ié
v u i  ■ T r * IS
v| 11 J: T %  i f

ntdFA Vt3FA___
r̂ n  -p$r e rr"- '

I 22.1
I f J 6 .8 •j .
I f f i 1 • 3 3
IV 12-é v ! t'
V 9.3 1 4
VI 6. S- 2 .9
VII 3 .6 1.2
V III 6 .7 2 ,9

Inçidçpçe e>f adeneeapcinom#: 
s ig h ififgarsS ly lav er in grsyps I I I ,  
v { , and VJf than groupe I J , r jv ; and 
VJjJi firJ f h  level pr n»6 FA n-3F£ 
r a i iô  did pot çonsi. fentîl, a f fe è t  th# 
in@ idênee

fMffiOE y ie ld  (num berpat) vas 
signifigantJ.V  lover ip group I f  than 
greups fv «pd j j i  ( p , j  gr did
net se n s ie tsn t lÿ  « f le e t  the y ie ld

fia d iffere n ce  ip latency period among 
g?«upg

C'ifts provided adequate 
l in o le ie  aé-id f#r growth bf 
the apimal ag well as the 
tumor

Rat« wer« adm inistered i< g• 7, IJrOMBA and fed 
d ie ts  fo r 112 days

Incidence and m u ltip lic ity  of the turner 
examined. Prost attend in tPGÉ, i,TBd, and LTé‘i ) : 
syn th esis and o rn ith in e  dpçarbqxyfase (QpC)' 
a c t iv ity  a lso  te sted

i

. 8

z9
05
NÎ

9 'P é lU  et 
di . l? 9 i  

Psf H»)

jg  measure 
modulation of 
e e le n ic  nuclear
ab erratio n s and 
m ierççepsyjp? 
trapped g a stro 
in te s t in a l 
metabp1 ism in 
bepsepyrepe 
trea ted  mice 
ggnsuming human 
d ie ts

Hafe Ç57'B& 
miçë
6-week old 
,3 6/6 groups

Diet f
W ? *  I t, h  
P«t i f
P ro te in  2-~Fiber 2.1

■Hi
is
"111
M

IV

2.7
2 4

V ynit
I I  energy

)  ■ 7 wtt 
1-6 wt %

F ib er ; noRgtarch p o lysacch arid e•
P ro te in : beef prgtgin

Mice wer# fed the d ie ts  fo r 1 weeks and 
received bensia'pyrene by gavage. cqfonic 
nuclear aberration  wag examined b is tg lo g le a Jly  
and by using HPIC.

Ben?¡atpyrene increased the nuclear 
aberration s by § -fo id

The extant ef bqnii«ipyrene-induced nuclear aberrations was decreased to 
2 * t a  3 r f p i d  by in c r e a s e d  f i b e r  o r  f a t  
in the d ie t

Fh sompbgitien in the d ie t
net reported and the 
adequacy e f  d ietary  efa is  
net known

Nuclear aberration’ net 
ganger development, was 
measured
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10. On page 2816, in Table 2, in the 
first entry under the “Comments” 
column, in line 6, the word “assayed” 
is corrected to read “passaged”.

11. On page 2817, in Table 2, in the 
first entry under the "Objectives/Tumor 
Types” column, in line 2, 
“suspectibility” is corrected to read 
“susceptibility”.

12. On page 2819, in Table 2, under 
the “Methods” column, in the second 
line, “land” is corrected to read “lard”.

Dated: March 29,1993.
Michael R. Taylor,
Depu ty Commissioner for Policy.
IFR Doc. 93-7670 Filed 3-30-93; 4:07 pm] 
BILLING COOC 41*0-01

21 CFR Part 529

Certain Other Doeage Form New 
Animal Drugs; Isoflurane
AGENCY: Food and Drug Administration, 
HHS.
ACTION: Final rule. _____________ _

SUMMARY: The Food and Drug 
Administration (FDA) is amending the 
animal drug regulations to reflect 
approval of an abbreviated new animal 
drug application (ANADA) filed by 
Abbott Laboratories. The ANADA 
provides for the use of a generic 
isoflurane for induction and 
maintenance of anesthesia in horses and 
dogs.
EFFECTIVE DATE: April 2,1993.
FOR FURTHER INFORMATION CONTACT:
Larry D. Rollins, Center for Veterinary 
Medicine (HFV-110), Food and Drug 
Administration, 7500 Standish PL, 
Rockville, MD 20855, 301-295-8612. 
SUPPLEMENTARY INFORMATION: Abbott 
Laboratories, Chemical and Agricultural 
Products Division, 1401 Sheridan Rd., 
North Chicago, IL 60064, filed ANADA 
200-070, which provides for the use of 
a generic isoflurane (99.9 percent 
isoflurane solution) for induction and 
maintenance of anesthesia in horses and 
dogs.

