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This section of the FEDERAL REGISTER
contains regulatory documents having general
applicability and legal effect, most of which
are keyed to and codified in the Code of
Federal Regulations, which is published under
50 titles pursuant to 44 U.S.C. 1510.

The Code of Federal Regulations is sold by
the Superintendent of Documents. Prices of
new books are listed in the first FEDERAL
REGISTER issue of each week.

DEPARTMENT OF AGRICULTURE

Animal and Plant Health Inspection
Service

7 CFR Part 301
[Docket No. APHIS-2014-0023]

Gypsy Moth Generally Infested Areas;
Additions in Minnesota, Virginia, West
Virginia, and Wisconsin

AGENCY: Animal and Plant Health
Inspection Service, USDA.

ACTION: Affirmation of interim rule as
final rule.

SUMMARY: We are adopting as a final
rule, without change, an interim rule
that amended the gypsy moth
regulations by adding areas in
Minnesota, Virginia, West Virginia, and
Wisconsin to the list of generally
infested areas based on the detection of
infestations of gypsy moth in those
areas. As a result of the interim rule, the
interstate movement of regulated
articles from those areas was restricted.
The interim rule was necessary to
prevent the artificial spread of the gypsy
moth to noninfested areas of the United
States.

DATES: Effective on September 4, 2015,
we are adopting as a final rule the
interim rule published at 80 FR 12916—
12917 on March 12, 2015.

FOR FURTHER INFORMATION CONTACT: Mr.
Paul Chaloux, National Policy Manager,
Emerald Ash Borer Program and Gypsy
Moth Program, Plant Protection and
Quarantine, APHIS, 4700 River Road
Unit 137, Riverdale, MD 20737; (301)
851-2064.

SUPPLEMENTARY INFORMATION: The gypsy
moth, Lymantria dispar (Linnaeus), is a
destructive pest of forest, shade, and
commercial trees such as nursery stock
and Christmas trees. The gypsy moth
regulations (contained in 7 CFR 301.45
through 301.45-12 and referred to

below as the regulations) restrict the
interstate movement of regulated
articles from generally infested areas to
prevent the artificial spread of the gypsy
moth.

In an interim rule ! effective and
published in the Federal Register on
March 12, 2015 (80 FR 12916-12917,
Docket No. APHIS-2014-0023), we
amended the regulations in § 301.45—
3(a) by adding the following areas to the
list of generally infested areas: Cook and
Lake Counties in Minnesota; Tazewell
County in Virginia; McDowell, Mercer,
Raleigh, Summers, and Wyoming
Counties in West Virginia; and Iowa
County in Wisconsin. As a result of the
interim rule, the interstate movement of
regulated articles from these areas was
restricted.

Comments on the interim rule were
required to be received on or before May
11, 2015. We received two comments by
that date. The comments were from the
National Plant Board and an individual.
Both commenters supported the interim
rule. Therefore, for the reasons given in
the interim rule, we are adopting the
interim rule as a final rule without
change.

This action also affirms the
information contained in the interim
rule concerning Executive Order 12866
and the Regulatory Flexibility Act,
Executive Orders 12372 and 12988, and
the Paperwork Reduction Act.

Further, for this action, the Office of
Management and Budget has waived its
review under Executive Order 12866.

List of Subjects in 7 CFR Part 301

Agricultural commodities, Plant
diseases and pests, Quarantine,
Reporting and recordkeeping
requirements, Transportation.

PART 301—DOMESTIC QUARANTINE
NOTICES

m Accordingly, we are adopting as a
final rule, without change, the interim
rule that amended 7 CFR part 301 and
that was published at 80 FR 12916—
12917 on March 12, 2015.

1To view the interim rule and the comments we
received, go to http://www.regulations.gov/
#!docketDetail;D=APHIS-2014-0023.

Done in Washington, DG, this 31st day of
August 2015.

Kevin Shea,

Administrator, Animal and Plant Health
Inspection Service.

[FR Doc. 2015-21998 Filed 9-3—15; 8:45 am]
BILLING CODE 3410-34-P

DEPARTMENT OF AGRICULTURE

Rural Business-Cooperative Service
Rural Housing Service

Rural Utilities Service

Farm Service Agency

7 CFR Part 1980
RIN 0570-AA94

Strategic Economic and Community
Development

AGENCY: Rural Business-Cooperative
Service, Rural Housing Service, Rural
Utilities Service, Farm Service Agency,
U.S. Department of Agriculture (USDA).
ACTION: Interim rule with public
comment; reopening of public comment
period.

SUMMARY: Through this action, the Rural
Housing Service, the Rural Business-
Cooperative Service, the Rural Utilities
Service, and the Farm Service Agency
are reopening the comment period for
the interim rule, published on May 20,
2015 “Strategic Economic and
Community Development”.

DATES: Comments on the interim rule
that was published on May 20, 2015 (80
FR 28807) and effective June 19, 2015,
must be received by September 18,
2015.

ADDRESSES: Submit your comments on
this rule by any of the following
methods:

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the
instructions for submitting comments.

e Mail: Submit written comments via
the U.S. Postal Service to the Branch
Chief, Regulations and Paperwork
Management Branch, U.S. Department
of Agriculture, STOP 0742, 1400
Independence Avenue SW.,
Washington, DC 20250-0742.

e Hand Delivery/Courier: Submit
written comments via Federal Express
Mail, or other courier service requiring


http://www.regulations.gov/#!docketDetail;D=APHIS-2014-0023
http://www.regulations.gov/#!docketDetail;D=APHIS-2014-0023
http://www.regulations.gov
http://www.regulations.gov
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a street address, to the Branch Chief,
Regulations and Paperwork
Management Branch, U.S. Department
of Agriculture, 300 7th Street SW., 7th
Floor, Washington, DC 20024.

All written comments will be
available for public inspection during
regular work hours at the 300 7th Street,
SW., 7th Floor address listed above.

FOR FURTHER INFORMATION CONTACT:
Farah Ahmad, Rural Business-
Cooperative Service, U.S. Department of
Agriculture, Stop 3254, 1400
Independence Avenue SW.,
Washington, DC 20250-0783,
Telephone: 202—245-1169. Email:
Farah.Ahmad@wdc.usda.gov.

SUPPLEMENTARY INFORMATION: On ]uly
20, 2015, the Rural Housing Service, the
Rural Business-Cooperative Service, the
Rural Utilities Service, and the Farm
Service Agency published an interim
rule with comment in the Federal
Register (80 FR 28807), “Strategic
Economic and Community
Development.” The interim rule
identified that public comments were to
be submitted by August 18, 2015.
Unfortunately, the Web site
Regulations.gov inadvertently closed the
comment period on July 20, 2015,
which was the closing date for
comments on the information collection
request. To compensate for closing the
comment period early via the
Regulations.gov Web site, this action
provides commenters additional time to
submit comments on the interim rule.

Dated: August 26, 2015.

Lisa Mensah,

Under Secretary, Rural Development.
Dated: August 27, 2015.

Michael Scuse,

Under Secretary, Farm and Foreign
Agricultural Services.

[FR Doc. 201521898 Filed 9—-3—-15; 8:45 am]|
BILLING CODE 3410-XY-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 520, 524, and 558
[Docket No. FDA—2015-N-0002]

New Animal Drugs; Approval of New
Animal Drug Applications

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule; technical
amendments.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
animal drug regulations to reflect
application-related actions for new
animal drug applications (NADAs) and
abbreviated new animal drug
applications (ANADAs) during May and
June 2015. FDA is also informing the
public of the availability of summaries
of the basis of approval and of
environmental review documents,
where applicable. The animal drug
regulations are also being amended to
reflect a nonsubstantive change. This
technical amendment is being made to
improve the accuracy of the regulations.

DATES: This rule is effective September
4, 2015.

FOR FURTHER INFORMATION CONTACT:
George K. Haibel, Center for Veterinary
Medicine (HFV-6), Food and Drug
Administration, 7519 Standish P1.,
Rockville, MD 20855, 240—402-5689,
george.haibel@fda.hhs.gov.

SUPPLEMENTARY INFORMATION: FDA is
amending the animal drug regulations to
reflect approval actions for NADAs and
ANADASs during May and June 2015, as
listed in table 1. In addition, FDA is
informing the public of the availability,
where applicable, of documentation of
environmental review required under
the National Environmental Policy Act
(NEPA) and, for actions requiring
review of safety or effectiveness data,
summaries of the basis of approval (FOI
Summaries) under the Freedom of
Information Act (FOIA). These public
documents may be seen in the Division
of Dockets Management (HFA-305),
Food and Drug Administration, 5630
Fishers Lane, rm. 1061, Rockville, MD
20852, between 9 a.m. and 4 p.m.,
Monday through Friday. Persons with
access to the Internet may obtain these
documents at the CVM FOIA Electronic
Reading Room: http://www.fda.gov/
AboutFDA/CentersOffices/
OfficeofFoods/CVM/
CVMFOIAElectronicReadingRoom/
default.htm. Marketing exclusivity and
patent information may be accessed in
FDA'’s publication, Approved Animal
Drug Products Online (Green Book) at:
http://www.fda.gov/AnimalVeterinary/
Products/
ApprovedAnimalDrugProducts/
default.htm.

TABLE 1—ORIGINAL AND SUPPLEMENTAL NADAS AND ANADAS APPROVED DURING MAY AND JUNE 2015

; FOIA
New animal dru : 21 CFR NEPA
NADA/ANADA Sponsor product name g Action sections ;u;'?}; review
141417 Bayer HealthCare LLC, | CORAXIS (moxidectin) | Original approval for the 524.1450 | yes ....... CE.12
Animal Health Divi- Topical Solution for prevention of heart-
sion, P.O. Box 390, Dogs. worm disease, and
Shawnee Mission, KS for the treatment and
66201. control of intestinal
hookworm,
roundworm and
whipworm infections
in dogs.
141188 ..o Merial Inc., 3239 Sat- MARQUIS (ponazuril) Supplemental approval 520.1855 | yes ....... CE.12
ellite Bivd., Bldg. 500, Oral Paste. of a revised dosage
Duluth, GA 30096— that includes a load-
4640. ing dose on the first
day of treatment.
141-262 ..o Zoetis Inc., 333 Portage | CERENIA (maropitant Supplemental approval 520.1315 | yes ....... CE.12
St., Kalamazoo, Ml citrate) Tablets. extending duration of
49007. daily administration
until resolution of
acute vomiting.


http://www.fda.gov/AboutFDA/CentersOffices/OfficeofFoods/CVM/CVMFOIAElectronicReadingRoom/default.htm
http://www.fda.gov/AboutFDA/CentersOffices/OfficeofFoods/CVM/CVMFOIAElectronicReadingRoom/default.htm
http://www.fda.gov/AboutFDA/CentersOffices/OfficeofFoods/CVM/CVMFOIAElectronicReadingRoom/default.htm
http://www.fda.gov/AboutFDA/CentersOffices/OfficeofFoods/CVM/CVMFOIAElectronicReadingRoom/default.htm
http://www.fda.gov/AboutFDA/CentersOffices/OfficeofFoods/CVM/CVMFOIAElectronicReadingRoom/default.htm
http://www.fda.gov/AnimalVeterinary/Products/ApprovedAnimalDrugProducts/default.htm
http://www.fda.gov/AnimalVeterinary/Products/ApprovedAnimalDrugProducts/default.htm
http://www.fda.gov/AnimalVeterinary/Products/ApprovedAnimalDrugProducts/default.htm
http://www.fda.gov/AnimalVeterinary/Products/ApprovedAnimalDrugProducts/default.htm
mailto:george.haibel@fda.hhs.gov
mailto:Farah.Ahmad@wdc.usda.gov
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TABLE 1—ORIGINAL AND SUPPLEMENTAL NADAS AND ANADAS APPROVED DURING MAY AND JUNE 2015—Continued

; FOIA
New animal dru : 21 CFR NEPA
NADA/ANADA Sponsor product name g Action sections ?nu;; review
141291 Dechra, Ltd., Snaygill VETORYL (trilostane) Supplemental approval 520.2598 | no ......... CE.12
Industrial Estate, Capsules. of a 5-milligram cap-
Keighley Rd., sule size.
Skipton, North York-
shire, BD23 2RW,
United Kingdom.
141-278 i Intervet, Inc., 2 Giralda | ZILMAX (zilpaterol hy- Supplemental approval 558.665 | yes ....... CE.18
Farms, Madison, NJ drochloride) plus to provide for compo-
07940. RUMENSIN nent feeding of com-
(monensin). bination drug Type C
Type A medicated arti- medicated feeds to
cles. cattle fed in confine-
ment for slaughter.
141-282 ..o Intervet, Inc., 2 Giralda | ZILMAX (zilpaterol hy- Supplemental approval 558.665 | yes ....... CE.13
Farms, Madison, NJ drochloride) plus to provide for compo-
07940. RUMENSIN nent feeding of com-
(monensin) plus MGA bination drug Type C
(melengestrol ace- medicated feeds to
tate). heifers fed in confine-
Type A medicated arti- ment for slaughter.
cles.
141-284 ..o Intervet, Inc., 2 Giralda | ZILMAX (zilpaterol hy- Supplemental approval 558.665 | yes ....... CE.13
Farms, Madison, NJ drochloride) plus to provide for compo-
07940. MGA (melengestrol nent feeding of com-
acetate). bination drug Type C
Type A medicated arti- medicated feeds to
cles. heifers fed in confine-
ment for slaughter.
200-497 ...oooiiiie Norbrook Laboratories, | LOXICOM (meloxicam) | Original approval as a 520.1367 | yes ....... CE.13
Ltd., Station Works, 1.5 mg/mL Oral Sus- generic copy of
Newry BT35 6JP, pension. NADA 141-213.
Northern Ireland.
200-580 .....ccceevuiiriieinne Huvepharma AD, 5th TYLOVET (tylosin phos- | Original approval as a 4558.550 | yes ....... CE.13
Floor, 3A Nikolay phate) plus SACOX generic copy of
Haytov Str., 1113 So- (salinomycin sodium) NADA 141-198.
phia, Bulgaria. Type C medicated
feeds.

1The Agency has determined that this action is categorically excluded (CE) from the requirement to submit an environmental assessment or
an environmental impact statement because it is of a type that does not have a significant effect on the human environment.

2 CE granted under 21 CFR 25.33(d)(1).
3 CE granted under 21 CFR 25.33(a)(1).
4The regulation does not require amendment.

Also, the animal drug regulations are
being amended to reflect approved
labeling for hand feeding bambermycins
medicated cattle feed. This technical
amendment is being made to improve
the accuracy of the regulations.

This rule does not meet the definition
of “rule” in 5 U.S.C. 804(3)(A) because
it is a rule of “particular applicability.”
Therefore, it is not subject to the
congressional review requirements in 5
U.S.C. 801-808.

List of Subjects

21 CFR Parts 520 and 524
Animal drugs.

21 CFR Part 558

Animal drugs, Animal feeds.

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 parts 520, 524, and 558 are
amended as follows:

PART 520—ORAL DOSAGE FORM
NEW ANIMAL DRUGS

m 1. The authority citation for 21 CFR
part 520 continues to read as follows:

Authority: 21 U.S.C. 360b.

m 2.In §520.1315, revise paragraph
(c)(1) to read as follows:

§520.1315 Maropitant.

* * * * *

(C] R

(1) Indications for use and amount. (i)
For prevention of acute vomiting in
dogs 2 to 7 months of age, administer a
minimum dose of 2.0 mg per kilogram
(/kg) body weight once daily for up to
5 consecutive days.

(ii) For prevention of acute vomiting
in dogs 7 months of age and older,
administer a minimum dose of 2.0 mg/
kg body weight once daily until
resolution of acute vomiting.

(iii) For prevention of vomiting due to
motion sickness in dogs 4 months of age
and older, administer a minimum of 8.0
mg/kg body weight once daily for up to

2 consecutive days.
* * * * *

§520.1367 [Amended]

m 3.In §520.1367, in paragraph (b)(2),
remove “No. 013744 and in its place
add “Nos. 013744 and 055529”.

m 4.In §520.1855, revise paragraph
(c)(1) to read as follows:

§520.1855 Ponazuril.

* * * * *

(C)* L
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(1) Amount. Administer orally 15 mg
per kilogram (kg) (6.81 mg per pound
(Ib)) body weight as the first dose,
followed by 5 mg/kg (2.27 mg/lb) body
weight once daily for a period of 27
additional days.

* * * * *

§520.2598 [Amended]

m 5.In §520.2598, in paragraph (a),
remove “10, 30, or 60 milligrams” and
in its place add “5, 10, 30, 60, or 120
milligrams”.

PART 524—OPHTHALMIC AND
TOPICAL DOSAGE FORM NEW
ANIMAL DRUGS

m 6. The authority citation for 21 CFR
part 524 continues to read as follows:

Authority: 21 U.S.C. 360b.

m 7.In §524.1450, and revise
paragraphs (a), (b), and (d), and remove

paragraph (e).
The revisions read as follows:

§524.1450 Moxidectin.

(a) Specifications. Each milliliter of
solution contains:

(1) 5 milligrams (mg) moxidectin (0.5
percent solution).

(2) 25 mg moxidectin (2.5 percent
solution).

(b) Sponsors. See sponsor numbers in
§510.600 of this chapter:

(1) No. 000010 for use of product
described in paragraph (a)(1) of this
section as in paragraph (d)(1) of this
section;

(2) No. 000859 for use of product
described in paragraph (a)(2) of this
section as in paragraph (d)(2) of this
section.

* * * * *

(d) Conditions of use—(1) Cattle—(i)
Amount. Administer topically 0.5 mg
per kilogram (kg) of body weight.

(ii) Indications for use. Beef and dairy
cattle: For treatment and control of
internal and external parasites:
gastrointestinal roundworms (Ostertagia
ostertagi (adult and L4, including
inhibited larvae), Haemonchus placei
(adult and L4), Trichostrongylus axei
(adult and L4), T. colubriformis (adult
and L4), Cooperia oncophora (adult and
L4), C. pectinata (adult), C. punctata
(adult and L4), C. spatulata (adult), C.
surnabada (adult and L4), Bunostomum
phlebotomum (adult),
Oesophagostomum radiatum (adult and
L4), Nematodirus helvetianus (adult and
L4)); lungworms (Dictyocaulus
viviparus (adult and L4)); cattle grubs
(Hypoderma bovis, H. lineatum); mites
(Chorioptes bovis, Psoroptes ovis (P.
communis var. bovis)); lice (Linognathus
vituli, Haematopinus eurysternus,
Solenopotes capillatus, Bovicola
(Damalinia) bovis); and horn flies
(Haematobia irritans). To control
infections and to protect from
reinfection with H. placei for 14 days
after treatment, O. radiatum and O.
ostertagi for 28 days after treatment, and
D. viviparus for 42 days after treatment.

(iii) Limitations. A withdrawal period
has not been established for this product
on preruminating calves. Do not use on
calves to be processed for veal. See
§500.25 of this chapter.

(2) Dogs—(i) Amount. Administer
topically a minimum of 1.1 mg per
pound (Ib) (2.5 mg/kg) of body weight,
once monthly using the appropriate
preloaded applicator tube.

(ii) Indications for use. For the
prevention of heartworm disease caused
by Dirofilaria immitis, as well as the
treatment and control of intestinal
hookworm (Ancylostoma caninum
(adult, immature adult, and L4 larvae)
and Uncinaria stenocephala (adult,
immature adult, and L4 larvae)),

roundworm (Toxocara canis (adult and
L4 larvae) and Toxascaris leonina
(adult)), and whipworm (Trichuris
vulpis (adult)) infections in dogs and
puppies that are at least 7 weeks of age
and that weigh at least 3 lbs.

(iii) Limitations. Federal law restricts
this drug to use by or on the order of
a licensed veterinarian.

PART 558—NEW ANIMAL DRUGS FOR
USE IN ANIMAL FEEDS

m 8. The authority citation for 21 CFR
part 558 continues to read as follows:

Authority: 21 U.S.C. 360b, 371.

§558.95 [Amended]

m 9.In §558.95, in the table in
paragraph (d)(4)(ii), in the
“Bambermycins in grams/ton” column,
remove “2 to 40” and in its place add
2 t0 80”’; and in the “Limitations”
column, remove the first sentence and
in its place add “Feed continuously on
a hand-fed basis at a rate of 10 to 40
milligrams per head per day in 1 to 10
pounds of supplemental Type C
medicated feed.”.

m 10.In § 558.665, revise paragraphs
(d)(2) and (e) to read as follows:

§558.665 Zilpaterol.

* * * * *

(d)* I

(2) Labeling of Type A medicated
articles and Type B medicated feeds
used to manufacture complete Type C
medicated feeds shall bear the caution
statement in paragraph (d)(3) of this
section.

* * * * *

(e) Conditions of use in cattle. It is
administered in feed as follows:

Zilpaterol T

hydrochloride Con:gmg/ttlgg in Indications for use Limitations Sponsor

in grams/ton 9

(1) 6.8 coeieee | e Cattle fed in confinement for slaughter: For | Feed continuously as the sole ration during 000061
increased rate of weight gain, improved the last 20 to 40 days on feed to provide
feed efficiency, and increased carcass 60 to 90 mg zilpaterol hydrochloride per
leanness in cattle fed in confinement for head per day. Withdrawal period: 3 days.
slaughter during the last 20 to 40 days See paragraph (d) of this section.
on feed.

(2) 6.8 ........... Monensin 10 to 40 ... | Cattle fed in confinement for slaughter: For | Feed continuously as the sole ration during 000061
increased rate of weight gain, improved the last 20 to 40 days on feed to provide 000986

feed efficiency, and increased carcass
leanness in cattle fed in confinement for
slaughter during the last 20 to 40 days
on feed; for prevention and control of
coccidiosis due to Eimeria bovis and E.
zuernii.

60 to 90 mg zilpaterol hydrochloride per
head per day and 0.14 to 0.42 mg
monensin per pound of body weight per
day depending on the severity of the
coccidiosis challenge, up to 480 mg/
head/day monensin. Withdrawal period:
3 days. See paragraph (d) of this sec-
tion. See paragraph §558.355(d) of this
chapter Monensin as provided by No.
000986 in §510.600(c) of this chapter.
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Zilpaterol T

hydrgchloride Comblna/tlon in Indications for use Limitations Sponsor

in grams/ton grams/ton

(3)6.8 .cceene Melengestrol acetate | Heifers fed in confinement for slaughter: | Feed continuously as the sole ration during 000061
to provide 0.25 to For increased rate of weight gain, im- the last 20 to 40 days on feed to provide 000986
0.5 mg/head/day. proved feed efficiency, and increased 60 to 90 mg zilpaterol hydrochloride per

carcass leanness in cattle fed in confine- head per day. Withdrawal period: 3 days.

ment for slaughter during the last 20 to See paragraph (d) of this section.

40 days on feed; and for suppression of | Melengestrol acetate as provided by Nos.

estrus (heat). 000986 or 054771 in §510.600(c) of this
chapter.

(4)6.8 ........... Monensin 10 to 40 Heifers fed in confinement for slaughter: | Feed continuously as the sole ration during 000061
plus melengestrol For increased rate of weight gain, im- the last 20 to 40 days on feed to provide 000986
acetate to provide proved feed efficiency, and increased 60 to 90 mg zilpaterol hydrochloride per
0.25 to 0.5 mg/ carcass leanness in cattle fed in confine- head per day and 0.14 to 0.42 mg
head/day. ment for slaughter during the last 20 to monensin per pound of body weight per

40 days on feed; for prevention and con- day depending on the severity of the
trol of coccidiosis due to Eimeria bovis coccidiosis challenge, up to 480 mg/
and E. zuernii; and for suppression of head/day monensin. Withdrawal period:
estrus (heat). 3 days. See paragraph (d) of this sec-
tion. See paragraphs §§558.342(d) and
558.355(d) of this chapter.
Monensin as provided by No. 000986;
melengestrol acetate as provided by
Nos. 000986 or 054771 in §510.600(c)
of this chapter.

(5) 6.8 ..ot Monensin 10 to 40, For increased rate of weight gain, improved | Feed continuously as the sole ration during 000061

plus tylosin 8 to 10. feed efficiency, and increased carcass the last 20 to 40 days on feed to provide 016592
leanness in cattle fed in confinement for 60 to 90 mg zilpaterol hydrochloride per
slaughter during the last 20 to 40 days head per day and 0.14 to 0.42 mg
on feed; for prevention and control of monensin per pound of body weight per
coccidiosis due to Eimeria bovis and E. day depending on the severity of the
zuernii; and for reduction of incidence of coccidiosis challenge, up to 480 mg/
liver abscesses caused by head/day monensin. Withdrawal period:
Fusobacterium necrophorum and 3 days. See paragraph (d) of this sec-
Arcanobacterium (Actinomyces) tion. See paragraphs §§558.355(d) and
pyogenes. 558.625(c) of this chapter.
Monensin as provided by No. 000986;
tylosin as provided by Nos. 000986 or
016592 in §510.600(c) of this chapter.

(6) 6.8 ........... Monensin 10 to 40, Heifers fed in confinement for slaughter: | Feed continuously as the sole ration during 000061
plus tylosin 8 to 10, For increased rate of weight gain, im- the last 20 to 40 days on feed to provide 000986
plus melengestrol proved feed efficiency, and increased 60 to 90 mg zilpaterol hydrochloride per 016592
acetate to provide carcass leanness in cattle fed in confine- head per day and 0.14 to 0.42 mg
0.25 to 0.5 mg/ ment for slaughter during the last 20 to monensin per pound of body weight per
head/day. 40 days on feed; for prevention and con- day depending on the severity of the

trol of coccidiosis due to Eimeria bovis coccidiosis challenge, up to 480 mg/

and E. zuernii; for reduction of incidence head/day monensin. Withdrawal period:

of liver abscesses caused by 3 days. See paragraph (d) of this sec-

Fusobacterium necrophorum and tion. See paragraphs §§558.342(d),

Arcanobacterium (Actinomyces) 558.355(d), and 558.625(c) of this chap-

pyogenes; and for suppression of estrus ter.

(heat). Monensin as provided by No. 000986;
tylosin as provided by Nos. 000986 or
016592; and melengestrol acetate as
provided by Nos. 000986 or 054771 in
§510.600(c) of this chapter.

(7) 8.81024 .. | (oo Cattle fed in confinement for slaughter: For | Feed continuously during the last 20 to 40 000061

increased rate of weight gain, improved
feed efficiency, and increased carcass
leanness in cattle fed in confinement for
slaughter during the last 20 to 40 days
on feed.

days on feed to provide 60 mg zilpaterol
hydrochloride per head per day. With-
drawal period: 3 days. See paragraph (d)
of this section.
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Zilpaterol T
hydrgchloride Comblna/tlon in Indications for use Limitations Sponsor
in grams/ton grams/ton
(8) 6.8 to 24 .. | Monensin 10 to 40 ... | Cattle fed in confinement for slaughter: For | Feed continuously during the last 20 to 40 000061
increased rate of weight gain, improved days on feed to provide 60 mg zilpaterol
feed efficiency, and increased carcass hydrochloride per head per day and 0.14
leanness in cattle fed in confinement for to 0.42 mg monensin per pound of body
slaughter during the last 20 to 40 days weight per day depending on the severity
on feed; and for prevention and control of the coccidiosis challenge, up to 480
of coccidiosis due to Eimeria bovis and mg/head/day monensin. Withdrawal pe-
E. zuernii. riod: 3 days. See paragraph (d) of this
section. See paragraph §558.355(d) of
this chapter.
Monensin as provided by No. 000986 in
§510.600(c) of this chapter.
(9) 6.8 to 24 .. | Melengestrol acetate | Heifers fed in confinement for slaughter: | Feed continuously during the last 20 to 40 000061
to provide 0.25 to For increased rate of weight gain, im- days on feed to provide 60 mg zilpaterol
0.5 mg/head/day. proved feed efficiency, and increased hydrochloride per head per day. With-
carcass leanness in cattle fed in confine- drawal period: 3 days. See paragraph (d)
ment for slaughter during the last 20 to of this section. See paragraph
40 days on feed; and for suppression of §558.342(d) of this part.
estrus (heat). Melengestrol acetate as provided by No.
054771 in §510.600(c) of this chapter.
(10) 6.8 to 24 | Monensin 10 to 40, Heifers fed in confinement for slaughter: | Feed continuously during the last 20 to 40 000061
plus melengestrol For increased rate of weight gain, im- days on feed to provide 60 mg zilpaterol
acetate to provide proved feed efficiency, and increased hydrochloride per head per day and 0.14
0.25 to 0.5 mg/ carcass leanness in cattle fed in confine- to 0.42 mg monensin per pound of body
head/day. ment for slaughter during the last 20 to weight per day depending on the severity
40 days on feed; for prevention and con- of the coccidiosis challenge, up to 480
trol of coccidiosis due to Eimeria bovis mg/head/day monensin. Withdrawal pe-
and E. zuernii; and for suppression of riod: 3 days. See paragraph (d) of this
estrus (heat). section. See paragraphs §§558.342(d)
and 558.355(d) of this chapter.
Monensin as provided by No. 000986;
melengestrol acetate as provided by No.
054771 in §510.600(c) of this chapter.
(11) 6.8 to 24 | Monensin 10 to 40, Cattle fed in confinement for slaughter: For | Feed continuously during the last 20 to 40 000061
plus tylosin 8 to 10. increased rate of weight gain, improved days on feed to provide 60 mg zilpaterol
feed efficiency, and increased carcass hydrochloride per head per day and 0.14
leanness in cattle fed in confinement for to 0.42 mg monensin per pound of body
slaughter during the last 20 to 40 days weight per day depending on the severity
on feed; for prevention and control of of the coccidiosis challenge, up to 480
coccidiosis due to Eimeria bovis and E. mg/head/day monensin. Withdrawal pe-
zuernii; and for reduction of incidence of riod: 3 days. See paragraph (d) of this
liver abscesses caused by section. See paragraphs §§558.355(d)
Fusobacterium necrophorum and and 558.625(c) of this chapter.
Arcanobacterium (Actinomyces) | Monensin and tylosin as provided by No.
pyogenes. 000986 in §510.600(c) of this chapter.
(12) 6.8 to 24 | Monensin 10 to 40, Heifers fed in confinement for slaughter: | Feed continuously during the last 20 to 40 000061

plus tylosin 8 to 10,
plus melengestrol
acetate to provide
0.25 to 0.5 mg/
head/day.

For increased rate of weight gain, im-
proved feed efficiency, and increased
carcass leanness in cattle fed in confine-
ment for slaughter during the last 20 to
40 days on feed; for prevention and con-
trol of coccidiosis due to Eimeria bovis
and E. zuernii; for reduction of incidence

of liver abscesses caused by
Fusobacterium necrophorum and
Arcanobacterium (Actinomyces)

pyogenes; and for suppression of estrus
(heat).

days on feed to provide 60 mg zilpaterol
hydrochloride per head per day and 0.14
to 0.42 mg monensin per pound of body
weight per day depending on the severity
of the coccidiosis challenge, up to 480
mg/head/day monensin. Withdrawal pe-
riod: 3 days. See paragraph (d) of this
section. See paragraphs §§558.342(d),
558.355(d), and 558.625(c) of this chap-
ter.

Monensin and tylosin as provided by No.

000986; melengestrol acetate as pro-
vided by No. 054771 in §510.600(c) of
this chapter.

Dated: August 31, 2015.
Bernadette Dunham,
Director, Center for Veterinary Medicine.
[FR Doc. 2015-21905 Filed 9-3-15; 8:45 am]
BILLING CODE 4164-01-P



Federal Register/Vol. 80, No. 172/Friday, September 4, 2015/Rules and Regulations

53463

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard
33 CFR Part 100

[Docket No. USCG-2010-1024]

Olympia Harbor Days Tug Boat Races,
Budd Inlet, WA
AGENCY: Coast Guard, DHS.

ACTION: Notice of enforcement of
regulation.

SUMMARY: The Coast Guard will enforce
the Special Local Regulation, Olympia
Harbor Days Tug Boat Races, Budd Inlet,
WA from 11:00 a.m. through 8:00 p.m.
on September 6, 2015. This action is
necessary to restrict vessel movement
within the specified race area
immediately prior to, during, and
immediately after racing activity in
order to ensure the safety of
participants, spectators and the
maritime public. Entry into, transit
through, mooring or anchoring within
the specified race area is prohibited
unless authorized by the Captain of the
Port, Puget Sound or Designated
Representatives.

DATES: The regulations in 33 CFR
100.1309 will be enforced from 11:00
a.m. through 8:00 p.m. on September 6,
2015.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this document,
call or email Petty Officer Ryan Griffin,
Sector Puget Sound Waterways
Management Division, Coast Guard;
telephone 206-510-7888, email
SectorPugetSoundWWM®@uscg.mil.

SUPPLEMENTARY INFORMATION: The Coast
Guard is providing notice of
enforcement of the Special Local
Regulation for Olympia Harbor Days
Tug Boat Races, Budd Inlet, WA in 33
CFR 100.1309 on September 6, 2015,
from 11:00 a.m. to 8:00 p.m.

The following area is specified as a
race area: All waters of Budd Inlet, WA
the width of the navigation channel
south of a line connecting the following
points: 47°05.530" N. 122°55.844” W.
and 47°05.528” N. 122°55.680" W. until
reaching the northernmost end of the
navigation channel at a line connecting
the following points: 47°05.108" N.
122°55.799"” W. and 47°05.131" N.
122°55.659" W. then southeasterly until
reaching the southernmost entrance of
the navigation channel at a line
connecting the following points:
47°03.946’ N. 122°54.577" W.,
47°04.004’ N. 122°54.471" W.

Under the provisions of 33 CFR
100.1309, the regulated area shall be
closed immediately prior to, during and
immediately after the event to all
persons and vessels not participating in
the event and authorized by the event
Sponsor.

This document is issued under
authority of 33 CFR 100.1309 and 5
U.S.C. 552(a). In addition to this
document in the Federal Register, the
Coast Guard will provide the maritime
community with advance notification of
this enforcement period via the Local
Notice to Mariners. If the Captain of the
Port determines that the regulated area
need not be enforced for the full
duration stated in this document, he
may use a Broadcast Notice to Mariners
to grant general permission to enter the
regulated area.

Dated: August 25, 2015.
M.W. Raymond,

Captain, U.S. Coast Guard, Captain of the
Port, Puget Sound.

[FR Doc. 2015-22024 Filed 9-3-15; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 117
[Docket No. USCG-2015-0708]

Drawbridge Operation Regulation;
Petaluma River, Petaluma, CA

AGENCY: Coast Guard, DHS.

ACTION: Notice of deviation from
drawbridge regulation.

SUMMARY: The Coast Guard has issued a
temporary deviation from the operating
schedule that governs the Haystack
Landing Drawbridge across the
Petaluma River, mile 12.4, at Petaluma,
CA. The deviation is necessary to allow
the bridge owner to replace the bridge.
This deviation allows the bridge to
remain in the closed-to-navigation
position during the deviation period.

DATES: This deviation is effective
without actual notice from September 4,
2015 to 6 p.m. on October 19, 2015. For
the purposes of enforcement, actual
notice will be used from 6 a.m. on
August 31, 2015, until September 4,
2015.

ADDRESSES: The docket for this
deviation, [USCG-2015-0708], is
available at http://www.regulations.gov.
Type the docket number in the
“SEARCH” box and click “SEARCH.”
Click on Open Docket Folder on the line

associated with this deviation. You may
also visit the Docket Management
Facility in Room W12-140 on the
ground floor of the Department of
Transportation West Building, 1200
New Jersey Avenue SE., Washington,
DC 20590, between 9 a.m. and 5 p.m.,
Monday through Friday, except Federal
holidays.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this temporary
deviation, call or email David H.
Sulouff, Chief, Bridge Section, Eleventh
Coast Guard District; telephone 510—
437-3516, email David.H.Sulouff@
uscg.mil. If you have questions on
viewing the docket, call Cheryl Collins,
Program Manager, Docket Operations,
telephone 202-366-9826.

SUPPLEMENTARY INFORMATION: Sonoma
Marin Area Rail Transit has requested a
temporary change to the operation of the
Haystack Landing Drawbridge across the
Petaluma River, mile 12.4, at Petaluma,
CA. The drawbridge navigation span
provides approximately 3 feet vertical
clearance above Mean High Water in the
closed-to-navigation position. In
accordance with 33 CFR 117.187(a), the
draw is maintained in the fully open
position, except for the crossing of
trains or for maintenance. Navigation on
the waterway is commercial and
recreational.

The drawspan will be periodically
secured in the closed-to-navigation
position, during daylight hours from 6
a.m. on August 31, 2015 to 6 p.m. on
October 19, 2015, due to bridge
replacement construction. During
daylight hours, the bridge will be
secured in the closed to navigation
position for construction, and will
require four hours advance notice for
bridge openings for commercial vessels
moving on the tide.

Scheduled 30-minute bridge openings
will be provided at midday for the
passage of accumulated, small vessels.
The bridge will be secured in the open-
to-navigation position nights and
weekends, when no work is in progress.
This temporary deviation has been
coordinated with the waterway users.

Vessels able to pass through the
bridge in the closed position may do so
at anytime. The bridge will be able to
open for emergencies upon two hours
advance notice. There is no alternative
route available for vessel traffic. The
Coast Guard will inform waterway users
of this temporary deviation via our
Local and Broadcast Notices to Mariners
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to minimize resulting navigational
impacts.

In accordance with 33 CFR 117.35(e),
the drawbridge must return to its regular
operating schedule immediately at the
end of the effective period of this
temporary deviation. This deviation
from the operating regulations is
authorized under 33 CFR 117.35.

Dated: August 21, 2015.
D.H. Sulouff,

District Bridge Chief, Eleventh Coast Guard
District.

[FR Doc. 2015-22025 Filed 9-3—15; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 117

[Docket Number USCG-2015-0837]
Drawbridge Operation Regulation;
lllinois Waterway, Beardstown, IL

AGENCY: Coast Guard, DHS.
ACTION: Notice of deviation from
drawbridge regulation.

SUMMARY: The Coast Guard has issued a
temporary deviation from the operating
schedule that governs the Burlington
Northern Santa Fe Railroad Bridge
across the Illinois Waterway, mile 88.8,
at Beardstown, Illinois. The deviation is
necessary to allow signal upgrades to be
installed which can only be done when
the bridge is in the closed-to-navigation
position. The deviation allows the
bridge to be in the closed-to-navigation
position for 4 hours.

DATES: This deviation is effective from
noon to 4 p.m., September 24, 2015.

ADDRESSES: The docket for this
deviation, [USCG-2015-0837] is
available at http://www.regulations.gov.
Type the docket number in the
“SEARCH” box and click “SEARCH.”
Click on Open Docket Folder on the line
associated with this deviation. You may
also visit the Docket Management
Facility in Room W12-140 on the
ground floor of the Department of
Transportation West Building, 1200
New Jersey Avenue SE., Washington,
DC 20590, between 9 a.m. and 5 p.m.,
Monday through Friday, except Federal
holidays.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this temporary
deviation, call or email Eric A.
Washburn, Bridge Administrator,
Western Rivers, Coast Guard; telephone
(314) 269-2378, email Eric. Washburn@
uscg.mil. If you have questions on

viewing the docket, call Cheryl F.
Collins, Program Manager, Docket
Operations, telephone (202) 366—9826.

SUPPLEMENTARY INFORMATION: The
Burlington Northern Santa Fe Railway
Company requested a temporary
deviation for the Burlington Northern
Santa Fe (BNSF) Railroad Bridge, mile
88.8, at Beardstown, Illinois across the
Illinois Waterway. It has a vertical
clearance of 19.6 feet above normal pool
in the closed position. The BNSF
Railroad Bridge currently operates in
accordance with 33 CFR 117.393(a)
which requires that the bridge be
maintained in the open-to-navigation
position; closing only when a train
needs to transit the bridge.

The deviation period is from noon to
4 p.m., September 24, 2015, when the
draw span will remain in the closed-to-
navigation position. During this time
signal upgrades will be installed. The
draw span will not be returned to its
fully open position until the upgrades
are completed. Vessels will not be
allowed to pass while the signal
upgrade is in progress. The bridge can
open in case of emergency.

Navigation at the site of the bridge
consists mainly of commercial vessels.
Based on known waterway users, as
well as coordination with those
waterway users, it has been determined
that this closure will not have a
significant effect on these vessels. No
alternate routes are available.

The Coast Guard will also inform the
users of the waterway through our Local
and Broadcast Notices to Mariners of the
change in operating schedule for the
bridge so that vessels can arrange their
transits to minimize any impact caused
by the temporary deviation.

In accordance with 33 CFR 117.35(e),
the drawbridge must return to its regular
operating schedule immediately at the
end of the effective period of this
temporary deviation. This deviation
from the operating regulations is
authorized under 33 CFR 117.35.

Dated: August 31, 2015.
David M. Frank,

Bridge Administrator, Eighth Coast Guard
District.

[FR Doc. 201521964 Filed 9-3—-15; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 117

[Docket No. USCG—-2015-0819]
Drawbridge Operation Regulation;
Sacramento River, Sacramento, CA

AGENCY: Coast Guard, DHS.
ACTION: Notice of deviation from
drawbridge regulation.

SUMMARY: The Coast Guard has issued a
temporary deviation from the operating
schedule that governs the Tower
Drawbridge across the Sacramento
River, mile 59.0 at Sacramento, CA. The
deviation is necessary to allow the
community to participate in the Farm to
Fork dinner event. This deviation
allows the bridge to remain in the
closed-to-navigation position during the
deviation period.

DATES: This deviation is effective from
1 p.m. to 10 p.m. on September 27,
2015.

ADDRESSES: The docket for this
deviation, [USCG—-2015-0819], is
available at http://www.regulations.gov.
Type the docket number in the
“SEARCH” box and click “SEARCH.”
Click on Open Docket Folder on the line
associated with this deviation. You may
also visit the Docket Management
Facility in Room W12-140 on the
ground floor of the Department of
Transportation West Building, 1200
New Jersey Avenue SE., Washington,
DC 20590, between 9 a.m. and 5 p.m.,
Monday through Friday, except Federal
holidays.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this temporary
deviation, call or email David H.
Sulouff, Chief, Bridge Section, Eleventh
Coast Guard District; telephone 510—
437-3516, email David.H.Sulouff@
uscg.mil. If you have questions on
viewing the docket, call Cheryl Collins,
Program Manager, Docket Operations,
telephone 202-366-9826.
SUPPLEMENTARY INFORMATION: California
Department of Transportation has
requested a temporary change to the
operation of the Tower Drawbridge,
mile 59.0, over Sacramento River, at
Sacramento, CA. The drawbridge
navigation span provides a vertical
clearance of 30 feet above Mean High
Water in the closed-to-navigation
position. The draw opens on signal from
May 1 through October 31 from 6 a.m.
to 10 p.m. and from November 1
through April 30 from 9 a.m. to 5 p.m.
At all other times the draw shall open
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on signal if at least four hours notice is
given, as required by 33 CFR 117.189(a).
Navigation on the waterway is
commercial and recreational.

The drawspan will be secured in the
closed-to-navigation position 1 p.m. to
10 p.m. on September 27, 2015, to allow
the community to participate in the
Farm to Fork dinner event. This
temporary deviation has been
coordinated with the waterway users.
No objections to the proposed
temporary deviation were raised.

Vessels able to pass through the
bridge in the closed position may do so
at anytime. The bridge will not be able
to open for emergencies and there is no
immediate alternate route for vessels to
pass. The Coast Guard will also inform
the users of the waterway through our
Local and Broadcast Notices to Mariners
of the change in operating schedule for
the bridge so that vessels can arrange
their transits to minimize any impact
caused by the temporary deviation.

In accordance with 33 CFR 117.35(e),
the drawbridge must return to its regular
operating schedule immediately at the
end of the effective period of this
temporary deviation. This deviation
from the operating regulations is
authorized under 33 CFR 117.35.

Dated: August 19, 2015.
D.H. Sulouff,

District Bridge Chief, Eleventh Coast Guard
District.

[FR Doc. 2015-22026 Filed 9-3—15; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165
[Docket Number USCG-2015—-0823]
RIN 1625-AA00

Safety Zone, Labor Day Long Neck
Style Fireworks, Indian River Bay;
Long Neck, DE

AGENCY: Coast Guard, DHS.

ACTION: Temporary final rule.

SUMMARY: The Coast Guard is
establishing a temporary safety zone on
the waters of Indian River Bay in Long
Neck, DE. The safety zone will restrict
vessel traffic on a portion of Indian
River Bay from operating while a
fireworks event is taking place. This
temporary safety zone is necessary to
protect the surrounding public and
vessels from the hazards associated with
a fireworks display.

DATES: This rule is effective from 8:00
p-m. to 10:00 p.m. on September 6,
2015.

ADDRESSES: Documents mentioned in
this preamble are part of docket [USCG—
2015-0823]. To view documents
mentioned in this preamble as being
available in the docket, go to http://
www.regulations.gov, type the docket
number in the “SEARCH” box and click
“SEARCH.” Click on Open Docket
Folder on the line associated with this
rulemaking. You may also visit the
Docket Management Facility in Room
W12-140 on the ground floor of the
Department of Transportation West
Building, 1200 New Jersey Avenue SE.,
Washington, DC 20590, between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this rule, call or
email If you have questions on this
temporary rule, call or email Lieutenant
Brennan Dougherty, U.S. Coast Guard,
Sector Delaware Bay, Chief Waterways
Management Division, Coast Guard;
telephone (215)271-4851, email
Brennan.P.Dougherty@uscg.mil. If you
have questions on viewing or submitting
material to the docket, call Cheryl
Collins, Program Manager, Docket
Operations, telephone (202) 366—9826.

SUPPLEMENTARY INFORMATION:
Table of Acronyms

DHS Department of Homeland Security
FR Federal Register

NPRM Notice of Proposed Rulemaking
COTP Captain of the Port

A. Regulatory History and Information

The Coast Guard is issuing this final
rule without prior notice and
opportunity to comment pursuant to
authority under section 4(a) of the
Administrative Procedure Act (APA) (5
U.S.C. 553(b)). This provision
authorizes an agency to issue a rule
without prior notice and opportunity to
comment when the agency for good
cause finds that those procedures are
“impracticable, unnecessary, or contrary
to the public interest.” Under 5 U.S.C.
553(b)(B), the Coast Guard finds that
good cause exists for not publishing a
notice of proposed rulemaking (NPRM)
with respect to this rule as publishing
an NPRM is impracticable given that the
final details for this event were not
received by the Coast Guard until
August 18, 2015, and this event is
scheduled for September 6, 2015.

For similar reasons, under 5 U.S.C.
553(d)(3), the Coast Guard finds that
good cause exists for making this rule
effective less than 30 days after
publication in the Federal Register.

B. Basis and Purpose

The legal basis for the rule is the
Coast Guard’s authority to establish
regulated navigation areas and other
limited access areas: 33 U.S.C. 1231; 33
CFR 1.05-1, 160.5; Department of
Homeland Security Delegation No.
0170.1.

The purpose of this safety zone is to
protect mariners and spectators from the
hazards associated with the fireworks
display, such as accidental discharge of
fireworks, dangerous projectiles, and
falling hot embers or other debris.

C. Discussion of the Final Rule

To mitigate the risks associated with
the Labor Day Long Neck Style
Fireworks Display, the Captain of the
Port, Delaware Bay is establishing a
temporary safety zone in the vicinity of
the launch site. The safety zone will
encompass all waters of Indian River
Bay within a 230 Yard radius of the
fireworks launch platform in
approximate position 38°3635.8” N.,
075°09'04.4” W. in Long Neck, DE. The
safety zone will be effective and
enforced from 8:00 p.m. until 10:00 p.m.
on September 6, 2015. Entry into,
transiting, or anchoring within the
safety zone is prohibited unless
authorized by the Captain of the Port,
Delaware Bay, or his on-scene
representative. The Captain of the Port,
Delaware Bay, or his on-scene
representative may be contacted via
VHF channel 16.

D. Regulatory Analyses

We developed this rule after
considering numerous statutes and
executive orders related to rulemaking.
Below we summarize our analyses
based on these statutes or executive
orders.

1. Regulatory Planning and Review

This rule is not a significant
regulatory action under section 3(f) of
Executive Order 12866, Regulatory
Planning and Review, as supplemented
by Executive Order 13563, Improving
Regulation and Regulatory Review, and
does not require an assessment of
potential costs and benefits under
section 6(a)(3) of Executive Order 12866
or under section 1 of Executive Order
13563. The Office of Management and
Budget has not reviewed it under those
Orders. Although this regulation will
restrict access to the regulated area, the
effect of this rule will not be significant
because: the Coast Guard will make
extensive notification of the Safety Zone
to the maritime public via maritime
advisories so mariners can alter their
plans accordingly, vessels may still be
permitted to transit through the safety
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zone with the permission of the Captain
of the Port on a case-by-case basis, and
this rule will be enforced for only the
duration of the fireworks display.

2. Impact on Small Entities

The Regulatory Flexibility Act of 1980
(RFA), 5 U.S.C. 601-612, as amended,
requires federal agencies to consider the
potential impact of regulations on small
entities during rulemaking. The term
“small entities”” comprises small
businesses, not-for-profit organizations
that are independently owned and
operated and are not dominant in their
fields, and governmental jurisdictions
with populations of less than 50,000.
The Coast Guard certifies under 5 U.S.C.
605(b) that this rule will not have a
significant economic impact on a
substantial number of small entities.
This rule will affect the following
entities, some of which may be small
entities: the owners or operators of
vessels intending to anchor or transit
along a portion of Indian River Bay in
Long Neck, DE from 8:00 p.m. until
10:00 p.m. on September 6, 2015, unless
cancelled earlier by the Captain of the
Port once all operations are completed.

This safety zone will not have a
significant economic impact on a
substantial number of small entities for
the reasons stated under paragraph D.1.,
Regulatory Planning and Review.

3. Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104-121),
we want to assist small entities in
understanding this rule. If the rule
would affect your small business,
organization, or governmental
jurisdiction and you have questions
concerning its provisions or options for
compliance, please contact the person
listed in the FOR FURTHER INFORMATION
CONTACT, above.

Small businesses may send comments
on the actions of Federal employees
who enforce, or otherwise determine
compliance with, Federal regulations to
the Small Business and Agriculture
Regulatory Enforcement Ombudsman
and the Regional Small Business
Regulatory Fairness Boards. The
Ombudsman evaluates these actions
annually and rates each agency’s
responsiveness to small business. If you
wish to comment on actions by
employees of the Coast Guard, call 1—-
888—REG-FAIR (1-888-734—3247). The
Coast Guard will not retaliate against
small entities that question or complain
about this rule or any policy or action
of the Coast Guard.

4. Collection of Information

This rule will not call for a new
collection of information under the
Paperwork Reduction Act of 1995 (44
U.S.C. 3501-3520).

5. Federalism

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has a substantial direct
effect on the States, on the relationship
between the national government and
the States, or on the distribution of
power and responsibilities among the
various levels of government. We have
analyzed this rule under that Order and
determined that this rule does not have
implications for federalism.

6. Protest Activities

The Coast Guard respects the First
Amendment rights of protesters.
Protesters are asked to contact the
person listed in the FOR FURTHER
INFORMATION CONTACT section to
coordinate protest activities so that your
message can be received without
jeopardizing the safety or security of
people, places or vessels.

7. Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) requires
Federal agencies to assess the effects of
their discretionary regulatory actions. In
particular, the Act addresses actions
that may result in the expenditure by a
State, local, or tribal government, in the
aggregate, or by the private sector of
$100,000,000 (adjusted for inflation) or
more in any one year. Though this rule
will not result in such expenditure, we
do discuss the effects of this rule
elsewhere in this preamble.

8. Taking of Private Property

This rule will not cause a taking of
private property or otherwise have
taking implications under Executive
Order 12630, Governmental Actions and
Interference with Constitutionally
Protected Property Rights.

9. Civil Justice Reform

This rule meets applicable standards
in sections 3(a) and 3(b)(2) of Executive
Order 12988, Civil Justice Reform, to
minimize litigation, eliminate
ambiguity, and reduce burden.

10. Protection of Children

We have analyzed this rule under
Executive Order 13045, Protection of
Children from Environmental Health
Risks and Safety Risks. This rule is not
an economically significant rule and
does not create an environmental risk to
health or risk to safety that may
disproportionately affect children.

11. Indian Tribal Governments

This rule does not have tribal
implications under Executive Order
13175, Consultation and Coordination
with Indian Tribal Governments,
because it does not have a substantial
direct effect on one or more Indian
tribes, on the relationship between the
Federal Government and Indian tribes,
or on the distribution of power and
responsibilities between the Federal
Government and Indian tribes.

12. Energy Effects

This action is not a “significant
energy action” under Executive Order
13211, Actions Concerning Regulations
That Significantly Affect Energy Supply,
Distribution, or Use.

13. Technical Standards

This rule does not use technical
standards. Therefore, we did not
consider the use of voluntary consensus
standards.

14. Environment

We have analyzed this rule under
Department of Homeland Security
Management Directive 023—01 and
Commandant Instruction M16475.1D,
which guide the Coast Guard in
complying with the National
Environmental Policy Act of 1969
(NEPA) (42 U.S.C. 4321-4370f), and
have determined that this action is one
of a category of actions that do not
individually or cumulatively have a
significant effect on the human
environment. This rule involves
implementation of regulations within 33
CFR part 165, applicable to safety zones
on the navigable waterways. This zone
will temporarily restrict vessel traffic
from transiting the Indian River Bay
along the shoreline of Long Neck,
Delaware, in order to protect the safety
of life and property on the waters for the
duration of the fireworks display. This
rule is categorically excluded from
further review under paragraph 34(g) of
Figure 2—1 of the Commandant
Instruction. A preliminary
environmental analysis checklist
supporting this determination and a
Categorical Exclusion Determination are
available in the docket where indicated
under ADDRESSES. We seek any
comments or information that may lead
to the discovery of a significant
environmental impact from this rule.

List of Subjects in 33 CFR Part 165

Harbors, Marine safety, Navigation
(water), Reporting and recordkeeping
requirements, Security measures,
Waterways.
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For the reasons discussed in the
preamble, the Coast Guard amends 33
CFR part 165 as follows:

PART 165—REGULATED NAVIGATION
AREAS AND LIMITED ACCESS AREAS

m 1. The authority citation for part 165
continues to read as follows:

Authority: 33 U.S.C. 1231; 50 U.S.C. 191;
33 CFR 1.05-1, 6.04-1, 6.04—6, and 160.5;
Department of Homeland Security Delegation
No. 0170.1.

m 2. Add § 165.T05-0823 to read as
follows:

§165.T05-0823 Safety Zone, Labor Day
Long Neck Style Fireworks, Indian River
Bay; Long Neck, DE.

(a) Regulated area. The following area
is a safety zone: all waters of Indian
River Bay within a 230 yard radius of
the fireworks launch platform in
approximate position 38°36’35.8” N.,
075°09'04.4” W. in Long Neck, DE.

(b) Regulations. The general safety
zone regulations found in subpart C of
this part apply to the safety zone created
by this section.

(1) All persons or vessels wishing to
transit through the Safety Zone must
request authorization to do so from the
Captain of the Port or his designated
representative one hour prior to the
intended time of transit.

(2) Vessels granted permission to
transit must do so in accordance with
the directions provided by the Captain
of the Port or his designated
representative to the vessel.

(3) To seek permission to transit the
Safety Zone, the Captain of the Port’s
representative can be contacted via
marine radio VHF Channel 16.

(4) This section applies to all vessels
wishing to transit through the safety
zone except vessels that are engaged in
the following operations:

(i) Enforcing laws;

(ii) Servicing aids to navigation; and

(iii) Emergency response vessels.

(5) No person or vessel may enter or
remain in a safety zone without the
permission of the Captain of the Port;

(6) Each person and vessel in a safety
zone shall obey any direction or order
of the Captain of the Port.

(c) Definitions. (1) Captain of the Port
means the Commander, Coast Guard
Sector Delaware Bay, or any Coast
Guard commissioned, warrant or petty
officer who has been authorized by the
Captain of the Port to act on his behalf.

(2) Designated representative means
any Coast Guard commissioned, warrant
or petty officer who has been authorized
by the Captain of the Port, Delaware
Bay, to assist in enforcing the safety
zone described in paragraph (a) of this
section.

(d) Enforcement officials. The U.S.
Coast Guard may be assisted by Federal,
State, and local agencies in the patrol
and enforcement of the zone.

(e) Enforcement period. This safety
zone will be effective from 8:00 p.m.
until 10:00 p.m. on September 6, 2015,
unless cancelled earlier by the Captain
of the Port.

B.A. Cooper,

Captain, U.S. Coast Guard, Captain of the
Port Delaware Bay.

[FR Doc. 2015-21953 Filed 9-3—-15; 8:45 am]
BILLING CODE 9110-04-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52

[EPA-R06—-OAR-2013-0808; FRL-9932-50-
Region 6]

Approval and Promulgation of
Implementation Plans; Texas;
Infrastructure Requirements for the
1997 Ozone and the 1997 and 2006
PM, s NAAQS

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Direct final rule.

SUMMARY: The Environmental Protection
Agency (EPA) is finalizing a change to
the Code of Federal Regulations (CFR) to
reflect a 2014 EPA approval to a State
Implementation Plan (SIP) revision to
regulate greenhouse gases (GHGs) in
Texas Prevention of Significant
Deterioration (PSD) permitting program
and to show that the SIP deficiency
identified in a prior partial disapproval
for the 1997 Ozone and the 1997 and
2006 PM; s National Ambient Air
Quality Standards (NAAQS) has been
addressed.

DATES: This rule is effective on
November 3, 2015 without further
notice, unless EPA receives relevant
adverse comment by October 5, 2015. If
EPA receives such comment, EPA will
publish a timely withdrawal in the
Federal Register informing the public
that this rule will not take effect.
ADDRESSES: Submit your comments,
identified by Docket No. EPA-R06—
OAR-2013-0808, by one of the
following methods:

o www.regulations.gov: Follow the
on-line instructions.

e Email: Carl Young at young.carl@
epa.gov.

e Mail or delivery: Mr. Guy
Donaldson, Chief, Air Planning Section
(6PD-L), Environmental Protection
Agency, 1445 Ross Avenue, Suite 1200,
Dallas, Texas 75202—-2733.

Instructions: Direct your comments to
Docket ID No. EPA-R06-OAR-2013—-
0808. The EPA’s policy is that all
comments received will be included in
the public docket without change and
may be made available online at
http://www.regulations.gov, including
any personal information provided,
unless the comment includes
information claimed to be Confidential
Business Information (CBI) or other
information the disclosure of which is
restricted by statute. Do not submit
electronically any information that you
consider to be CBI or other information
whose disclosure is restricted by statute.
The http://www.regulations.gov Web
site is an ““‘anonymous access’ system,
which means that the EPA will not
know your identity or contact
information unless you provide it in the
body of your comment. If you send an
email comment directly to the EPA
without going through http://
www.regulations.gov, your email
address will be automatically captured
and included as part of the comment
that is placed in the public docket and
made available on the Internet. If you
submit an electronic comment, the EPA
recommends that you include your
name and other contact information in
the body of your comment along with
any disk or CD-ROM submitted. If the
EPA cannot read your comment due to
technical difficulties and cannot contact
you for clarification, the EPA may not
be able to consider your comment.
Electronic files should avoid the use of
special characters and any form of
encryption and should be free of any
defects or viruses. Multimedia
submissions (audio, video, etc.) must be
accompanied by a written comment.
The written comment is considered the
official comment and should include
discussion of all points you wish to
make. The EPA will generally not
consider comments or comment
contents located outside of the primary
submission (i.e. on the web, cloud, or
other file sharing system). For
additional information on submitting
comments, please visit http://
www2.epa.gov/dockets/commenting-
epa-dockets.

Docket: The index to the docket for
this action is available electronically at
www.regulations.gov and in hard copy
at EPA Region 6, 1445 Ross Avenue,
Suite 700, Dallas, Texas. While all
documents in the docket are listed in
the index, some information may be
publicly available only at the hard copy
location (e.g., copyrighted material), and
some may not be publicly available at
either location (e.g., CBI).
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FOR FURTHER INFORMATION CONTACT: Carl
Young, 214-665—-6645, young.carl@
epa.gov. To inspect the hard copy
materials, please schedule an
appointment with Mr. Young.
SUPPLEMENTARY INFORMATION:
Throughout this document wherever
“we,” “us,” or “our” is used, we mean
the EPA.

I. Background

In an action on April 4, 2008, we
partially approved and partially
disapproved the portions of a Texas SIP
submittal for the 1997 ozone and 1997
PM, s NAAQS pertaining to prevention
of significant deterioration (PSD)
permitting (76 FR 81371, December 28,
2011). Our partial disapproval was
based on the fact that at the time the
Texas SIP did not regulate greenhouse
gases (GHGs) in the PSD permitting
program. Afterwards Texas revised the
SIP to regulate GHGs in their PSD
permitting program. We approved this
revision in 2014 (79 FR 66626,
November 10, 2014). Now that Texas
has a fully approved SIP for PSD
permitting, the deficiency that led to our
December 28, 2011 partial disapproval
has been addressed. However, in our
approval of the GHG program, we did
not revise the CFR to reflect that the
deficiency had been addressed. We are
correcting that oversight in today’s
action.

II. Final Action

Using our authority under 110(k)(6) of
the Act, we are finalizing a change to 40
CFR 52.2270(c) to reflect a 2014 EPA
approval to a SIP revision to regulate
GHGs in Texas’ PSD permitting program
and to show that the SIP deficiency
identified in our prior partial
disapproval for the 1997 Ozone and the
1997 and 2006 PM> s NAAQS has been
addressed.

EPA is publishing this rule without
prior proposal because we view this as
a non-controversial amendment and
anticipate no adverse comments.
However, in the proposed rules section
of this Federal Register publication, we
are publishing a separate document that
will serve as the proposal to approve the
SIP revision if relevant adverse
comments are received. This rule will
be effective on November 3, 2015
without further notice unless we receive
relevant adverse comment by October 5,
2015. If we receive relevant adverse
comments, we will publish a timely
withdrawal in the Federal Register
informing the public that the rule will
not take effect. We will address all
public comments in a subsequent final
rule based on the proposed rule. We
will not institute a second comment

period on this action. Any parties
interested in commenting must do so
now. Please note that if we receive
relevant adverse comment on an
amendment, paragraph, or section of
this rule and if that provision may be
severed from the remainder of the rule,
we may adopt as final those provisions
of the rule that are not the subject of an
adverse comment.

III. Statutory and Executive Order
Reviews

Under the CAA, the Administrator is
required to approve a SIP submission
that complies with the provisions of the
Act and applicable Federal regulations.
42 U.S.C. 7410(k); 40 CFR 52.02(a).
Thus, in reviewing SIP submissions, the
EPA’s role is to approve state choices,
provided that they meet the criteria of
the CAA. This action merely revises the
CFR to reflect a 2014 EPA approval to
a SIP revision to regulate GHGs in Texas
PSD permitting program and to show
that the SIP deficiency identified in a
prior partial disapproval for the 1997
Ozone and the 1997 and 2006 PM, 5
National Ambient Air Quality Standards
(NAAQS) has been addressed. For that
reason, this action:

¢ Is not a “significant regulatory
action” subject to review by the Office
of Management and Budget under
Executive Orders 12866 (58 FR 51735,
October 4, 1993) and 13563 (76 FR 3821,
January 21, 2011);

¢ Does not impose an information
collection burden under the provisions
of the Paperwork Reduction Act (44
U.S.C. 3501 et seq.);

o [s certified as not having a
significant economic impact on a
substantial number of small entities
under the Regulatory Flexibility Act (5
U.S.C. 601 et seq.);

¢ Does not contain any unfunded
mandate or significantly or uniquely
affect small governments, as described
in the Unfunded Mandates Reform Act
of 1995 (Pub. L. 104-4);

¢ Does not have Federalism
implications as specified in Executive
Order 13132 (64 FR 43255, August 10,
1999);

e Is not an economically significant
regulatory action based on health or
safety risks subject to Executive Order
13045 (62 FR 19885, April 23, 1997);

e Is not a significant regulatory action
subject to Executive Order 13211 (66 FR
28355, May 22, 2001);

¢ Is not subject to requirements of
section 12(d) of the National
Technology Transfer and Advancement
Act of 1995 (15 U.S.C. 272 note) because
application of those requirements would
be inconsistent with the CAA; and

¢ Does not provide EPA with the
discretionary authority to address, as
appropriate, disproportionate human
health or environmental effects, using
practicable and legally permissible
methods, under Executive Order 12898
(59 FR 7629, February 16, 1994).

In addition, the SIP is not approved to
apply on any Indian reservation land or
in any other area where EPA or an
Indian tribe has demonstrated that a
tribe has jurisdiction. In those areas of
Indian country, the rule does not have
tribal implications and will not impose
substantial direct costs on tribal
governments or preempt tribal law as
specified by Executive Order 13175 (65
FR 67249, November 9, 2000).

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this action and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. A major rule
cannot take effect until 60 days after it
is published in the Federal Register.
This action is not a “major rule” as
defined by 5 U.S.C. 804(2).

Under section 307(b)(1) of the Clean
Air Act, petitions for judicial review of
this action must be filed in the United
States Court of Appeals for the
appropriate circuit by November 3,
2015. Filing a petition for
reconsideration by the Administrator of
this final rule does not affect the finality
of this action for the purposed of
judicial review nor does it extend the
time within which a petition for judicial
review may be filed, and shall not
postpone the effectiveness of such rule
or action. This action may not be
challenged later in proceedings to
enforce its requirements. (See section
307(b)(2).)

List of Subjects in 40 CFR Part 52

Environmental protection, Air
pollution control, Incorporation by
reference, Ozone, Particulate matter,
Reporting and recordkeeping
requirements.

Authority: 42 U.S.C. 7401 et seq.

Dated: August 26, 2015.
Ron Curry,
Regional Administrator, Region 6.

40 CFR part 52 is amended as follows:
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PART 52—APPROVAL AND
PROMULGATION OF
IMPLEMENTATION PLANS

m 1. The authority citation for part 52
continues to read as follows:

Authority: 42 U.S.C. 7401 et seq.

Subpart SS—Texas

m 2. The second table in § 52.2270(e)
titled “EPA Approved Nonregulatory
Provisions and Quasi-Regulatory
Measures in the Texas SIP” is amended
by revising the entry for “Infrastructure
and Interstate Transport for the 1997

Ozone and the 1997 and 2006 PM, s
NAAQS”.

The revision reads as follows:

§52.2270 Identification of plan.

* * * * *

(e) * *x %

EPA APPROVED NONREGULATORY PROVISIONS AND QUASI-REGULATORY MEASURES IN THE TEXAS SIP

. . State ap-
. Applicabl h
Name of SIP provision pr?c;ﬁ?attiigaogr{?greg or proval/sub- EPA approval date Comments
mittal date
Infrastructure  and  Interstate Statewide ..., 12/12/2007, 3/ 12/28/2011, 76 FR 81371  Approval for CAA ele-

Transport for the 1997 Ozone
and the 1997 and 2006 PM, s
NAAQS.

11/2008, 4/4/
2008, 11/23/
2009

ments 110(a)(2)(A), (B),
(E), (F), (G), (H), (K),
(L), and (M). Full ap-
proval for CAA elements
110(a)(2)(C), (D)(i)(IN),
(D)(ii) and (J) with ap-
proval of the GHG PSD
revision (11/10/2014, 79
FR 66626).

[FR Doc. 2015-22035 Filed 9-3—15; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2014-0114; FRL-9931-18]

Oxathiapiprolin; Pesticide Tolerances

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation establishes
tolerances for residues of
oxathiapiprolin in or on multiple
commodities that are identified and
discussed later in this document. E.I. du
Pont de Nemours and Company
(“Dupont”) requested these tolerances
under the Federal Food, Drug, and
Cosmetic Act (FFDCA).

DATES: This regulation is effective
September 4, 2015. Objections and
requests for hearings must be received
on or before November 3, 2015, and
must be filed in accordance with the
instructions provided in 40 CFR part
178 (see also Unit I.C. of the
SUPPLEMENTARY INFORMATION).
ADDRESSES: The docket for this action,
identified by docket identification (ID)
number EPA-HQ-OPP-2014-0114, is
available at http://www.regulations.gov
or at the Office of Pesticide Programs
Regulatory Public Docket (OPP Docket)
in the Environmental Protection Agency

Docket Center (EPA/DC), West William
Jefferson Clinton Bldg., Rm. 3334, 1301
Constitution Ave. NW., Washington, DC
20460-0001. The Public Reading Room
is open from 8:30 a.m. to 4:30 p.m.,
Monday through Friday, excluding legal
holidays. The telephone number for the
Public Reading Room is (202) 566—1744,
and the telephone number for the OPP
Docket is (703) 305-5805. Please review
the visitor instructions and additional
information about the docket available
at http://www.epa.gov/dockets.

FOR FURTHER INFORMATION CONTACT:
Susan Lewis, Registration Division
(7505P), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave. NW., Washington,
DC 20460-0001; main telephone
number: (703) 305—-7090; email address:
RDFRNotices@epa.gov.

SUPPLEMENTARY INFORMATION:

I. General Information

A. Does this action apply to me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. The following
list of North American Industrial
Classification System (NAICS) codes is
not intended to be exhaustive, but rather
provides a guide to help readers
determine whether this document
applies to them. Potentially affected
entities may include:

e Crop production (NAICS code 111).

e Animal production (NAICS code
112).

¢ Food manufacturing (NAICS code
311).

¢ Pesticide manufacturing (NAICS
code 32532).

B. How can I get electronic access to
other related information?

You may access a frequently updated
electronic version of EPA’s tolerance
regulations at 40 CFR part 180 through
the Government Printing Office’s e-CFR
site at http://www.ecfr.gov/cgi-bin/text-
idx?&c=ecfr&tpl=/ecfrbrowse/Title40/
40tab_02.tpl.

C. How can I file an objection or hearing
request?

Under FFDCA section 408(g), 21
U.S.C. 3464, any person may file an
objection to any aspect of this regulation
and may also request a hearing on those
objections. You must file your objection
or request a hearing on this regulation
in accordance with the instructions
provided in 40 CFR part 178. To ensure
proper receipt by EPA, you must
identify docket ID number EPA-HQ-
OPP-2014-0114 in the subject line on
the first page of your submission. All
objections and requests for a hearing
must be in writing, and must be
received by the Hearing Clerk on or
before November 3, 2015. Addresses for
mail and hand delivery of objections
and hearing requests are provided in 40
CFR 178.25(b).

In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178, please
submit a copy of the filing (excluding
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any Confidential Business Information
(CBI)) for inclusion in the public docket.
Information not marked confidential
pursuant to 40 CFR part 2 may be
disclosed publicly by EPA without prior
notice. Submit the non-CBI copy of your
objection or hearing request, identified
by docket ID number EPA-HQ-OPP—
2014-0114, by one of the following
methods:

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the online
instructions for submitting comments.
Do not submit electronically any
information you consider to be CBI or
other information whose disclosure is
restricted by statute.

e Mail: OPP Docket, Environmental
Protection Agency Docket Center (EPA/
DC), (28221T), 1200 Pennsylvania Ave.
NW., Washington, DC 20460—-0001.

e Hand Delivery: To make special
arrangements for hand delivery or
delivery of boxed information, please
follow the instructions at http://
www.epa.gov/dockets/contacts.html.

Additional instructions on commenting
or visiting the docket, along with more
information about dockets generally, is
available at
http://www.epa.gov/dockets.

II. Summary of Petitioned-for Tolerance

In the Federal Register of May 23,
2014 (79 FR 29729) (FRL—-9910—29),
EPA issued a document pursuant to
FFDCA section 408(d)(3), 21 U.S.C.
346a(d)(3), announcing the filing of a
pesticide petition (PP 3F8220) by
Dupont, 1007 Market Street,
Wilmington, DE 19898. The petition
requested that 40 CFR part 180 be
amended by establishing tolerances for
residues of the fungicide
oxathiapiprolin, 1-(4-{4-[(5RS)-5-(2,6-
difluorophenyl)-4,5-dihydro-1,2-oxazol-
3-yll-1,3-thiazol-2-yl}-1-piperidyl)-2-[5-
methyl-3-(trifluoromethyl)-1H-pyrazol-
1-yl] ethanone, in or on the following
commodities: Brassica (cole) leafy
vegetables, head and stem brassica crop
subgroup 5A at 1.5 ppm; bulb
vegetables, onion, bulb, crop subgroup
3—07A at 0.04 ppm; bulb vegetables,
onion, green crop subgroup 3—-07B at 2
ppm; cucurbit vegetables, crop group 9
at 0.2 ppm; fruiting vegetables crop
group 8-10 at 0.2 ppm; grape (import
tolerance) at 0.9 ppm; ginseng root at 0.4
ppm; leafy greens crop subgroup 4A at
15 ppm; peas, edible podded at 1 ppm;
peas, succulent, shelled at 0.05 ppm;
and vegetable, root and tuber vegetables,
tuberous corm vegetable crop subgroup
1C at 0.01 ppm. One comment was
received on the notice of filing. EPA’s
response to this comment is discussed
in Unit IV.C.

Additionally, in the Federal Register
of July 17, 2015 (80 FR 42462) (FRL-
9923-13), EPA issued a document
pursuant to FFDCA section 408(d)(3), 21
U.S.C. 346a(d)(3), announcing a
correction to the filing of a pesticide
petition (PP 3F8220) by Dupont. This
document corrects the petition
announced in the May 23, 2014 Federal
Register by adding the omitted entry for
dried fruit vegetable at 0.9 ppm. No
FFDCA-related comments were received
on this notice of filing.

Based upon review of the data
supporting the petition, EPA has revised
the tolerance levels of some
commodities and corrected several
commodity definitions. The reasons for
these changes are explained in Unit
IV.D.

ITI. Aggregate Risk Assessment and
Determination of Safety

Section 408(b)(2)(A)(i) of FFDCA
allows EPA to establish a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the tolerance is “‘safe.”
Section 408(b)(2)(A)(ii) of FFDCA
defines “safe”” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) of FFDCA requires EPA to
give special consideration to exposure
of infants and children to the pesticide
chemical residue in establishing a
tolerance and to “‘ensure that there is a
reasonable certainty that no harm will
result to infants and children from
aggregate exposure to the pesticide
chemical residue. . . .”

Consistent with FFDCA section
408(b)(2)(D), and the factors specified in
FFDCA section 408(b)(2)(D), EPA has
reviewed the available scientific data
and other relevant information in
support of this action. EPA has
sufficient data to assess the hazards of
and to make a determination on
aggregate exposure for oxathiapiprolin
including exposure resulting from the
tolerances established by this action.
EPA’s assessment of exposures and risks
associated with oxathiapiprolin follows.

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered its validity,
completeness, and reliability as well as
the relationship of the results of the
studies to human risk. EPA has also
considered available information

concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children.

In the toxicity studies for
oxathiapiprolin, no treatment-related
effects were seen at doses up to the limit
dose. No treatment-related effects were
seen in subchronic or chronic oral
toxicity (rats, mice, or dogs), dermal
toxicity, neurotoxicity, or
immunotoxicity studies. Additionally,
there was no evidence of
carcinogenicity in cancer studies with
rats or mice. No treatment-related effects
were seen in maternal or fetal animals
in rat or rabbit developmental toxicity
studies. Treatment-related effects were
observed in offspring animals in rat
reproduction studies (decreased body
weight and delayed preputial
separation); however, the effects were
only observed at doses above the limit
dose (1,227 milligram/kilogram/day
(mg/kg/day)). Such high doses are not
relevant for human health risk. No other
treatment-related effects were observed
in oral or dermal studies with
oxathiapiprolin. The lack of observed
toxicity is consistent with the low to
moderate oral absorption and lack of
bioaccumulation reported in the rat
metabolism studies. In acute lethality
studies, exposure to oxathiapiprolin
resulted in low toxicity via the oral,
dermal, and inhalation routes of
exposure. Oxathiapiprolin was not a
dermal or eye irritant, or a skin
sensitizer.

Specific information on the studies
received and the nature of the adverse
effects caused by oxathiapiprolin as
well as the no-observed-adverse-effect-
level (NOAEL) and the lowest-observed-
adverse-effect-level (LOAEL) from the
toxicity studies can be found at http://
www.regulations.gov in document,
“Oxathiapiprolin—New Active
Ingredient Human Health Risk
Assessment of Uses on Turf,
Ornamentals, and a Number of Crops”
in docket ID number EPA-HQ-OPP-
2014-0114.

B. Toxicological Points of Departure/
Levels of Concern

Once a pesticide’s toxicological
profile is determined, EPA identifies
toxicological points of departure (POD)
and levels of concern to use in
evaluating the risk posed by human
exposure to the pesticide. For hazards
that have a threshold below which there
is no appreciable risk, the toxicological
POD is used as the basis for derivation
of reference values for risk assessment.
PODs are developed based on a careful
analysis of the doses in each
toxicological study to determine the
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dose at which the NOAEL and the
LOAEL are identified. Uncertainty/
safety factors are used in conjunction
with the POD to calculate a safe
exposure level—generally referred to as
a population-adjusted dose (PAD) or a
reference dose (RfD)—and a safe margin
of exposure (MOE). For non-threshold
risks, the Agency assumes that any
amount of exposure will lead to some
degree of risk. Thus, the Agency
estimates risk in terms of the probability
of an occurrence of the adverse effect
expected in a lifetime. For more
information on the general principles
EPA uses in risk characterization and a
complete description of the risk
assessment process, see http://
www.epa.gov/pesticides/factsheets/
riskassess.htm.

The majority of the toxicity studies for
oxathiapiprolin did not demonstrate
treatment-related effects, with the
exception of the reproduction study.
The effects in the reproduction study
were minimal and seen at doses (above
the limit dose) not relevant for human
exposure. There were no adverse acute
or chronic effects identified for any
population groups (including infants
and children). Therefore, due to the
limited toxicity in the oxathiapiprolin
toxicological database, toxicity
endpoints and points of departure were
not selected for oxathiapiprolin
exposure scenarios and a quantitative
risk assessment was not conducted.

C. Exposure Assessment

1. Dietary exposure from food and
feed uses. In evaluating dietary
exposure to oxathiapiprolin, EPA
considered exposure under the
petitioned-for tolerances. There is likely
to be dietary exposure to
oxathiapiprolin from its use as a
pesticide on food. Should exposure
occur, however, minimal to no risk is
expected for the general population,
including infants and children, due to
the low toxicity of oxathiapiprolin.

2. Dietary exposure from drinking
water. Exposure to oxathiapiprolin via
drinking water from the proposed uses
is expected to be minimal due to rapid
foliar uptake and limited quantities
available in spray drift. No adverse
effects were observed in the submitted
toxicological studies for oxathiapiprolin
regardless of the route of exposure.

3. From non-dietary exposure. The
term ‘‘residential exposure” is used in
this document to refer to non-
occupational, non-dietary exposure
(e.g., for lawn and garden pest control,
indoor pest control, termiticides, and
flea and tick control on pets).

Oxathiapiprolin is not proposed or
registered for any specific use pattern

that would result in residential handler
exposure. However, some of the uses
could involve commercial application
in areas where residential post-
application activities could occur (i.e.,
individuals playing on treated golf
courses, commercial landscapes or
treated ornamentals purchased at a
retail location). Since no adverse effects
were observed for oxathiapiprolin in the
submitted toxicological studies
(regardless of the route of exposure),
quantitative residential handler or post-
application exposure assessments are
not needed.

4. Cumulative effects from substances
with a common mechanism of toxicity.
Section 408(b)(2)(D)(v) of FFDCA
requires that, when considering whether
to establish, modify, or revoke a
tolerance, the Agency consider
““available information’” concerning the
cumulative effects of a particular
pesticide’s residues and “other
substances that have a common
mechanism of toxicity.” EPA has not
found oxathiapiprolin to share a
common mechanism of toxicity with
any other substances, and
oxathiapiprolin does not appear to
produce a toxic metabolite produced by
other substances. For the purposes of
this tolerance action, therefore, EPA has
assumed that oxathiapiprolin does not
have a common mechanism of toxicity
with other substances. For information
regarding EPA’s efforts to determine
which chemicals have a common
mechanism of toxicity and to evaluate
the cumulative effects of such
chemicals, see EPA’s Web site at
http://www.epa.gov/pesticides/
cumulative.

D. Safety Factor for Infants and
Children

1. In general. Section 408(b)(2)(C) of
FFDCA provides that EPA shall apply
an additional tenfold (10X) margin of
safety for infants and children in the
case of threshold effects to account for
prenatal and postnatal toxicity and the
completeness of the database on toxicity
and exposure unless EPA determines
based on reliable data that a different
margin of safety will be safe for infants
and children. This additional margin of
safety is commonly referred to as the
Food Quality Protection Act Safety
Factor (FQPA SF). In applying this
provision, EPA either retains the default
value of 10X, or uses a different
additional safety factor when reliable
data available to EPA support the choice
of a different factor.

2. Prenatal and postnatal sensitivity.
No evidence of increased quantitative or
qualitative susceptibility was seen in
developmental toxicity studies in rats

and rabbits. No treatment related effects
were seen in maternal or fetal animals
in the studies. However, there was
evidence of increased quantitative
susceptibility in reproduction studies in
rats at doses above the limit dose.
Decreased pup weight and delayed
sexual maturation (preputial separation)
were seen in the studies in the absence
of maternal toxicity.

3. Conclusion. As part of its
qualitative assessment, EPA evaluated
the available toxicity and exposure data
on oxathiapiprolin and considered its
validity, completeness, and reliability,
as well as the relationship of this
information to human risk. EPA
considers the toxicity database to be
complete and has identified no residual
uncertainty with regard to prenatal and
postnatal toxicity or exposure. No
hazard was identified based on the
available studies; therefore, EPA
concludes that there are no threshold
effects of concern to infants, children, or
adults from oxathiapiprolin. As a result,
EPA concludes that no additional
margin of exposure (safety) is necessary.

E. Aggregate Risks and Determination of
Safety

Taking into account the available data
for oxathiapiprolin, EPA has concluded
that given the lack of toxicity of this
substance, no risks of concern are
expected. Therefore, EPA concludes that
there is a reasonable certainty that no
harm will result to the general
population, or to infants and children,
from aggregate exposure to
oxathiapiprolin.

IV. Other Considerations

A. Analytical Enforcement Methodology

Method 30422 (Supplement No. 1)
was developed for plant commodities,
and Method 31138 was developed for
livestock commodities. Residues of
oxathiapiprolin and associated
metabolites are extracted from crop or
livestock commodity samples using a
solution of formic acid, water and
acetonitrile, and diluted with
acetonitrile and water. Both methods
use liquid chromotography with tandem
mass spectrometry (LC/MS/MS),
specifically reverse-phase liquid
chromatography (LC), and detection by
electrospray tandem mass spectrometry
(MS/MS).

The FDA multi-residue methods are
not suitable for detection and
enforcement of oxathiapiprolin residues
or associated metabolites. However, the
European Multiresidue Method (DFG
Method S19) and the QuUEChERS
Multiresidue Method have shown
success in some matrices.
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Adequate enforcement methodology
(LC/MS/MS) is available to enforce the
tolerance expression. The method may
be requested from: Chief, Analytical
Chemistry Branch, Environmental
Science Center, 701 Mapes Rd., Ft.
Meade, MD 20755-5350; telephone
number: (410) 305-2905; email address:
residuemethods@epa.gov.

B. International Residue Limits

In making its tolerance decisions, EPA
seeks to harmonize U.S. tolerances with
international standards whenever
possible, consistent with U.S. food
safety standards and agricultural
practices. EPA considers the
international maximum residue limits
(MRLs) established by the Codex
Alimentarius Commission (Codex), as
required by FFDCA section 408(b)(4).
The Codex Alimentarius is a joint
United Nations Food and Agriculture
Organization/World Health
Organization food standards program,
and it is recognized as an international
food safety standards-setting
organization in trade agreements to
which the United States is a party. EPA
may establish a tolerance that is
different from a Codex MRL; however,
FFDCA section 408(b)(4) requires that
EPA explain the reasons for departing
from the Codex level.

The Codex has not established a MRL
for oxathiapiprolin.

C. Response to Comments

One comment was received in
response to the notice of filing of
Dupont’s application. The commenter
objected to the increase of chemical
residues generally and expressed
concerns about the carcinogenic effects
of chemicals on humans, particularly
children. The Agency understands the
commenter’s concerns regarding toxic
chemicals, their potential effects on
humans, and population subgroups
such as children. Pursuant to its
authority under the FFDCA, and as
discussed further in this preamble, EPA
conducted a comprehensive assessment
of oxathiapiprolin, including its
potential for carcinogenicity. Based on
its assessment of the available data, the
Agency has concluded that there is a
reasonable certainty that no harm will
result from aggregate exposure to
residues of oxathiapiprolin.

D. Revisions to Petitioned-for
Tolerances

For grape, green onion, cucurbit
vegetables, and edible podded pea, EPA
has added an additional significant
figure (such as 1.0 ppm rather than 1
ppm) to conform to EPA’s convention
for establishing enforceable tolerances.

Thus, the tolerance for grape was
revised to 0.70, for green onion to 2.0,
for cucurbit vegetables to 0.20, and for
edible-podded pea to 1.0. This is in
order to avoid the situation where
rounding of a residue result to the level
of precision of the tolerance expression
would be considered non-violative
(such as 1.4 ppm being rounded to 1
ppm).

In the case of crop group 8-10,
Fruiting Vegetables, the petitioned-for-
tolerance was based on the exclusion of
a tomato field trial from the tolerance
calculation. If this trial is excluded, all
representative commodities (bell
pepper, non-bell pepper, and tomato)
support a crop group tolerance of 0.20
ppm. However, EPA has concluded that
this trial cannot be excluded from the
tolerance derivation because there were
insufficient data to support this trial as
an outlier. Including those data in the
tolerance calculation for crop group 8—
10, EPA is establishing a tolerance for
crop group 8-10 at 0.50 ppm and a
tolerance for dried tomatoes at 3.0 ppm.
EPA is not issuing a crop group 8-10
tolerance for dried versions of all
commodities in that crop group, as
EPA’s current regulations do not permit
the Agency to establish crop group
processed commodity tolerances.
Moreover, the available data do not
support establishing separate individual
tolerances for dried versions of the other
commodities in crop group 8-10.

In the case of ginseng, Dupont
submitted four field trials at the good
agricultural practice (GAP) proposed
use rate and two field trials at
approximately two times the GAP.
Based on a review of the data and
consultation with the global partners,
EPA has concluded that using the 1x
data is more appropriate for setting the
tolerance, and is establishing a tolerance
at 0.15 ppm based on that data.

The Agency also corrected the
commodity definitions for the following
commodities: Bulb vegetables, onion,
bulb, crop subgroup 3-07A, to onion,
bulb, subgroup 3-07A; bulb vegetables,
onion, green crop subgroup 3—07B to
onion, green, subgroup 3-07B; brassica
(cole) leafy vegetables, head and stem
brassica crop subgroup 5A to brassica,
head and stem, subgroup 5A; cucurbit
vegetables, crop group 9 to vegetable,
cucurbit, group 9; fruiting vegetables
crop group 8-10 to vegetable, fruiting,
group 8-10; ginseng root to ginseng;
leafy vegetables (except brassica
vegetables), leafy greens crop subgroup
4A to leafy greens, subgroup 4A; peas,
edible podded to pea, edible-podded;
peas, succulent, shelled to pea,
succulent shelled; and vegetable, root
and tuber vegetables, tuberous corm

vegetable crop subgroup 1G, to
vegetable, tuberous and corm, subgroup
1C.

The registrant did not petition for
rotational crop tolerances. However,
EPA has concluded that for future MRL
harmonization purposes, it is
appropriate to set a value of 0.10 ppm
for inadvertent residues in all other food
commodities/feed commodities (other
than those covered by a tolerance as a
result of use on growing crops).

V. Conclusion

Therefore, tolerances are established
for residues of oxathiapiprolin, 1-(4-{4-
[(5RS)-5-(2,6-difluorophenyl)-4,5-
dihydro-1,2-oxazol-3-yl]-1,3-thiazol-2-
yl}-1-piperidyl)-2-[5-methyl-3-
(trifluoromethyl)-1H-pyrazol-1-yl]
ethanone, in or on the following
commodities: Brassica, head and stem,
subgroup 5A at 1.5 ppm; ginseng at 0.15
ppm; grape at 0.70 ppm; leafy greens
subgroup 4A at 15 ppm; onion, bulb,
crop subgroup 3-07A at 0.04 ppm;
onion, green, crop subgroup 3—07B at
2.0 ppm; peas, edible podded at 1.0
ppm; peas, succulent, shelled at 0.05
ppm; tomato, dried at 3.0 ppm;
vegetable, cucurbit, crop group 9 at 0.20
ppm; vegetables, fruiting, crop group 8-
10 at 0.50 ppm; and vegetable, tuberous
and corm, crop subgroup 1C at 0.01

m.
pIn addition, inadvertent tolerances are
established residues of oxathiapiprolin
on all other food commodities/feed
commodities (other than those covered
by a tolerance as a result of use on
growing crops) at 0.10 ppm.

VI. Statutory and Executive Order
Reviews

This action establishes tolerances
under FFDCA section 408(d) in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled “Regulatory
Planning and Review” (58 FR 51735,
October 4, 1993). Because this action
has been exempted from review under
Executive Order 12866, this action is
not subject to Executive Order 13211,
entitled “Actions Concerning
Regulations That Significantly Affect
Energy Supply, Distribution, or Use” (66
FR 28355, May 22, 2001) or Executive
Order 13045, entitled “Protection of
Children from Environmental Health
Risks and Safety Risks” (62 FR 19885,
April 23, 1997). This action does not
contain any information collections
subject to OMB approval under the
Paperwork Reduction Act (PRA) (44
U.S.C. 3501 et seq.), nor does it require
any special considerations under
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Populations ancll Low-Income Y Dated: August 27, 2015. All other food commodities/feed
A Jack E. Housenger, commodities (other than those
Populations” (59 FR 7629, February 16, ) . .
1994) Director, Office of Pesticide Programs. covered by a tolerance as a re-
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Since tolerances and exemptions that Therefore, 40 CFR chapter I is 9 g crops)

are established on the basis of a petition
under FFDCA section 408(d), such as
the tolerances in this final rule, do not
require the issuance of a proposed rule,
the requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.), do not apply.

This action directly regulates growers,
food processors, food handlers, and food
retailers, not States or tribes, nor does
this action alter the relationships or
distribution of power and
responsibilities established by Congress
in the preemption provisions of FFDCA
section 408(n)(4). As such, the Agency
has determined that this action will not
have a substantial direct effect on States
or tribal governments, on the
relationship between the national
government and the States or tribal
governments, or on the distribution of
power and responsibilities among the
various levels of government or between
the Federal Government and Indian
tribes. Thus, the Agency has determined
that Executive Order 13132, entitled
“Federalism” (64 FR 43255, August 10,
1999) and Executive Order 13175,
entitled “Consultation and Coordination
with Indian Tribal Governments” (65 FR
67249, November 9, 2000) do not apply
to this action. In addition, this action
does not impose any enforceable duty or
contain any unfunded mandate as
described under Title II of the Unfunded
Mandates Reform Act (UMRA) (2 U.S.C.
1501 et seq.).

This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act
(NTTAA) (15 U.S.C. 272 note).

VII. Congressional Review Act

Pursuant to the Congressional Review
Act (5 U.S.C. 801 et seq.), EPA will
submit a report containing this rule and
other required information to the U.S.
Senate, the U.S. House of
Representatives, and the Comptroller
General of the United States prior to
publication of the rule in the Federal
Register. This action is not a “‘major
rule” as defined by 5 U.S.C. 804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides

amended as follows:
PART 180—[AMENDED]

m 1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346a and 371.

m 2. Add § 180.685 to subpart C to read
as follows:

§ 180.685 Oxathiapiprolin; tolerances for
residues.

(a) General. (1) Tolerances are
established for residues of the fungicide
oxathiapiprolin, including its
metabolites and degradates, in or on the
commodities in the table below.
Compliance with the tolerance levels
specified below is to be determined by
measuring only oxathiapiprolin, 1-[4-[4-
[5-(2,6-difluorophenyl)-4,5-dihydro-3-
isoxazolyl]-2-thiazolyl]-1-piperidinyl]-2-
[5-methyl-3-(trifluoromethyl)-1H-
pyrazol-1-yl]-ethanone, in or on the
commodity.

. Parts per
Commodity miIIioB‘n
Brassica, head and stem, sub-
group 5A 1.5
Ginseng ......... 0.15
Grape ! ..o 0.70
Leafy greens subgroup 4A ......... 15
Onion, bulb, subgroup 3—-07A .... 0.04
Onion, green, subgroup 3-07B .. 2.0
Pea, edible-podded .................... 1.0
Pea, succulent shelled ... 0.05
Tomato, dried .......cccceeeeeeeiiinnnns 3.0
Vegetable, cucurbit, group 9 ...... 0.20
Vegetable, fruiting, group 8-10 .. 0.50
Vegetable, tuberous and corm,
subgroup 1C ...ooceiiriieieee 0.01

1There is no associated U.S. registration as
of September 4, 2015.

(b) Section 18 emergency exemptions.
[Reserved]

(c) Tolerances with regional
registrations. [Reserved]

(d) Indirect or inadvertent residues.
Tolerances are established for residues
of the fungicide oxathiapiprolin,
including its metabolites and
degradates, in or on the commodities in
the table below. Compliance with the
tolerance levels specified below is to be
determined by measuring only
oxathiapiprolin, 1-[4-[4-[5-(2,6-
difluorophenyl)-4,5-dihydro-3-
isoxazolyl]-2-thiazolyl]-1-piperidinyl]-2-
[5-methyl-3-(trifluoromethyl)-1H-
pyrazol-1-yl]-ethanone, in or on the
commodity.

[FR Doc. 2015-21917 Filed 9-3-15; 8:45 am]
BILLING CODE 6560-50—-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 622
[Docket No. 130312235-3658-02]
RIN 0648—-XE126

Fisheries of the Caribbean, Gulf of
Mexico, and South Atlantic; Snapper-
Grouper Resources of the South
Atlantic; Trip Limit Reduction

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Temporary rule; trip limit
reduction.

SUMMARY: NMF'S reduces the
commercial trip limit for vermilion
snapper in or from the exclusive
economic zone (EEZ) of the South
Atlantic to 500 1b (227 kg), gutted
weight. This trip limit reduction is
necessary to protect the South Atlantic
vermilion snapper resource.

DATES: This rule is effective 12:01 a.m.,
local time, September 10, 2015, until
12:01 a.m., local time, January 1, 2016.
FOR FURTHER INFORMATION CONTACT:
Catherine Hayslip, NMFS Southeast
Regional Office, telephone: 727-824—
5305, email: catherine.hayslip@
noaa.gov.

SUPPLEMENTARY INFORMATION: The
snapper-grouper fishery in the South
Atlantic includes vermilion snapper and
is managed under the Fishery
Management Plan for the Snapper-
Grouper Fishery of the South Atlantic
Region (FMP). The FMP was prepared
by the South Atlantic Fishery
Management Council and is
implemented by NMFS under the
authority of the Magnuson-Stevens
Fishery Conservation and Management
Act (Magnuson-Stevens Act) by
regulations at 50 CFR part 622.

The commercial ACL (commercial
quota) for vermilion snapper in the
South Atlantic is divided into two, 6-
month periods. The commercial quota is
394,829 1b (179,091 kg), gutted weight,
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438,260 1b (198,791 kg), round weight,
for January 1 through June 30, 2015, and
394,829 1b (179,091 kg), gutted weight,
438,260 1b (198,791 kg), round weight,
for July 1 through December 31, 2015,
as specified in 50 CFR
622.190(a)(4)(i)(C) and (ii)(C),
respectively. Any unused portion of the
January 1 through June 30, 2015, fishing
season commercial quota is added to the
July 1 through December 31, 2015,
fishing season commercial quota, as
specified in 50 CFR 622.190(a)(4)(iii). In
2015, there was no unused commercial
quota for the January through June
period as the commercial sector reached
its quota during the first 6-month
period. The sector was closed on April
15, 2015, through June 30, 2015 (80 FR
19243, April 10, 2015).

Under 50 CFR 622.191(a)(6)(ii), NMFS
is required to reduce the commercial
trip limit for vermilion snapper from
1,000 1b (454 kg), gutted weight, 1,110
1b (503 kg), round weight, to 500 lb (227
kg), gutted weight, 555 lb (252 kg),
round weight, when 75 percent of the
fishing season quota is reached or is
projected to be reached, by filing a
notification to that effect with the Office
of the Federal Register, as implemented
by the final rule for Regulatory
Amendment 18 to the FMP (78 FR
47574, August 6, 2013). Based on
current data, NMFS has determined that
75 percent of the available vermilion
snapper commercial quota for the July 1

through December 31, 2015, fishing
season will be reached on or before
September 10, 2015. Accordingly,
NMFS is reducing the commercial trip
limit for vermilion snapper to 500 lb
(227 kg), gutted weight, 555 1b (252 kg),
round weight, in or from the South
Atlantic EEZ at 12:01 a.m., local time,
on September 10, 2015. This 500-1b
(227-kg), gutted weight, 555-1b (252-kg),
round weight, trip limit will remain in
effect until the commercial sector
reaches its quota and the sector closes,
or through December 31, 2015,
whichever occurs first.

Classification

The Regional Administrator,
Southeast Region, NMFS, has
determined this temporary rule is
necessary for the conservation and
management of South Atlantic
vermilion snapper and is consistent
with the Magnuson-Stevens Act and
other applicable laws.

This action is taken under 50 CFR
622.191(a)(6) and is exempt from review
under Executive Order 12866.

These measures are exempt from the
procedures of the Regulatory Flexibility
Act because the temporary rule is issued
without opportunity for prior notice and
comment.

This action responds to the best
scientific information available. The
Assistant Administrator for Fisheries,
NOAA (AA), finds that the need to
immediately implement this

commercial trip limit reduction
constitutes good cause to waive the
requirements to provide prior notice
and opportunity for public comment
pursuant to the authority set forth in 5
U.S.C. 553(b)(B), because prior notice
and opportunity for public comment on
this temporary rule is unnecessary and
contrary to the public interest. Such
procedures are unnecessary, because the
rule establishing the trip limit reduction
has already been subject to notice and
comment, and all that remains is to
notify the public of the trip limit. They
are contrary to the public interest,
because there is a need to immediately
implement this action to protect the
vermilion snapper resource since the
capacity of the fishing fleet allows for
rapid harvest of the quota. Prior notice
and opportunity for public comment on
this action would require time and
would increase the probability that the
commercial sector could exceed the
quota.

For the aforementioned reasons, the
AA also finds good cause to waive the
30-day delay in the effectiveness of this
action under 5 U.S.C. 553(d)(3).

Authority: 16 U.S.C. 1801 et seq.
Dated: September 1, 2015.

Jennifer M. Wallace,

Acting Director, Office of Sustainable
Fisheries, National Marine Fisheries Service.

[FR Doc. 2015-22047 Filed 9-1-15; 4:15 pm]
BILLING CODE 3510-22-P
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DEPARTMENT OF AGRICULTURE

Animal and Plant Health Inspection
Service

9 CFR Parts 101 and 116

[Docket No. APHIS-2014-0063]

RIN 0579-AE11

VSTA Records and Reports Specific to

International Standards for
Pharmacovigilance

AGENCY: Animal and Plant Health
Inspection Service, USDA.

ACTION: Proposed rule; withdrawal and
reproposal.

SUMMARY: We are proposing to amend
the Virus-Serum-Toxin Act regulations
concerning records and reports. This
change would require veterinary
biologics licensees and permittees to
record and submit reports concerning
adverse events associated with the use
of biological products they produce or
distribute. The information that must be
included in the adverse event reports
submitted to the Animal and Plant
Health Inspection Service would be
provided in separate guidance
documents. This proposed rule replaces
a previously published proposed rule,
which we are withdrawing as part of
this document.

DATES: We will consider all comments
that we receive on or before November
3, 2015.

ADDRESSES: You may submit comments
by either of the following methods:

e Federal eRulemaking Portal: Go to
http://www.regulations.gov/
#!docketDetail;D=APHIS-2014-0063.

e Postal Mail/Commercial Delivery:
Send your comment to Docket No.
APHIS-2014-0063, Regulatory Analysis
and Development, PPD, APHIS, Station
3A-03.8, 4700 River Road Unit 118,
Riverdale, MD 20737-1238.

Supporting documents and any
comments we receive on this docket
may be viewed at http://
www.regulations.gov/
#!docketDetail,D=APHIS-2014-0063 or

in our reading Room, which is located
in Room 1141 of the USDA South
Building, 14th Street and Independence
Avenue SW., Washington, DC. Normal
reading room hours are 8 a.m. to 4:30
p-m., Monday through Friday, except
holidays. To be sure someone is there to
help you, please call (202) 799-7039
before coming.

FOR FURTHER INFORMATION CONTACT: Dr.
Donna L. Malloy, Section Leader,
Operational Support, Center for
Veterinary Biologics Policy, Evaluation,
and Licensing, VS, APHIS, 4700 River
Road Unit 148, Riverdale, MD 20737—
1231; (301) 851-3426.

SUPPLEMENTARY INFORMATION:

Background

The Virus-Serum-Toxin Act
regulations in 9 CFR part 116 (referred
to below as the regulations) contain
requirements for maintaining detailed
records of information necessary to give
a complete accounting of all the
activities within a veterinary biologics
establishment. These records include
records and reports for unfavorable or
unintended events that occur in animals
after the use of a biological product.

Specifically, the regulations in
§116.1, paragraph (a) state that such
reports must include, but are not limited
to, the items enumerated in the
regulations, including inventory and
disposition records, (§ 116.2),
information concerning product
development and preparation and
market suspension and recalls (§ 116.5),
animal records (§ 116.6), and test
records (§ 116.7).

In § 116.5, paragraph (b) states that if
at any time there are indications that
raise questions regarding the purity,
safety, potency, or efficacy of a product,
or if it appears that there may be a
problem regarding the preparation,
testing, or distribution of a product, the
licensee, permittee, or foreign
manufacturer must immediately notify
the Animal and Plant Health Inspection
Service (APHIS) concerning the
circumstances and the action taken, if
any.

However, the regulations in § 116.1 do
not explicitly require licensees and
permittees to maintain records of
adverse events associated with the use
of veterinary biologics, nor do the
regulations in § 116.5 provide specific
guidance in determining whether an
adverse event should be considered an

indication that raises questions
regarding the purity, safety, potency,
efficacy, preparation, testing, or
distribution (PSPEPTD) of such product.
Consequently, each veterinary biologics
manufacturer makes an independent
determination concerning (1) whether
an adverse event report raises PSPEPTD
questions and (2) when and in what
manner such report of the adverse event
will be provided to APHIS.

To limit the harm to animals posed by
unsatisfactory veterinary biologics,
APHIS must rely on adverse event
reports provided by veterinary biologics
licensees and permittees. However,
without any explicit guidance as to the
form those reports should take,
licensees and permittees are using
nonstandardized methods to record and
submit reports regarding adverse events
to APHIS. Similarly, without explicit
reporting requirements concerning
adverse events, reports that may signal
problems concerning the use of
veterinary biological products are not all
being submitted to APHIS in a timely
manner.

The changes we are proposing are also
consistent with guidelines set out by the
International Cooperation on
Harmonization of Technical
Requirements for Registration of
Veterinary Medicinal Products (VICH).
VICH is a unique project conducted
under the World Organization for
Animal Health, that brings together the
regulatory authorities of the European
Union, Japan, and the United States and
representatives from the animal health
industry in the three regions. Regulatory
authorities and industry experts from
Australia, Canada, and New Zealand
participate as observers.

The purpose of VICH is to harmonize
technical requirements for veterinary
medicinal products (both
pharmaceuticals and biologics). As a
VICH member, APHIS provides
expertise on veterinary biological
products and participates in efforts to
enhance harmonization. Both APHIS
and the animal health industry are
committed to seek scientifically based
harmonized technical requirements for
the development and use of veterinary
biological products. VICH Guideline
GLA42 specifically addresses data
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elements for submission of adverse
event reports.?

By amending our regulations based on
VICH pharmacovigilance guidelines we
would be integrating into our
regulations internationally accepted
practices that would enhance the safety
and efficacy of veterinary biologics in
the United States. Furthermore, our
consistency with these international
guidelines would enhance the ability of
the U.S. biologics industry to export
their products.

We have previously undertaken
rulemaking to address the problems
described above and to bring our
reporting and recordkeeping
requirements into closer alignment with
the VICH guidelines. Specifically, on
August 17, 2005, we published in the
Federal Register (70 FR 48325-48329,
Docket No. 00-071-2) a proposed rule 2
to amend the regulations concerning
records and reports to require veterinary
biologics licensees and permittees to
record and submit reports to APHIS
concerning adverse events associated
with the use of veterinary biological
products that they produce or distribute.
The proposed rule would have required
veterinary biologics licensees and
permittees to report to APHIS the
number of doses of each licensed
product that they distribute. The
proposed rule also would have amended
the regulations in 9 CFR part 101 to
provide definitions for the terms
adverse event and adverse event report.

We solicited comments on our
proposal for 60 days ending on October
17, 2005. We received seven comments
by that date. The comments were from
industry associations, manufacturers of
veterinary biologics, and a software
company that specializes in
pharmacovigilance. Four of these
commenters expressed conceptual
support for the proposed rule, but were
concerned that parts of the proposed
regulations were overly broad or
ambiguous and would increase the
regulatory burden on the industry and
possibly compromise confidential
business information. One commenter
was skeptical of the need for the rule.
The remaining commenters neither
supported nor opposed the rule but
instead either asked for clarification or
suggested wording that they believed
would provide greater clarity.

In response to these comments, we
believe it is necessary to clarify those
provisions that could be subject to

1The VICH pharmacovigilance guidelines can be
accessed at http://www.vichsec.org/guidelines/
pharmacovigilance.html.

2To view the proposed rule and the comments
we received, go to http://www.regulations.gov/
#!docketDetail;D=APHIS-2005-0071.

multiple interpretations and to provide
more specifics concerning the
information that should be included in
adverse event reports associated with
the use of veterinary biologics that are
submitted to the Agency. Therefore, we
are withdrawing the August 17, 2005,
proposed rule and are replacing it with
the proposed changes described in this
document. The proposed recordkeeping
and reporting requirements regarding
adverse events that would apply to each
licensee, permittee, and foreign
establishment that prepares and
distributes biological products are
described below.

Definitions

The regulations in 9 CFR part 101
contain definitions of terms used in the
regulations concerning veterinary
biologics. The proposed changes to part
116 of the regulations would make it
necessary for us to add definitions for
two terms used in the proposed
regulations to § 101.2. We would define
adverse event as ‘‘any observation in
animals, whether or not the cause of the
event is known, that is unfavorable and
unintended, and that occurs after any
use (as indicated on the label or any off-
label use) of a biological product,
including events related to a suspected
lack of expected efficacy. For products
intended to diagnose disease, adverse
events refer to a failure in product
performance that hinders an expected
discovery of the correct diagnosis.” We
would define adverse event report as
“any communication concerning the
occurrence of an adverse event from an
identifiable first-hand reporter which
includes at least the following
information: An identifiable reporter; an
identifiable animal; an identifiable
biologic product; and one or more
adverse events.”

Adverse Event Records

We are proposing to add a new
§116.9 to provide requirements for
adverse event records and reports. First,
we would require that licensees and
permittees maintain a detailed record
for every adverse event report the
licensee or permittee receives that is
associated with the use of biological
products they produce or distribute.
APHIS will provide guidance on the
information to be included in the
reports on our Web site, based on the
recommendations in the VICH
Guideline GL42, which addresses data
elements for submission of adverse
event reports. We will release guidance
documents as a final rule is being
implemented, and we will make the
documents available on our Web site in
draft form for public comment.

Second, we would require that
licensees and permittees compile a
report of all adverse events reports they
receive and submit that report to the
APHIS at regular intervals. Specifically,
we would require that these reports be
submitted immediately if at any time
there are indications that raise questions
regarding the purity, safety, potency, or
efficacy of a product, or if it appears that
there may be a problem regarding the
preparation, testing, or distribution of a
product. If the licensee or permittee
determines the adverse event report to
be product-related, serious, and
unexpected, the report would have to be
submitted to APHIS within 15 business
days of the date the report was first
received. All other adverse event reports
would have to be submitted within 90
calendar days of the date the report was
first received.

Completion of Records

The regulations in §§ 116.1(a)(3) and
116.8 provide that all records (other
than disposition records) required under
part 116 shall be completed by the
licensee, permittee, or foreign
manufacturer before any portion of a
serial of any product may be marketed
in the United States or exported. We are
proposing to amend those provisions to
also allow adverse event records to be
excluded from the list of records that
must be completed before a product
may be marketed or exported. Like
disposition records, adverse event
records could not be expected to have
been completed prior to the marketing
or exportation of a product.

If this proposed rule is adopted as a
final rule, there would be an 18-month
implementation period to allow
licensees and permittees sufficient time
to bring their recordkeeping and
reporting into compliance with the new
reporting and recordkeeping
requirements.

Miscellaneous

We would also make several minor,
nonsubstantive changes to the
regulations to improve their clarity.

Executive Order 12866 and Regulatory
Flexibility Act

This proposed rule has been
determined to be not significant for the
purposes of Executive Order 12866 and,
therefore, has not been reviewed by the
Office of Management and Budget.

In accordance with 5 U.S.C. 603, we
have performed an initial regulatory
flexibility analysis, which is
summarized below, regarding the
economic effects of this rule on small
entities. The full analysis may be
viewed on the Regulations.gov Web site
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(see ADDRESSES above for instructions
for accessing Regulations.gov) or
obtained from the person listed under
FOR FURTHER INFORMATION CONTACT.

The proposed rule would affect all of
the approximately 314 U.S. veterinary
biologics manufacturers, including
permittees. All the affected entities
would have to take at least some
additional action—even if that
additional action involved sending a
negative affirmation report to APHIS
annually.

The Small Business Administration
(SBA) standard for establishments
primarily engaged in manufacturing
vaccines, toxoids, blood fractions, and
culture media of plant or animal origin
(NAICS 325414) is 500 employees or
fewer. It is reasonable to assume that
most are small in size, under the SBA
standards. This assumption is based on
composite data for providers of the same
and similar services in the United
States. In 2012, there were 314 U.S.
establishments in NAICS 325414 3 with
a total employment of 40,411. The
average number of employees per firm
in 2012 was 128. Similarly, in 2012,
there were 235 U.S. establishments in
NAICS 325413, a classification
comprised of establishments primarily
engaged in manufacturing in-vitro
diagnostic substances, including
biological substances. The average
number of employees per firm in 2012
was 108.4

The proposed rule has the potential to
benefit animals and their owners, to the
extent that it allows APHIS to act
quickly to limit the harm to animals
posed by unsatisfactory veterinary
biologics. For animal owners, the
monetary benefits are difficult to
estimate, because they would depend on
several factors that are currently
unknown—the significance, or gravity,
of the harm that would be avoided with
the rule in effect, and the number, and
value, of animals that would avoid harm
with the rule in effect. For some animal
owners, especially those with large
numbers of high value animals, the
potential monetary benefits could be
significant. This proposed rule clarifies
reporting requirements. Manufacturer
costs to comply with the proposed rule
are expected be minimal in most cases.
By revising our regulations based on
VICH pharmacovigilance guidelines we
will be applying an international
standard to the industry which will
enhance the safety and efficacy of

3 http://thedataweb.rm.census.gov/TheDataWeb_
HotReport2/econsnapshot/2012/
snapshot.hrmI?NAICS=325414.

4 http://thedataweb.rm.census.gov/TheDataWeb_
HotReport2/econsnapshot/2012/
snapshot.hrmI?NAICS=325413.

veterinary biologics in the United
States. Furthermore, our compliance
with this international standard will
enhance the ability of the biologics
industry to export their products.

Executive Order 12372

This program/activity is listed in the
Catalog of Federal Domestic Assistance
under No. 10.025 and is subject to
Executive Order 12372, which requires
intergovernmental consultation with
State and local officials. (See 2 CFR
chapter IV.)

Executive Order 12988

This proposed rule has been reviewed
under Executive Order 12988, Civil
Justice Reform. It is not intended to
have retroactive effect. This rule would
not preempt any State or local laws,
regulations, or policies where they are
necessary to address local disease
conditions or eradication programs.
However, where safety, efficacy, purity,
and potency of biological products are
concerned, it is the Agency’s intent to
occupy the field. This includes, but is
not limited to, the regulation of labeling.
Under the Act, Congress clearly
intended that there be national
uniformity in the regulation of these
products. There are no administrative
proceedings which must be exhausted
prior to a judicial challenge to the
regulations under this rule.

Executive Order 13175

This rule does not significantly or
uniquely affect the communities of
Indian tribal governments. The rule
does not impose any mandate on tribal
governments or impose any duties on
these entities. Thus, no further action is
required under Executive Order 13175.

Paperwork Reduction Act

In accordance with section 3507(d) of
the Paperwork Reduction Act of 1995
(44 U.S.C. 3501 et seq.), the information
collection or recordkeeping
requirements included in this proposed
rule have been submitted for approval to
the Office of Management and Budget
(OMB). Please send written comments
to the Office of Information and
Regulatory Affairs, OMB, Attention:
Desk Officer for APHIS, Washington, DC
20503. Please state that your comments
refer to Docket No. APHIS-2014-0063.
Please send a copy of your comments to:
(1) APHIS, using one of the methods
described under ADDRESSES at the
beginning of this document, and (2)
Clearance Officer, OCIO, USDA, Room
404-W, 14th Street and Independence
Avenue SW., Washington, DC 20250.

This proposed rule would require
veterinary biologics licensees and

permittees to record and submit reports
to APHIS concerning adverse events
associated with the use of biological
products they produce or distribute.
APHIS would provide guidance as to
the information to be included in these
reports. The reports would also be
required to be maintained for a specified
amount of time.

We are soliciting comments from the
public (as well as affected agencies)
concerning our proposed information
collection and recordkeeping
requirements. These comments will
help us:

(1) Evaluate whether the proposed
information collection is necessary for
the proper performance of our agency’s
functions, including whether the
information will have practical utility;

(2) Evaluate the accuracy of our
estimate of the burden of the proposed
information collection, including the
validity of the methodology and
assumptions used;

(3) Enhance the quality, utility, and
clarity of the information to be
collected; and

(4) Minimize the burden of the
information collection on those who are
to respond (such as through the use of
appropriate automated, electronic,
mechanical, or other technological
collection techniques or other forms of
information technology; e.g., permitting
electronic submission of responses).

Estimate of burden: Public reporting
burden for this collection of information
is estimated to average 0.33 hours per
response.

Respondents: U.S. importers and
exporters of veterinary biological
products, shippers of veterinary
biological products, State veterinary
authorities, and operators of
establishments that produce or test
veterinary biological products or that
engage in product research and
development.

Estimated annual number of
respondents: 9,999.

Estimated annual number of
responses per respondent: 1.59.

Estimated annual number of
responses: 15,996.

Estimated total annual burden on
respondents: 5,280 hours. (Due to
averaging, the total annual burden hours
may not equal the product of the annual
number of responses multiplied by the
reporting burden per response.)

Copies of this information collection
can be obtained from Ms. Kimberly
Hardy, APHIS’ Information Collection
Coordinator, at (301) 851-2727.

E-Government Act Compliance

The Animal and Plant Health
Inspection Service is committed to


http://thedataweb.rm.census.gov/TheDataWeb_HotReport2/econsnapshot/2012/snapshot.hrml?NAICS=325414
http://thedataweb.rm.census.gov/TheDataWeb_HotReport2/econsnapshot/2012/snapshot.hrml?NAICS=325414
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compliance with the E-Government Act
to promote the use of the Internet and
other information technologies, to
provide increased opportunities for
citizen access to Government
information and services, and for other
purposes. For information pertinent to
E-Government Act compliance related

to this proposed rule, please contact Ms.

Kimberly Hardy, APHIS’ Information
Collection Coordinator, at (301) 851—
2727.

Lists of Subjects

9 CFR Part 101
Animal biologics.

9 CFR Part 116

Animal biologics, Reporting and
recordkeeping requirements.

Accordingly, we propose to amend 9
CFR parts 101 and 116 as follows:

PART 101—DEFINITIONS

m 1. The authority citation for part 101
continues to read as follows:

Authority: 21 U.S.C. 151-159; 7 CFR 2.22,
2.80, and 371.4.

m 2. Section 101.2 is amended by adding
definitions for adverse event and
adverse event report in alphabetical
order to read as follows:

§101.2 Administrative terminology.
* * * * *

Adverse event. Any observation in
animals, whether or not the cause of the
event is known, that is unfavorable and
unintended, and that occurs after any
use (as indicated on the label or any off-
label use) of a biological product,
including events related to a suspected
lack of expected efficacy. For products
intended to diagnose disease, adverse
events refer to a failure in product
performance that hinders an expected
discovery of the correct diagnosis.

Adverse event report. Any
communication concerning the
occurrence of an adverse event from an
identifiable first-hand reporter which
includes the following information:

(1) An identifiable reporter;

(2) An identifiable animal;

(3) An identifiable biologic product;
and

(4) One or more adverse events.
* * * * *

PART 116—RECORDS AND REPORTS
m 3. The authority citation for part 116
continues to read as follows:

Authority: 21 U.S.C. 151-159; 7 CFR 2.22,
2.80, and 371.4.

m 4.In §116.1, paragraph (a)(3) is
revised to read as follows:

§116.1 Applicability and general
considerations.

(a] * * %

(3) Records (other than disposition
records and adverse event records)
required by this part must be completed
by the licensee, permittee, or foreign
manufacturer, as the case may be, before
any portion of a serial of any product
may be marketed in the United States or
exported.

* * * * *
m 5. Section 116.8 is revised to read as
follows:

§116.8 Completion and retention of
records.

All records (other than disposition
records and adverse event records)
required by this part must be completed
by the licensee, permittee, or foreign
manufacturer before any portion of a
serial of any product may be marketed
in the United States or exported. All
records must be retained at the licensed
or foreign establishment or permittee’s
place of business for a period of 2 years
after the expiration date of a product or
longer as may be required by the
Administrator.

m 6. Section 116.9 is added to read as
follows:

§116.9 Recording and reporting adverse
events.

(a) Licensees and permittees must
maintain a detailed record for every
adverse event report the licensee or
permittee receives for any biological
product it produces or distributes.
These records shall be maintained for a
period of 3 years after the date the
adverse event report is received. The
adverse event report form and guidance
on how to complete it, including
guidance specific to the various
information blocks on the form, is
available on the APHIS Web site at
[ADDRESS TO BE ADDED IN FINAL
RULE] or by writing to APHIS at
[POSTAL ADDRESS TO BE ADDED IN
FINAL RULE].

(b) A report of all adverse events
reports received by a licensee or
permittee must be compiled and
submitted to the Animal and Plant
Health Inspection Service. The
frequency of report submission is as
follows:

(1) Immediate notification is required
if at any time there are indications that
raise questions regarding the purity,
safety, potency, or efficacy of a product,
or if it appears that there may be a
problem regarding the preparation,
testing, or distribution of a product.

(2) Adverse event reports determined
by the licensee or permittee to be
product-related, serious, and

unexpected must be reported within 15
business days of the date the report was
first received.

(3) All other adverse event reports
must be reported within 90 calendar
days of the date the report was first
received.

Done in Washington, DG, this 31st day of
August 2015.

Kevin Shea,

Administrator, Animal and Plant Health
Inspection Service.

[FR Doc. 201521997 Filed 9-3-15; 8:45 am]
BILLING CODE 3410-34-P

NUCLEAR REGULATORY
COMMISSION

10 CFR Part 73
[NRC-2015-0179]
RIN 3150-AJ64

Cyber Security at Fuel Cycle Facilities

AGENCY: Nuclear Regulatory
Commission.

ACTION: Draft regulatory basis; request
for comment.

SUMMARY: The U.S. Nuclear Regulatory
Commission (NRC) is requesting
comments on a draft regulatory basis to
support a rulemaking that would amend
its regulations by adopting new cyber
security requirements for certain
nuclear fuel cycle facility (FCF)
licensees in order to address safety and
security consequences of concern.
Potentially affected licensees include
certain FCFs authorized to possess
Category I, II, or III quantities of special
nuclear material and uranium
hexafluoride conversion and
deconversion facilities.

DATES: Submit comments by October 5,
2015. Comments received after this date
will be considered if it is practical to do
so, but the NRC is only able to ensure
consideration of comments received on
or before this date.

ADDRESSES: You may submit comments
by any of the following methods (unless
this document describes a different
method for submitting comments on a
specific subject):

e Federal Rulemaking Web site: Go to
http://www.regulations.gov and search
for Docket ID NRC-2015-0179. Address
questions about NRC dockets to Carol
Gallagher; telephone: 301-415-3463;
email: Carol.Gallagher@nrc.gov. For
technical questions, contact the
individual listed in the FOR FURTHER
INFORMATION CONTACT section of this
document.

e Email comments to:
Rulemaking.Comments@nrc.gov. If you
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do not receive an automatic email reply
confirming receipt, then contact us at
301-415-1677.

e Fax comments to: Secretary, U.S.
Nuclear Regulatory Commission at 301—
415-1101.

e Mail comments to: Secretary, U.S.
Nuclear Regulatory Commission,
Washington, DC 20555-0001, ATTN:
Rulemakings and Adjudications Staff.

e Hand deliver comments to: 11555
Rockville Pike, Rockville, Maryland
20852, between 7:30 a.m. and 4:15 p.m.
(Eastern Time) Federal workdays;
telephone: 301-415-1677.

For additional direction on obtaining
information and submitting comments,
see “‘Obtaining Information and
Submitting Comments” in the
SUPPLEMENTARY INFORMATION section of
this document.

FOR FURTHER INFORMATION CONTACT:
Matthew Bartlett, Office of Nuclear
Material Safety and Safeguards, U.S.
Nuclear Regulatory Commission,
Washington, DC 20555—0001; telephone:
301-415-7154, email:
Matthew.Bartlett@nrec.gov.

SUPPLEMENTARY INFORMATION:

I. Obtaining Information and
Submitting Comments

A. Obtaining Information

Please refer to Docket ID NRC-2015—
0179 when contacting the NRC about
the availability of information for this
action. You may obtain publicly-
available information related to this
action by any of the following methods:

e Federal Rulemaking Web site: Go to
http://www.regulations.gov and search
for Docket ID NRC-2015—-0179.

e NRC’s Agencywide Documents
Access and Management System
(ADAMS): You may obtain publicly-
available documents online in the
ADAMS Public Documents collection at
http://www.nrc.gov/reading-rm/
adams.html. To begin the search, select
“ADAMS Public Documents” and then
select “‘Begin Web-based ADAMS
Search.” For problems with ADAMS,
please contact the NRC’s Public
Document Room (PDR) reference staff at
1-800-397-4209, 301-415—-4737, or by
email to pdr.resource@nrc.gov. The draft
regulatory basis document is available
in ADAMS under Accession No.
ML15198A021.

e NRC’s PDR: You may examine and
purchase copies of public documents at
the NRC’s PDR, Room O1-F21, One
White Flint North, 11555 Rockville
Pike, Rockville, Maryland 20852.

B. Submitting Comments

Please include Docket ID NRC-2015—
0179 in the subject line of your

comment submission, in order to ensure
that the NRC is able to make your
comment submission available to the
public in this docket.

If your comment contains proprietary
or sensitive information, please contact
the individual listed in the FOR
INFORMATION CONTACT section of this
document to determine the most
appropriate method for submitting your
comment.

The NRC cautions you not to include
identifying or contact information that
you do not want to be publicly
disclosed in your comment submission.
The NRC will post all comment
submissions at http://
www.regulations.gov as well as enter the
comment submissions into ADAMS,
and the NRC does not routinely edit
comment submissions to remove
identifying or contact information.

If you are requesting or aggregating
comments from other persons for
submission to the NRC, then you should
inform those persons not to include
identifying or contact information that
they do not want to be publicly
disclosed in their comment submission.
Your request should state that the NRC
does not routinely edit comment
submissions to remove such information
before making the comment
submissions available to the public or
entering the comment into ADAMS.

II. Discussion

The NRC is requesting comments on
a draft regulatory basis to support a
rulemaking that would amend part 73 of
Title 10 of the Code of Federal
Regulations (10 CFR), “Physical
Protection of Plants and Materials,” by
adopting new cyber security regulations
for FCF licensees. The specific
objectives of this rulemaking effort are
to establish new requirements for FCF
licensees that: (1) Require licensees
authorized to possess a Category I
quantity of special nuclear material
(SNM) to establish and maintain a cyber
security program that provides high
assurance that digital computer systems,
communication systems, and networks
associated with safety, security,
emergency preparedness, and material
control and accounting (SSEPMCA)
functions are protected from cyber
attacks up to and including the design
basis threats defined in 10 CFR 73.1; (2)
require certain licensees authorized to
possess source material or a Category II
or IIT quantity of SNM to establish and
maintain a cyber security program that
provides reasonable assurance that
digital computer systems,
communication systems, and networks
associated with SSEPMCA functions are
protected from cyber attacks; (3) codify

existing cyber security requirements
imposed on FCF licensees by security
orders issued following the terrorist
attacks of September 11, 2001, and
applicable subsequent voluntary actions
instituted by FCF licensees; (4)
implement a graded, performance-based
regulatory framework to prevent cyber
attacks that could result in certain
consequences of concern; and (5)
implement cyber security reporting
criteria.

The scope of the draft regulatory basis
includes cyber security for FCFs
licensed under 10 CFR part 70 and
uranium hexafluoride conversion and
deconversion facilities licensed under
10 CFR part 40. These licensees have
varying safety and security
consequences of concern based on their
functions and the type and quantity of
material possessed. To account for these
differences, the NRC plans to develop a
graded, consequence-based approach for
the identification and protection of
digital assets associated with SSEPMCA
functions. The draft regulatory basis, in
part, explains why the NRC believes the
existing regulations should be updated,
revised, and enhanced; presents
alternatives to rulemaking; and
discusses costs and other impacts of the
potential changes.

III. Specific Requests for Comments

The NRC requests that stakeholders
consider answering the following
questions when commenting on the
draft regulatory basis:

e Is the NRC considering an
appropriate approach for each objective
described in the draft regulatory basis?

e Chapter 3 of the draft regulatory
basis discusses the regulatory concerns
the NRC expects to address through
rulemaking. Chapter 4 presents the
intended regulatory changes to address
those regulatory concerns, and Chapter
5 discusses alternatives to rulemaking
considered by the NRC staff. Are there
other regulatory concerns within or
related to the scope of the rulemaking
efforts (see Chapter 1 of the draft
regulatory basis) that the NRC should
consider? Are there other approaches or
alternatives the NRC should consider to
resolve those regulatory concerns?

e Chapter 8 of the draft regulatory
basis presents the NRC staff’s initial
consideration of costs and other impacts
for a number of key aspects of the
potential regulatory changes (i.e., cyber
security programs, cyber incident
reporting). This initial assessment is
based on limited available data. The
staff is seeking additional data and
input relative to expected and/or
unintentional impacts from the desired
regulatory changes. What would be the
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potential impacts to stakeholders/
licensees from implementing any of the
desired regulatory changes described in
this draft regulatory basis (e.g., what
would be a reasonable cost estimate for
implementation of the cyber security
programs, including startup and annual
costs)?

e The NRC staff is aware of licensee
voluntary efforts to address cyber
security. Is there additional information
related to these efforts that would
inform the NRC staff’s assessment or
analysis?

IV. Cumulative Effects of Regulation

The Cumulative Effects of Regulation
(CER) describes the challenges that
licensees or other impacted entities
(such as State agency partners) may face
while implementing new regulatory
positions, programs, and requirements
(e.g., rules, generic letters, backfits,
inspections). The CER is an
organizational effectiveness challenge
that results from a licensee or impacted
entity implementing a number of
complex positions, programs, or
requirements within a limited
implementation period and with
available resources (which may include
limited available expertise to address a
specific issue). The NRC has
implemented CER enhancements to the
rulemaking process to facilitate public
involvement throughout the rulemaking
process. Therefore, the NRC is
specifically requesting comment on the
cumulative effects that may result from
this proposed rulemaking. In developing
comments on the draft regulatory basis,
consider the following questions:

(1) In light of any current or projected
CER challenges, what should be a
reasonable effective date, compliance
date, or submittal date(s) from the time
the final rule is published to the actual
implementation of any new proposed
requirements, including changes to
programs, procedures, or the facility?

(2) If current or projected CER
challenges exist, what should be done to
address this situation (e.g., if more time
is required to implement the new
requirements, what period of time
would be sufficient, and why such a
time frame is necessary)?

(3) Do other regulatory actions (e.g.,
orders, generic communications, license
amendment requests, and inspection
findings of a generic nature) by NRC or
other agencies influence the
implementation of the potential
proposed requirements?

(4) Are there unintended
consequences? Does the potential
proposed action create conditions that
would be contrary to the potential
proposed action’s purpose and

objectives? If so, what are the
consequences and how should they be
addressed?

Please provide information on the
costs and benefits of the potential
proposed action. This information will
be used to support any regulatory
analysis by the NRC.

V. Availability of Documents

The NRC may post additional
materials related to this rulemaking
activity to the Federal rulemaking Web
site at www.regulations.gov under
Docket ID NRC-2015-0179. By making
these documents publicly available, the
NRC seeks to inform stakeholders of the
current status of the NRC’s rulemaking
development activities and to provide
preparatory material for future public
meetings.

The Federal rulemaking Web site
allows you to receive alerts when
changes or additions occur in a docket
folder. To subscribe: (1) Navigate to the
docket folder (NRC-2015-0179); (2)
click the “Sign up for Email Alerts”
link; and (3) enter your email address
and select how frequently you would
like to receive emails (daily, weekly, or
monthly).

VI. Plain Writing

The Plain Writing Act of 2010 (Pub.
L. 111-274) requires Federal agencies to
write documents in a clear, concise,
well-organized manner. The NRC has
written this document to be consistent
with the Plain Writing Act as well as the
Presidential Memorandum, ‘‘Plain
Language in Government Writing,”
published in the Federal Register on
June 10, 1998 (63 FR 31883). The NRC
requests comment on this document
with respect to the clarity and
effectiveness of the language used.

Dated at Rockville, Maryland, this 27th day
of August, 2015.

For the Nuclear Regulatory Commission.
Marissa G. Bailey,
Director, Division of Fuel Cycle Safety,
Safeguards, and Environmental Review,
Office of Nuclear Materials Safety and
Safeguards.
[FR Doc. 2015-22051 Filed 9-3-15; 8:45 am]
BILLING CODE 7590-01-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2015-3073; Directorate
Identifier 2015-CE-017-AD]

RIN 2120-AA64
Airworthiness Directives; Viking Air
Limited Airplanes

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Proposed rule; correction.

SUMMARY: The FAA is correcting a
notice of proposed rulemaking (NPRM)
that published in the Federal Register.
That NPRM applies to Viking Air
Limited Model DHC-3 airplanes. The
repetitive inspection column in “Table
1 of Paragraph (f)(3) of This AD—
Inspection Schedule” contains data that
is intended to apply to all conditions.
However, the way the table is displayed
makes it look as if it only applies to the
first condition. This document corrects
it to assure that it applies to all
conditions. In all other respects, the
original document remains the same.

DATES: The last date for submitting
comments to the NPRM (80 FR 44892,
July 28, 2015) remains September 11,
2015.

ADDRESSES: You may send comments by
any of the following methods:

e Federal eRulemaking Portal: Go to
http://www.regulations.gov. Follow the
instructions for submitting comments.

e Fax:(202) 493—-2251.

e Mail: U.S. Department of
Transportation, Docket Operations, M—
30, West Building Ground Floor, Room
W12-140, 1200 New Jersey Avenue SE.,
Washington, DC 20590.

e Hand Delivery: U.S. Department of
Transportation, Docket Operations, M—
30, West Building Ground Floor, Room
W12-140, 1200 New Jersey Avenue SE.,
Washington, DC 20590, between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays.

For service information identified in
this proposed AD, contact Viking Air
Limited Technical Support, 1959 De
Havilland Way, Sidney, British
Columbia, Canada, V8L 5V5; Fax: 250—
656—0673; telephone: (North America)
1-800-663—8444; email:
technical support@vikingair.com;
Internet: http://www.vikingair.com/
support/service-bulletins. It is also
available on the Internet at http://
www.regulations.gov by searching for
and locating Docket No. FAA-2015—
3073.You may view this referenced
service information at the FAA, Small
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Airplane Directorate, 901 Locust,
Kansas City, Missouri 64106. For
information on the availability of this
material at the FAA, call (816) 329—
4148.

Examining the AD Docket

You may examine the AD docket on
the Internet at http://
www.regulations.gov by searching for
and locating Docket No. FAA-2015—
3073; or in person at the Docket
Management Facility between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays. The AD docket
contains this proposed AD, the
regulatory evaluation, any comments
received, and other information. The
street address for the Docket Office
(telephone (800) 647—-5527) is in the
ADDRESSES section. Comments will be
available in the AD docket shortly after
receipt.

FOR FURTHER INFORMATION CONTACT: Aziz
Ahmed, Aerospace Safety Engineer,
FAA, New York Aircraft Certification
Office (ACO), 1600 Steward Avenue,
Suite 410, Westbury, New York 11590;
telephone: (516) 228-7329; fax: (516)
794-5531; email: aziz.ahmed@faa.gov.

SUPPLEMENTARY INFORMATION: On ]uly
28, 2015, a notice of proposed
rulemaking (NPRM) (80 FR 44892) was
published in the Federal Register to
apply to Viking Air Limited Model
DHC-3 airplanes. That NPRM proposed
to require installing additional wing
inspection access panels and inspecting
the wings using borescope and visual
methods with corrective action as
necessary.

As published, the repetitive
inspection column in “Table 1 of
Paragraph (f)(3) of This AD—Inspection
Schedule” contains data that when
displayed makes it look as if the
repetitive inspections only apply to the
first condition, whereas when printed
shows that it applies to all conditions.
To correct this, we are including the
data in each condition.

Although no other part of the
preamble or regulatory information has
been corrected, we are publishing the
entire NPRM (80 FR 44892, July 28,
2015) in the Federal Register.

The last date for submitting comments
to the NPRM (80 FR 44892, July 28,
2015) remains September 11, 2015.

PART 39—AIRWORTHINESS
DIRECTIVES

m 1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]
m 2. The FAA amends § 39.13 by adding
the following new AD:

Viking Air Limited: Docket No. FAA-2015—
3073; Directorate Identifier 2015—CE—
017-AD.

(a) Comments Due Date

We must receive comments by September
11, 2015. The date as originally published in
the NPRM (80 FR 44892, July 28, 2015).

(b) Affected ADs
None.
(c) Applicability
This AD applies to Viking Air Limited

DHC-3 airplanes, all serial numbers,
certificated in any category.

(d) Subject

Air Transport Association of America
(ATA) Code 57: Wings.

(e) Reason

This AD was prompted by mandatory
continuing airworthiness information (MCAI)
originated by an aviation authority of another
country to identify and correct an unsafe
condition on an aviation product. The MCAI
describes the unsafe condition as reports of
corrugation cracking found at various wing
stations and on the main spar lower cap. We
are issuing this proposed AD to detect
cracking and correct as necessary to address
the unsafe condition on these products.

(f) Actions and Compliance

Unless already done, do the following
actions in paragraphs (f)(1) through (f)(5) of
this AD:

(1) Within 30 days after the effective date
of this AD, determine the accumulated air
time for each wing by contacting Technical
Support at Viking Air Limited. You can find
contact information for Viking Air Limited in
paragraph (h) of this AD.

(2) Within 30 days after the effective date
of this AD, determine all installed
supplemental type certificates (STC) or
modifications affecting the wings. Based on
the accumulated air time determined from
paragraph (f)(1) of this AD and before the
initial inspection required in paragraph (f)(3)
of this AD, install access panels as follows:

(i) If the airplane is free of STCs or any
other modifications affecting the wings,
install additional inspection access panels
following the Accomplishment Instructions
Part A of Viking DHC-3 Otter Service
Bulletin No. V3/0002, Revision “C”’, dated
April 30, 2014.

(ii) If the airplane is fitted with STC
SA2009NY (which can be found on the
Internet at: http://rgl.faa.gov/Regulatory
and_Guidance Library/rgstc.nsf/0/F7309
B7D9B008C588625734F007301447?0Open
Document&Highlight=sa02009ny),
incorporate additional inspection access
panels following the Accomplishment
Instructions of Viking Air Limited SB 3—-STC
(03-50)-001, Revision “NC”, dated April 30,
2014.

Note 1 to paragraph (f)(2)(ii) of this AD:
STC SA03-50 would be the Canadian
equivalent of the United States STC
2A2009NY.

(iii) If there are other STCs or
modifications affecting the wings the
operator must contact the FAA to request an
FAA-approved alternative method of
compliance using the procedures in
paragraph (g)(1) of this AD and 14 CFR 39.19.
To develop these procedures, we recommend
you contact the STC holder for guidance in
developing substantiating data.

(3) Based on the accumulated air time on
the wings determined in paragraph (f)(1) of
this AD, perform initial and repetitive
borescope and visual inspections of both the
left-hand and right-hand wing box following
Part B of the Accomplishment Instructions of
Viking DHC-3 Otter Service Bulletin V3/
0002, Revision “C”, dated April 30, 2014,
using the inspection schedules specified in
Table 1 of paragraph (f)(3) of this AD:

TABLE 1 OF PARAGRAPH (F)(3) OF THIS AD—INSPECTION SCHEDULE

Effectivity

Initial inspection

Repetitive inspection

If Viking Air Limited SB V3/0002, Revision “A”,
dated February 22, 2013; or Viking Air Lim-
ited SB V3/0002, Revision “B”, dated July 3,
2013; were complied with prior to the effec-
tive date of this AD.

If, as of the effective date of this AD, the air-
plane has less than 31,200 wing air time
hours.

If, as of the effective date of this AD, the air-
plane has 31,200 hours wing air time or more
but less than 31,600 hours wing air time
hours.

The initial inspection is not required since the
inspection was accomplished while com-
plying with Revision “A” or “B” of Viking Air
Limited SB V3/0002.

Inspect within 800 wing air time hours after
the effective date of this AD, or within 6
months after the effective date of this AD,
whichever occurs first.

Inspect upon or before accumulating 32,000
wing air time hours or within 6 months after
the effective date of this AD, whichever oc-
curs first.

Repetitively inspect not to exceed every 1,600
wing air time hours accumulated after the
last inspection or 2,100 flight cycles after
the last inspection, whichever occurs first.

Repetitively inspect not to exceed every 1,600
wing air time hours accumulated after the
last inspection or 2,100 flight cycles after
the last inspection, whichever occurs first.

Repetitively inspect not to exceed every 1,600
wing air time hours accumulated after the
last inspection or 2,100 flight cycles after
the last inspection, whichever occurs first.


http://rgl.faa.gov/Regulatory_and_Guidance_Library/rgstc.nsf/0/F7309B7D9B008C588625734F00730144?OpenDocument&Highlight=sa02009ny
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http://rgl.faa.gov/Regulatory_and_Guidance_Library/rgstc.nsf/0/F7309B7D9B008C588625734F00730144?OpenDocument&Highlight=sa02009ny
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TABLE 1 OF PARAGRAPH (F)(3) OF THIS AD—INSPECTION SCHEDULE—Continued

Effectivity

Initial inspection

Repetitive inspection

If, as of the effective date of this AD, the air-

plane has 31,600 wing air time hours or more.

Inspect within 400 wing air time hours accu-
mulated after the effective date of this AD
or 3 months after the effective date of this
AD, whichever occurs first.

Repetitively inspect not to exceed every 1,600
wing air time hours accumulated after the
last inspection or 2,100 flight cycles after
the last inspection, whichever occurs first.

(4) If the total flight cycles have not been
kept, multiply the total number of airplane
hours time-in-service (TIS) by 2 to calculate
the cycles. For the purpose of this AD, some
examples are below:

(i) .5 hour TIS x 2 = 1 cycle; and

(ii) 200 hours TIS x 2 = 400 cycles.

(5) If any cracks are found, contact
Technical Support at Viking Air Limited for
an FAA-approved repair and incorporate the
repair before further flight. You can find
contact information for Viking Air Limited in
paragraph (i) of this AD. The FAA-approved
repair must specifically reference this AD.

(g) Other FAA AD Provisions

The following provisions also apply to this
AD:

(1) Alternative Methods of Compliance
(AMOCs): The Manager, Standards Office,
FAA, has the authority to approve AMOCs
for this AD, if requested using the procedures
found in 14 CFR 39.19. Send information to
ATTN: Aziz Ahmed, Aerospace Safety
Engineer, FAA, New York Aircraft
Certification Office (ACO), 1600 Steward
Avenue, Suite 410, Westbury, New York
11590; telephone: (516) 228-7329; fax: (516)
794-5531; email: aziz.ahmed@faa.gov. Before
using any approved AMOC on any airplane
to which the AMOC applies, notify your
appropriate principal inspector (PI) in the
FAA Flight Standards District Office (FSDO),
or lacking a PI, your local FSDO.

(2) Airworthy Product: For any requirement
in this AD to obtain corrective actions from
a manufacturer or other source, use these
actions if they are FAA-approved. Corrective
actions are considered FAA-approved if they
are approved by the State of Design Authority
(or their delegated agent). You are required
to assure the product is airworthy before it
is returned to service.

(3) Reporting Requirements: For any
reporting requirement in this AD, a federal
agency may not conduct or sponsor, and a
person is not required to respond to, nor
shall a person be subject to a penalty for
failure to comply with a collection of
information subject to the requirements of
the Paperwork Reduction Act unless that
collection of information displays a current
valid OMB Control Number. The OMB
Control Number for this information
collection is 2120-0056. Public reporting for
this collection of information is estimated to
be approximately 5 minutes per response,
including the time for reviewing instructions,
completing and reviewing the collection of
information. All responses to this collection
of information are mandatory. Comments
concerning the accuracy of this burden and
suggestions for reducing the burden should
be directed to the FAA at: 800 Independence
Ave. SW., Washington, DG 20591, Attn:

Information Collection Clearance Officer,
AES-200.

(h) Related Information

Refer to MCAI Transport Canada AD No.
CF-2015-05, dated March 18, 2015. You may
examine the MCAI on the Internet at
http://www.regulations.gov by searching for
and locating Docket No. FAA-2015-3073.
For service information related to this AD,
contact Viking Air Limited Technical
Support, 1959 De Havilland Way, Sidney,
British Columbia, Canada, V8L 5V5; Fax:
250-656—0673; telephone: (North America)
1-800-663—8444; email: technical.support@
vikingair.com; Internet: http://www.vikingair.
com/support/service-bulletins. You may
review this referenced service information at
the FAA, Small Airplane Directorate, 901
Locust, Kansas City, Missouri 64106. For
information on the availability of this
material at the FAA, call (816) 329-4148.

Issued in Kansas City, Missouri, on August
28, 2015.
Earl Lawrence,

Manager, Small Airplane Directorate, Aircraft
Certification Service.

[FR Doc. 2015-21934 Filed 9-3-15; 8:45 am]|
BILLING CODE 4910-13-P

FEDERAL TRADE COMMISSION

16 CFR Part 312
RIN 3084-AB20

Children’s Online Privacy Protection
Rule Proposed Parental Consent
Method; Jest8 Limited Trading as
Riyo’s Application for Approval of
Parental Consent Method; Extension of
Comment Period

AGENCY: Federal Trade Commission
(FTC or Commission).

ACTION: Extension of comment period.

SUMMARY: The Federal Trade
Commission is extending the comment
period concerning the proposed
parental consent method submitted by
Jest8 Limited, trading as Riyo (‘“Riyo”’),
under the Voluntary Commission
Approval Processes provision of the
Children’s Online Privacy Protection
Rule.

DATES: Written comments on the request
for public comment published August 7,
2015 (80 FR 47429) must be received on
or before September 14, 2015.

ADDRESSES: Interested parties may file a
comment at http://
ftepublic.commentworks.com/ftc/
riyocoppaconsent online or on paper, by
following the instructions in the
Request for Comment part of the
SUPPLEMENTARY INFORMATION section
below. Write “Jest8 Limited Trading as
Riyo’s Application for Parental Consent
Method, Project No. P-155405"" on your
comment, and file your comment online
at http://ftcpublic.commentworks.com/
fte/riyocoppaconsent by following the
instructions on the Web-based form. If
you prefer to file your comment on
paper, write “Jest8 Limited Trading as
Riyo’s Application for Parental Consent
Method, Project No. P-155405"’ on your
comment and on the envelope, and mail
your comment to the following address:
Federal Trade Commission, Office of the
Secretary, 600 Pennsylvania Avenue
NW, Suite CC-5610 (Annex E),
Washington, DC 20580, or deliver your
comment to the following address:
Federal Trade Commission, Office of the
Secretary, Constitution Center, 400 7th
Street SW., 5th Floor, Suite 5610
(Annex E), Washington, DC 20024.

FOR FURTHER INFORMATION CONTACT:
Miry Kim, Attorney, (202) 326—-3622,
Division of Privacy and Identity
Protection, Federal Trade Commission,
Washington, DC 20580.

SUPPLEMENTARY INFORMATION:

Section A. Background

On October 20, 1999, the Commission
issued its final Rule * pursuant to the
Children’s Online Privacy Protection
Act, 15 U.S.C. 6501 et seq., which
became effective on April 21, 2000.2 On
December 19, 2012, the Commission
amended the Rule, and these
amendments became effective on July 1,
2013.3 The Rule requires certain Web
site operators to post privacy policies
and provide notice, and to obtain
verifiable parental consent, prior to
collecting, using, or disclosing personal
information from children under the age
of 13. The Rule enumerates methods for
obtaining verifiable parental consent,
while also allowing an interested party
to file a written request for Commission

164 FR 59888 (November 3, 1999).
216 CFR part 312.
378 FR 3972 (January 17, 2013).
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approval of parental consent methods
not currently enumerated.* To be
considered, the party must submit a
detailed description of the proposed
parental consent method, together with
an analysis of how the method meets
the requirements for parental consent
described in 16 CFR 312.5(b)(1).

Pursuant to Section 312.12(a) of the
Rule, Riyo has submitted a proposed
parental consent method to the
Commission for approval. The full text
of its application is available on the
Commission’s Web site at www.ftc.gov.

On July 31, 2015, the Commission
issued a Federal Register document
seeking comments on Riyo’s proposed
parental consent method. The comment
period was scheduled to end on
September 3, 2015. One group that
frequently comments on issues relating
to the Rule, the Center for Digital
Democracy, requested a short extension
for the filing of comments. Such an
extension would not affect the deadline
applicable to the Commission’s
determination whether to grant or deny
the application. The Commission agrees
that extending the comment period to
allow interested parties adequate time to
address issues raised by the proposed
consent method will facilitate a more
complete record. Accordingly, the
Commission has decided to extend the
public comment period eleven days,
until September 14, 2015.

Section B. Invitation To Comment

You can file a comment online or on
paper. For the Commission to consider
your comment, we must receive it on or
before September 14, 2015. Write “Jest8
Limited Trading as Riyo’s Application
for Parental Consent Method, Project
No. P-155405" on your comment. Your
comment—including your name and
your state—will be placed on the public
record of this proceeding, including, to
the extent practicable, on the
Commission Web site, at http://
www.ftc.gov/os/publiccomments.shtm.
As a matter of discretion, the
Commission tries to remove individuals’
home contact information from
comments before placing them on the
Commission Web site.

Because your comment will be made
public, you are solely responsible for
making sure that your comment does
not include any sensitive personal
information, likes anyone’s Social
Security number, date of birth, driver’s
license number or other state
identification number or foreign country
equivalent, passport number, financial
account number, or credit or debit card

416 CFR 312.12(a); 78 FR 3991 (January 17,
2013).

number. You are also solely responsible
for making sure that your comment does
not include any sensitive health
information, including medical records
or other individually identifiable health
information. In addition, do not include
any “[t]rade secret or any commercial or
financial information which is . . .
privileged or confidential,” as discussed
in Section 6(f) of the FTC Act, 15 U.S.C.
46(f), and FTC Rule 4.10(a)(2), 16 CFR
4.10(a)(2). In particular, do not include
competitively sensitive information
such as costs, sales statistics,
inventories, formulas, patterns, devices,
manufacturing processes, or customer
names.

If you want the Commission to give
your comment confidential treatment,
you must file it in paper form, with a
request for confidential treatment, and
follow the procedure explained in FTC
Rule 4.9(c), 16 CFR 4.9(c).? Your
comment will be kept confidential only
if the FTC General Counsel, in his or her
sole discretion, grants your request in
accordance with the law and the public
interest.

Postal mail addressed to the
Commission is subject to delay due to
heightened security screening. As a
result, we encourage you to submit your
comments online. To make sure that the
Commission considers your online
comment, you must file it at http://
ftepublic.commentworks.com/ftc/
riyocoppaconsent, by following the
instructions on the Web-based form. If
this document appears at http://
www.regulations.gov/#!home, you also
may file a comment through that Web
site.

If you file your comment on paper,
write “‘Jest8 Limited Trading as Riyo’s
Application for Parental Consent
Method, Project No. P-155405"’ on your
comment and on the envelope, and mail
your comment to the following address:
Federal Trade Commission, Office of the
Secretary, 600 Pennsylvania Avenue
NW, Suite CC-5610 (Annex E),
Washington, DC 20580, or deliver your
comment to the following address:
Federal Trade Commission, Office of the
Secretary, Constitution Center, 400 7th
Street, SW., 5th Floor, Suite 5610
(Annex E), Washington, DC 20024. If
possible, submit your paper comment to
the Commission by courier or overnight
service.

Visit the Commission Web site at
http://www.ftc.gov to read this
document and the news release

5In particular, the written request for confidential
treatment that accompanies the comment must
include the factual and legal basis for the request,
and must identify the specific portions of the
comment to be withheld from the public record. See
FTC Rule 4.9(c), 16 CFR 4.9(c).

describing it. The FTC Act and other
laws that the Commission administers
permit the collection of public
comments to consider and use in this
proceeding as appropriate. The
Commission will consider all timely
and responsive public comments that it
receives on or before September 14,
2015. For information on the
Commission’s privacy policy, including
routine uses permitted by the Privacy
Act, see http://www.ftc.gov/ftc/
privacy.htm.

By direction of the Commission.
Donald S. Clark,
Secretary.
[FR Doc. 2015-21979 Filed 9-3—15; 8:45 am]
BILLING CODE 6750-01-P

AGENCY FOR INTERNATIONAL
DEVELOPMENT

22 CFR Part 205
RIN 0412—-AA75

Amendment to “Participation by
Religious Organizations in USAID
Programs” To Implement Executive
Order 13559

AGENCY: U.S Agency for International
Development.

ACTION: Notice of proposed rulemaking;
extension of comment period.

SUMMARY: The U.S. Agency for
International Development (USAID) is
extending the public comment period
on the Notice of proposed rulemaking
entitled “Amendment to ‘Participation
by Religious Organizations in USAID
Programs’ to Implement Executive
Order 13559,” which was published in
the Federal Register on August 6, 2015.
The original public comment period
would have ended on September 8,
2015. USAID intended to give a 60-day
public comment period. Therefore, a
comment period extension, to October
5, 2015, is appropriate.

DATES: The comment period for the
notice of proposed rulemaking
published in the Federal Register on
August 6, 2015 (80 FR 47237), is
extended. Written comments must be
received by the extended due date of
October 5, 2015. USAID may not fully
consider comments received after this
date.

ADDRESSES: Address all comments
concerning this notice to C. Eduardo
Vargas, Center for Faith-Based &
Community Initiatives (A/AID/CFBCI),
U.S Agency for International
Development, Room 6.07—-100 RRB,
1300 Pennsylvania Avenue NW.,


http://ftcpublic.commentworks.com/ftc/riyocoppaconsent
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Washington, DC 20523. Submit
comments, identified by title of the
action and Regulatory Information
Number (RIN) by any of the following
methods:

Federal eRulemaking Portal: http://
www.regulations.gov. Follow the
instructions for submitting comments.

Email: Submit electronic comments to
FBCI@usaid.gov. See SUPPLEMENTARY
INFORMATION for file formats and other
information about electronic filing.

Mail: USAID, Center for Faith-Based &
Community Initiatives (A/AID/CFBCI),
Room 6.07-100, 1300 Pennsylvania
Avenue NW., Washington, DC 20523.

A copy of each communication
submitted will be available for
inspection and copying between 8:30
a.m. and 5:30 p.m. at the above address.
FOR FURTHER INFORMATION CONTACT:
Mark Brinkmoeller, Director, Center for
Faith-Based and Community Initiatives,
USAID, Room 6.07-023, 1300
Pennsylvania Avenue NW., Washington,
DC 20523; telephone: (202) 712—4080
(this is not a toll-free number).
SUPPLEMENTARY INFORMATION: USAID
published a notice of proposed
rulemaking entitled “Amendment to
‘Participation by Religious
Organizations in USAID Programs’ to
Implement Executive Order 13559,”
which was published in the Federal
Register on August 6, 2015 (80 FR
47237). This proposed rule is intended
to amend 22 CFR part 205, Participation
by Religious Organizations in USAID
Programs, to make it consistent with
Executive Order 13559. This proposed
rule would amend USAID’s regulations
to replace the term “inherently religious
activities” with the term “explicitly
religious activities” and define the latter
term as “including activities that
involve overt religious content such as
worship, religious instruction, or
proselytization.” This proposed rule
would also clarify that organizations
who receive USAID financial assistance
through subawards must comply with
the requirements relating to protections
for beneficiaries and the restrictions on
prohibited uses of federal financial
assistance. This proposed rule would
also add language to the sections of the

rule covering protections for
beneficiaries to conform more directly
to the Executive Order language. This
proposed would also provide that
decisions about awards of Federal
financial assistance must be free from
political interference or even the
appearance of such interference.
USAID intended to give a 60-day
public comment period, which would
mirror the comment period given in the
related proposed rules of eight other
federal agencies. Therefore, a comment
period extension, to October 5, 2015, is
appropriate without unduly delaying a
final rulemaking decision. Accordingly,
written comments must be submitted by
the extended due date of October 5,
2015. USAID may not fully consider
comments received after this date.

Dated: August 25, 2015.

C. Eduardo Vargas,

Deputy Director, Center for Faith-Based and
Community Initiatives (Acting Director).

[FR Doc. 2015-22039 Filed 9-3-15; 8:45 am]
BILLING CODE 6116-01-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52

[EPA-R06—-OAR-2013-0808; FRL-9932—-49—
Region 6]

Approval and Promulgation of
Implementation Plans; Texas;
Infrastructure Requirements for the
1997 Ozone and the 1997 and 2006
PM. s NAAQS

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Proposed rule.

SUMMARY: The Environmental Protection
Agency (EPA) is proposing to finalize a
change to the Code of Federal
Regulations (CFR) to reflect a 2014 EPA
approval to a State Implementation Plan
(SIP) revision to regulate greenhouse
gases (GHGs) in Texas’ Prevention of
Significant Deterioration (PSD)
permitting program and to show that the
SIP deficiency identified in a prior
partial disapproval for the 1997 Ozone

and the 1997 and 2006 PM, s National
Ambient Air Quality Standards
(NAAQS) has been addressed.

DATES: Written comments should be
received on or before October 5, 2015.

ADDRESSES: Comments may be mailed to
Mr. Guy Donaldson, Chief, Air Planning
Section (6PD-L), Environmental
Protection Agency, 1445 Ross Avenue,
Suite 1200, Dallas, Texas 75202—2733.
Comments may also be submitted
electronically or through hand delivery/
courier by following the detailed
instructions in the ADDRESSES section of
the direct final rule located in the rules
section of this Federal Register.

FOR FURTHER INFORMATION CONTACT: Carl
Young, 214-665-6645, young.carl@
epa.gov.

SUPPLEMENTARY INFORMATION: In the
final rules section of this Federal
Register, the EPA is finalizing a change
to the CFR without prior proposal
because the Agency views this as
noncontroversial submittal and
anticipates no adverse comments. The
change is to reflect a 2014 EPA approval
to a SIP revision to regulate GHGs in the
Texas PSD permitting program and to
show that the SIP deficiency identified
in a prior partial disapproval has been
addressed. A detailed rationale for the
approval is set forth in the direct final
rule. If no relevant adverse comments
are received in response to this action
no further activity is contemplated. If
the EPA receives relevant adverse
comments, the direct final rule will be
withdrawn and all public comments
received will be addressed in a
subsequent final rule based on this
proposed rule. The EPA will not
institute a second comment period. Any
parties interested in commenting on this
action should do so at this time.

For additional information, see the
direct final rule which is located in the
rules section of this Federal Register.

Dated: August 26, 2015.

Ron Curry,

Regional Administrator, Region 6.

[FR Doc. 2015-22036 Filed 9-3-15; 8:45 am|
BILLING CODE 6560-50-P
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DEPARTMENT OF AGRICULTURE

Animal and Plant Health Inspection
Service

[Docket No. APHIS-2015-0058]

Highly Pathogenic Avian Influenza;
Availability of an Environmental
Assessment and Finding of No
Significant Impact

AGENCY: Animal and Plant Health
Inspection Service, USDA.
ACTION: Notice of availability and
request for comments.

SUMMARY: We are advising the public
that an environmental assessment has
been prepared by the Animal and Plant
Health Inspection Service relative to a
national approach for the control of
highly pathogenic avian influenza
outbreaks within the United States.
Based on our environmental assessment,
we have concluded that such an
approach will not have a significant
impact on the quality of the human
environment. We are making this
environmental assessment and finding
of no significant impact available to the
public for review and comment.

DATES: We will consider all comments
that we receive on or before October 5,
2015.

ADDRESSES: You may submit comments
by either of the following methods:

e Federal eRulemaking Portal: Go to
http://www.regulations.gov/
#!docketDetail;D=APHIS-2015-0058.

e Postal Mail/Commercial Delivery:
Send your comment to Docket No.
APHIS-2015-0058, Regulatory Analysis
and Development, PPD, APHIS, Station
3A-03.8, 4700 River Road Unit 118,
Riverdale, MD 20737-1238.

The environmental assessment,
finding of no significant impact, and
any comments we receive may be
viewed at http://www.regulations.gov/
#!docketDetail;D=APHIS-2015-0058 or
in our reading room, which is located in

room 1141 of the USDA South Building,
14th Street and Independence Avenue
SW., Washington, DC. Normal reading
room hours are 8 a.m. to 4:30 p.m.,
Monday through Friday, except
holidays. To be sure someone is there to
help you, please call (202) 799-7039
before coming.

FOR FURTHER INFORMATION CONTACT: Ms.
Lori Miller, PE, Senior Staff Officer and
Environmental Engineer, APHIS
Veterinary Services, 4700 River Road
Unit 41, Riverdale, MD 20737; (301)
851-3512.

SUPPLEMENTARY INFORMATION: Highly
pathogenic avian influenza (HPAI) is a
significant and often fatal zoonotic
disease of poultry. In December 2014,
two H5 viruses of HPAI were discovered
in the United States. These viruses were
subsequently detected in both migratory
waterfowl and domestic poultry, and
significantly affected domestic poultry
production within the United States.
Two poultry production sectors,
commercial meat turkeys and laying
chickens, were heavily impacted by the
disease, resulting in the loss or
destruction of over 48 million birds
between December 2014 and June 2015.

While disease eradication efforts,
northern migration of wild waterfowl,
and the natural disinfecting effect of
summer heat have currently halted the
spread of the disease within the United
States, the migration southward of
potentially infected wild waterfowl
during the autumn could precipitate a
new round of outbreaks.

To address this potential new round
of outbreaks, the Animal and Plant
Health Inspection Service (APHIS) has
prepared an environmental assessment,
titled ““High Pathogenicity Avian
Influenza Control in Commercial
Poultry Operations—A National
Approach,” relative to a national
approach to controlling outbreaks of
HPAI within the United States. The
environmental assessment suggests an
approach in which APHIS uses its
centralized management of carcass
disposal activities to ensure consistency
throughout the United States with
regard to control efforts in response to
HPALI outbreaks. Under this approach,
APHIS would provide information and
other support to State and local
authorities to help them determine
which depopulation, disposal, and
cleaning and disinfection methods are
most appropriate for the situation.

Based on the environmental assessment,
APHIS has decided to implement this
approach, and has concluded that the
approach will not have a significant
impact on the quality of the human
environment.

We are making both this
environmental assessment and finding
of no significant impact available to the
public for review and comment. We will
consider all comments that we receive
on or before the date listed under the
heading DATES at the beginning of this
notice. If comments suggest issues that
were not previously considered, APHIS
may issue a supplement to the
environmental assessment and finding
of no significant impact.

The environmental assessment and
finding of no significant impact may be
viewed on the Regulations.gov Web site
or in our reading room (see ADDRESSES
above for a link to Regulations.gov and
information on the location and hours of
the reading room). You may request
paper copies of the environmental
assessment or finding of no significant
impact by calling or writing to the
person listed under FOR FURTHER
INFORMATION CONTACT. Please refer to the
title of the documents when requesting
copies.

The environmental assessment and
finding of no significant impact have
been prepared in accordance with: (1)
The National Environmental Policy Act
of 1969 (NEPA), as amended (42 U.S.C.
4321 et seq.), (2) regulations of the
Council on Environmental Quality for
implementing the procedural provisions
of NEPA (40 CFR parts 1500-1508), (3)
USDA regulations implementing NEPA
(7 CFR part 1b), and (4) APHIS’ NEPA
Implementing Procedures (7 CFR part
372).

Done in Washington, DG, this 31st day of
August 2015.

Kevin Shea,

Administrator, Animal and Plant Health
Inspection Service.

[FR Doc. 2015-21994 Filed 9-3—15; 8:45 am]
BILLING CODE 3410-34-P
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DEPARTMENT OF AGRICULTURE

Animal and Plant Health Inspection
Service

[Docket No. APHIS-2015-0054]

Availability of an Environmental
Assessment for Field Testing a Swine
Influenza Vaccine, HIN1 & H3N2,
Modified Live Virus

AGENCY: Animal and Plant Health
Inspection Service, USDA.

ACTION: Notice of availability.

SUMMARY: We are advising the public
that the Animal and Plant Health
Inspection Service has prepared an
environmental assessment concerning
authorization to ship for the purpose of
field testing, and then to field test, an
unlicensed Swine Influenza Vaccine,
H1N1 & H3N2, Modified Live Virus.
The environmental assessment, which is
based on a risk analysis prepared to
assess the risks associated with the field
testing of this vaccine, examines the
potential effects that field testing this
veterinary vaccine could have on the
quality of the human environment.
Based on the risk analysis and other
relevant data, we have reached a
preliminary determination that field
testing this veterinary vaccine will not
have a significant impact on the quality
of the human environment, and that an
environmental impact statement need
not be prepared. We intend to authorize
shipment of this vaccine for field testing
following the close of the comment
period for this notice unless new
substantial issues bearing on the effects
of this action are brought to our
attention. We also intend to issue a U.S.
Veterinary Biological Product license for
this vaccine, provided the field test data
support the conclusions of the
environmental assessment and the
issuance of a finding of no significant
impact and the product meets all other
requirements for licensing.

DATES: We will consider all comments
that we receive on or before October 5,
2015.

ADDRESSES: You may submit comments
by either of the following methods:

e Federal eRulemaking Portal: Go to
http://www.regulations.gov/
#!docketDetail;D=APHIS-2015-0054.

e Postal Mail/Commercial Delivery:
Send your comment to Docket No.
APHIS-2015-0054, Regulatory Analysis
and Development, PPD, APHIS, Station
3A-03.8, 4700 River Road Unit 118,
Riverdale, MD 20737-1238.

Supporting documents and any
comments we receive on this docket
may be viewed at http://

www.regulations.gov/
#!docketDetail;D=APHIS-2015-0054 or
in our reading room, which is located in
Room 1141 of the USDA South
Building, 14th Street and Independence
Avenue SW., Washington, DC. Normal
reading room hours are 8 a.m. to 4:30
p-m., Monday through Friday, except
holidays. To be sure someone is there to
help you, please call (202) 799-7039
before coming.

FOR FURTHER INFORMATION CONTACT: Dr.
Donna Malloy, Operational Support
Section, Center for Veterinary Biologics,
Policy, Evaluation, and Licensing, VS,
APHIS, 4700 River Road Unit 148,
Riverdale, MD 20737-1231; phone (301)
851-3426, fax (301) 734—4314.

For information regarding the
environmental assessment or the risk
analysis, or to request a copy of the
environmental assessment (as well as
the risk analysis with confidential
business information removed), contact
Dr. Patricia L. Foley, Risk Manager,
Center for Veterinary Biologics, Policy,
Evaluation, and Licensing, VS, APHIS,
1920 Dayton Avenue, P.O. Box 844,
Ames, IA 50010; phone (515) 337-6100,
fax (515) 337-6120.

SUPPLEMENTARY INFORMATION: Under the
Virus-Serum-Toxin Act (21 U.S.C. 151
et seq.), a veterinary biological product
must be shown to be pure, safe, potent,
and efficacious before a veterinary
biological product license may be
issued. A field test is generally
necessary to satisfy prelicensing
requirements for veterinary biological
products. Prior to conducting a field test
on an unlicensed product, an applicant
must obtain approval from the Animal
and Plant Health Inspection Service
(APHIS), as well as obtain APHIS’
authorization to ship the product for
field testing.

To determine whether to authorize
shipment and grant approval for the
field testing of the unlicensed product
referenced in this notice, APHIS
considers the potential effects of this
product on the safety of animals, public
health, and the environment. Using the
risk analysis and other relevant data,
APHIS has prepared an environmental
assessment (EA) concerning the field
testing of the following unlicensed
veterinary biological product:

Requester: Boehringer Ingelheim
Vetmedica, Inc.

Product: Swine Influenza Vaccine,
H1N1 & H3N2, Modified Live Virus.

Possible Field Test Locations: Iowa,
Missouri, North Carolina, and Utah.

The above-mentioned product
consists of two live attenuated swine
influenza vaccine viruses, subtypes
H1N1 and H3N2, each containing a

truncated NS1 gene. The attenuated
vaccine is intended for vaccination of
healthy, susceptible pigs one day of age
or older, as an aid in the prevention of
clinical disease associated with swine
influenza infection.

The EA has been prepared in
accordance with: (1) The National
Environmental Policy Act of 1969
(NEPA), as amended (42 U.S.C. 4321 et
seq.); (2) regulations of the Council on
Environmental Quality for
implementing the procedural provisions
of NEPA (40 CFR parts 1500-1508); (3)
USDA regulations implementing NEPA
(7 CFR part 1b); and (4) APHIS’ NEPA
Implementing Procedures (7 CFR part
372).

Unless substantial issues with adverse
environmental impacts are raised in
response to this notice, APHIS intends
to issue a finding of no significant
impact (FONSI) based on the EA and
authorize shipment of the above product

or the initiation of field tests following
the close of the comment period for this
notice.

Because the issues raised by field
testing and by issuance of a license are
identical, APHIS has concluded that the
EA that is generated for field testing
would also be applicable to the
proposed licensing action. Provided that
the field test data support the
conclusions of the original EA and the
issuance of a FONSI, APHIS does not
intend to issue a separate EA and FONSI
to support the issuance of the product
license, and would determine that an
environmental impact statement need
not be prepared. APHIS intends to issue
a veterinary biological product license
for this vaccine following completion of
the field test provided no adverse
impacts on the human environment are
identified and provided the product
meets all other requirements for
licensing.

Authority: 21 U.S.C. 151-159.

Done in Washington, DG, this 31st day of
August 2015.
Kevin Shea,

Administrator, Animal and Plant Health
Inspection Service.

[FR Doc. 2015-21995 Filed 9—-3-15; 8:45 am]
BILLING CODE 3410-34-P

DEPARTMENT OF AGRICULTURE
Forest Service

Ravalli Resource Advisory Committee

AGENCY: Forest Service, USDA.
ACTION: Notice of meeting.

SUMMARY: The Ravalli Resource
Advisory Committee (RAC) will meet in
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Hamilton, Montana. The committee is
authorized under the Secure Rural
Schools and Community Self-
Determination Act (the Act) and
operates in compliance with the Federal
Advisory Committee Act. The purpose
of the committee is to improve
collaborative relationships and to
provide advice and recommendations to
the Forest Service concerning projects
and funding consistent with title II of
the Act. Additional RAG information,
including the meeting agenda and the
meeting summary/minutes can be found
at the following Web site: http://
www.fs.usda.gov/main/bitterroot/
workingtogether/advisorycommittees.
DATES: The meeting will be held
September 22, 2015, at 6:30 p.m.

All RAC meetings are subject to
cancellation. For status of meeting prior
to attendance, please contact the person
listed under FOR FURTHER INFORMATION
CONTACT.

ADDRESSES: The meeting will be held at
the Bitteroot National Forest (NF)
Supervisor’s Office, 1801 North 1st
Street, Hamilton, Montana.

Written comments may be submitted
as described under SUPPLEMENTARY
INFORMATION. All comments, including
names and addresses when provided,
are placed in the record and are
available for public inspection and
copying. The public may inspect
comments received at the Bitteroot NF
Supervisor’s Office. Please call ahead to
facilitate entry into the building.

FOR FURTHER INFORMATION CONTACT:
Ryan Domsalla, Designated Federal
Officer, by phone at 406—821-3269 or
via email at rdomsalla@fs.fed.us; or Joni
Lubke, RAC Coordinator, by phone at
406—-363-7182 or via email at jmlubke@
fs.fed.us.

Individuals who use
telecommunication devices for the deaf
(TDD) may call the Federal Information
Relay Service (FIRS) at 1-800-877-8339
between 8:00 a.m. and 8:00 p.m.,
Eastern Standard Time, Monday
through Friday.

SUPPLEMENTARY INFORMATION: The
purpose of the meeting is:

1. Project presentations; and

2. To review monitoring reports.

The meeting is open to the public.
The agenda will include time for people
to make oral statements of three minutes
or less. Individuals wishing to make an
oral statement should request in writing
by September 18, 2015, to be scheduled
on the agenda. Anyone who would like
to bring related matters to the attention
of the committee may file written
statements with the committee staff
before or after the meeting. Written
comments and requests for time to make

oral comments must be sent to Joni
Lubke, RAC Coordinator, 1801 N. 1st
Street, Hamilton, Montana 59840; by
email to jmlubke@fs.fed.us, or via
facsimile to 406—-363-7159.

Meeting Accommodations: If you are
a person requiring reasonable
accommodation, please make requests
in advance for sign language
interpreting, assistive listening devices
or other reasonable accommodation for
access to the facility or proceedings by
contacting the person listed in the
section titled FOR FURTHER INFORMATION
CONTACT. All reasonable
accommodation requests are managed
on a case by case basis.

Dated: August 24, 2015.
Julie K. King,
Forest Supervisor.
[FR Doc. 2015-21999 Filed 9-3-15; 8:45 am]
BILLING CODE 3411-15-P

THE BROADCASTING BOARD OF
GOVERNORS

Privacy Act of 1974; Amendments to
Existing System of Records

AGENCY: The Broadcasting Board of
Governors.

ACTION: Notice of Amendments to an
Existing System of Records.

SUMMARY: In accordance with the
Privacy Act of 1974 (5 U.S.C. 552a), as
amended, the Broadcasting Board of
Governors (BBG) proposes to amend the
system of records currently listed under
“BBG-13 M/PT—Office of Personnel
(Training and Development Division).”
The amended system of records notice
includes updates to reflect
organizational changes within the BBG,
includes records on contractor training
registration, and includes other
administrative changes.

DATES: This action will be effective
without further notice on October 14,
2015, unless comments are received that
would result in a contrary
determination.

ADDRESSES: Send written comments to
the Broadcasting Board of Governors,
ATTN: Paul Kollmer, Chief Privacy
Officer, 330 Independence Avenue,
Room 3349, Washington, DC 20237.

FOR FURTHER INFORMATION CONTACT:
David Milligan, Director of the Office of
Workforce Support and Development,
(202) 203—-4500

Dated: September 1, 2015.
André Mendes,
Interim CEO and Director, BBG.

BBG 13—Office of Workforce Support
and Development

SYSTEM NAME:
OWSDS—Office of Workforce
Support and Development System

SECURITY CLASSIFICATION:
None.

SYSTEM LOCATION:

Office of Workforce Support and
Development, Broadcasting Board of
Governors, International Broadcasting
Bureau, 330 C St. SW., Washington, DC
20237.

CATEGORIES OF INDIVIDUALS COVERED BY THE
SYSTEM:

BBG employees and contractor
personnel receiving Agency-provided
training.

CATEGORIES OF RECORDS IN THE SYSTEM:

Employee and contractor personnel
training registration data, applications,
biographic data, educational
backgrounds, training records, training
program outlines, evaluations of
training courses.

AUTHORITY FOR MAINTENANCE OF THE SYSTEM:

The United States Information and
Educational Exchange Act of 1948, as
amended (22 U.S.C. 1431, et seq.); the
U.S. International Broadcasting Act of
1994, as amended (22 U.S.C. 6201, et
seq.); and the Foreign Affairs
Consolidation Act of 1998 (Pub. L. 105—
277).

ROUTINE USES OF RECORDS MAINTAINED IN THE
SYSTEM, INCLUDING CATEGORIES OF USERS AND
THE PURPOSES OF SUCH USES:

Background material used to
determine eligibility for training;
justification for training reports and
record-keeping; evaluation and selection
of lecturers and contractors to provide
training; preparation of reports to
Congress and other Government
agencies on training provided and
training costs, as well as projected
training needs and costs.

Information is made available on a
need-to-know basis to personnel of the
BBG as may be required in the
performance of their official duties. The
principal users of this information
outside the BBG are personnel officers
in other Government agencies as a result
of transfer, detail, or reassignment of the
individual to whom the record pertains,
other agencies considering employees
for detail or transfer, and investigators
performing their job functions.

The information may also be released
to other Government agencies that have
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statutory or other lawful authority to
maintain such information. Also see
Statement of General Routine Uses.

POLICIES AND PRACTICES FOR STORING
RETRIEVING, ACCESSING, RETAINING, AND
DISPOSING OF RECORDS IN THE SYSTEM:

Storage: Paper records stored in file
folders and file cabinets. Computer
records stored on computer drives.

Retrievability: Manually retrieved by
name, by computer generated lists of
training statistics, or by training course
title or description.

Safeguards: Access to files is limited
only to authorized BBG employees
having an official use or need for the
information. All files are maintained in
locked file cabinets during non-duty
hours and are protected by office
personnel when being used during duty
hours. All files are contained within a
secure building with access only to
individuals with appropriate
identification. All users of personal
information in connection with the
performance of their jobs protect
information from public view and from
unauthorized personnel entering an
unsupervised office or workspace.

Retention and disposal: Training
records maintained until employee is
separated, until records are no longer
needed, or otherwise as directed by the
General Records Schedule. Budget
records and cost statistics are kept for
three to five years or otherwise as
directed by the General Records
Schedule.

SYSTEM MANAGER(S) AND ADDRESS:

Director, Office of Workforce Support
and Development, Broadcasting Board
of Governors, International Broadcasting
Bureau, 330 C St. SW. Washington, DC
20237.

NOTIFICATION PROCEDURES:

Individuals who want to know
whether this system of records contains
information about them, or who want
access to their records, or who want to
contest the contents of a record, should
make a written request to: FOIA/Privacy
Act Officer, BBG, Suite 3349, 330
Independence Ave. SW. Washington,
DC 20237. Individuals’ requests should
contain the name and address of the
system manager (listed above) and the
following information to enable their
records to be located and identified:

A. Full legal name;

B. Date of Birth;

C. Social Security Number;

D. Last employing organization
(include duty station location) and the
approximate dates of employment or
contact; and

E. Signature.

RECORD ACCESS PROCEDURES:

Individuals wishing to request access
to their records should follow the
Notification Procedures (listed above).
Individuals requesting access will also
be required to provide adequate
identification, such as driver’s license,
employee identification card, and/or
other identifying document. Additional
identification procedures may be
required in some instances. A notarized
signature is required if the request is
made by written correspondence. To
request a file other than your own, you
must have a notarized, signed statement
giving you express permission to access
the file from the individual to whom the
file pertains.

CONTESTING RECORD PROCEDURES:

The BBG’s rules for access and for
contesting record contents and
appealing determinations appear in 22
CFR part 505. The right to contest
records is limited to information that is
incomplete, irrelevant, erroneous or
untimely.

RECORD SOURCE CATEGORIES:

The employee; training applications
and records; training officers and other
individuals involved in personnel
management; supervisors; contracting
officer representatives; trainee
evaluations.

EXEMPTIONS CLAIMED FOR THE SYSTEM:

Certain records contained within this
system of records may be exempted by
5 U.S.C. 552a(k)(2); (k)(4); (k)(5); and
(K)(6).

[FR Doc. 2015-22086 Filed 9-3-15; 8:45 am]
BILLING CODE 8610-01-P

COMMISSION ON CIVIL RIGHTS

Notice of Public Meeting of the lllinois
Advisory Committee To Introduce
Recently Appointed Committee
Members and Discuss Civil Rights
Concerns in the State

AGENCY: U.S. Commission on Civil
Rights.

ACTION: Announcement of meeting.

SUMMARY: Notice is hereby given,
pursuant to the provisions of the rules
and regulations of the U.S. Commission
on Civil Rights (Commission) and the
Federal Advisory Committee Act that
the Illinois Advisory Committee
(Committee) will hold a meeting on
Wednesday, September 30, 2015, at
12:00 p.m. CDT for the purpose of
introducing Committee members
appointed August 14, 2015, and
beginning a discussion regarding civil

rights concerns in the State for the
Committee’s consideration.

Members of the public can listen to
the discussion. This meeting is available
to the public through the following toll-
free call-in number: 888—510-1765,
conference ID: 9957072. Any interested
member of the public may call this
number and listen to the meeting. The
conference call operator will ask callers
to identify themselves, the organization
they are affiliated with (if any), and an
email address prior to placing callers
into the conference room. Callers can
expect to incur charges for calls they
initiate over wireless lines, and the
Commission will not refund any
incurred charges. Callers will incur no
charge for calls they initiate over land-
line connections to the toll-free
telephone number. Persons with hearing
impairments may also follow the
proceedings by first calling the Federal
Relay Service at 1-800—977-8339 and
providing the Service with the
conference call number and conference
ID number.

Member of the public are also invited
and welcomed to make statements at the
end of the conference call. In addition,
members of the public may submit
written comments; the comments must
be received in the regional office by
October 30, 2015. Written comments
may be mailed to the Regional Programs
Unit, U.S. Commission on Civil Rights,
55 W. Monroe St., Suite 410, Chicago,
IL 60615. They may also be faxed to the
Commission at (312) 353—8324, or
emailed to Administrative Assistant,
Carolyn Allen at callen@usccr.gov.
Persons who desire additional
information may contact the Regional
Programs Unit at (312) 353—-8311.

Records and documents discussed
during the meeting will be available for
public viewing prior to and after the
meeting at http://facadatabase.gov/
committee/meetings.aspx?cid=246 and
clicking on the “Meeting Details”” and
“Documents” links. Records generated
from this meeting may also be inspected
and reproduced at the Regional
Programs Unit, as they become
available, both before and after the
meeting. Persons interested in the work
of this Committee are directed to the
Commission’s Web site, http://
www.usccr.gov, or may contact the
Regional Programs Unit at the above
email or street address.

Agenda

Welcome and Introductions
Committee Roles and Responsibilities
Ethics
Jurisdiction and Scope of Duties
Project Process and Examples
Discussion
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Current Civil Rights Issues in Illinois
Future Plans and Actions
Open Comment
Adjournment
DATES: The meeting will be held on
Wednesday, September 30, 2015, at
12:00 p.m. CDT.
Public Call Information:
Dial: 888-510-1765
Conference ID: 9957072
FOR FURTHER INFORMATION CONTACT:
Melissa Wojnaroski, DFO, at 312—-353—
8311 or mwojnaroski@usccr.gov.

Dated: September 1, 2015.
David Mussatt,
Chief, Regional Programs Unit.
[FR Doc. 2015-21966 Filed 9-3-15; 8:45 am]
BILLING CODE 6335-01-P

DEPARTMENT OF COMMERCE
Economic Development Administration

Notice of Petitions by Firms for
Determination of Eligibility To