Approval of ANADA 200-070 for 
Abbott Laboratories' isoflurane is a 
generic copy of Anaquest’s isoflurane in 
NADA 135-773. The ANADA is 
approved as of March 11,1993, and the 
regulations are amended in 21 CFR 
529.1186 to reflect the approval. The 
basis for 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 § 514.1 l(e)(2)(ii) (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. 1—23,12420 
Parklawn Dr., Rockville, MD 20857, 
between 9 a.m. and 4 p.m., Monday 
through Friday.

The agency has carefully considered 
the potential environmental effects of 
this action. FDA has concluded that the 
action will not have a significant impact 
on the human environment, and that an 
environmental impact statement is not 
required. The agency’s finding of no 
significant impact and the evidence 
supporting that finding, contained in an 
environmental assessment, may be seen 
in the Dockets Management Branch 
(address above) between 9 a.m. and 4 
p.m., Monday through Friday.
List of Subjects in 21 CFR Part 529 

Animal drugs.
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, 21 
CFR part 529 is amended as follows:

PART 529—CERTAIN OTHER DOSAGE 
FORM NEW ANIMAL DRUGS

1. The authority citation for 21 CFR 
part 529 continues to read as follows:

Authority: Sec. 512 of the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 360b).

$529.1186 [Amended]
2. Section 529.1186 Isoflurane is 

amended in paragraph (b) by removing 
“No. 010019” and adding in its place 
“Nos. 010019 and 000074”.

Dated: March 24,1993.
Gerald B. Guest,
Director, Center for Veterinary Medicine.
[FR Doc. 93-7665 Filed 4-1-93; 8:45 am]
BILLING CODE 4160-01- f

21 CFR Part 558

New Animal Drugs for Use in Animal 
Feeds; Fenbendazoie and Lincomycin; 
Correction
AGENCY: Food and Drug Administration, 
HHS.
ACTION: Final rule; correction.__________

SUMMARY: The Food and Drug 
Administration (FDA) is correcting the 
final rule that appeared in the Federal 
Register of August 5,1992 (57 FR 
34515), which amended the animal drug 
regulations to reflect approval of a new 
animal drug application (NADA) filed 
by Hoechst-Roussel Agri-Vet Co. The 
document was published with an

inadvertent error that referred to 
lincomycin as a Category II drug. This 
document corrects the error.
EFFECTIVE DATE: August 5,1992.
FOR FURTHER INFORMATION CONTACT: 
Steven D. Vaughn, Center for Veterinary 
Medicine (HFV-135), Food and Drug 
Administration, 7500 Standish PL, 
Rockville, MD 20855, 301-295-8643. 
SUPPLEMENTARY INFORMATION: In FR Doc. 
92-18469, appearing on page 34515, in 
the Federal Register of Wednesday, 
August 5,1992, on page 34516, the last 
paragraph in the first column is 
corrected to read as follows:

“These are new animal drugs used in 
Type A medicated articles to make Type 
C medicated feeds. While lincomycin is 
a Category I drug, fenbendazoie is a 
Category II drug, and thus, as provided 
in 21 CFR 558.4(e), the Category II 
requirements relative to an approved 
medicated feed application apply. 
Therefore, as provided in 21 CFR 558.3 
and 558.4(b), an approved Form FDA 
1900 is required for making a Type C 
medicated feed containing fenbendazoie 
in combination with lincomycin as in 
the approved subject NADA and in 
§§ 558.258 and 558.325 as amended.”

Dated: March 29,1993.
Gerald B. Guest,
Director, Center for Veterinary Medicine.
(FR Doc. 93-7664 Filed 4-1-93; 8:45 am] 
BILLING CODE 4160-01-F

DEPARTMENT OF TRANSPORTATION 

Maritime Administration 

46 CFR Part 252 

[Docket No. R-146]
R1N 2133-AA99

Operating-Differential Subsidy for Bulk 
Cargo Vessels Engaged in World-Wide 
Services; Calculation of Maintenance 
and Repair Subsidy Rates
AGENCY: Maritime Administration, DOT. 
ACTION: Final rule.___________  .

SUMMARY: This rule modifies the 
methodology for determining and 
paying operating-differential subsidy 
(ODS) for maintenance and repair 
(M&R) expenses, not compensated by 
insurance, incurred by subsidized 
operators of bulk cargo vessels that 
receive ODS for M&R under their ODS 
contracts. It eliminates the current 
requirements for establishing a per diem 
ODS rate for the payment of M&R 
expenses that is based on historical 
costs, and reinstates a procedure  ̂
previously set forth in the regulations


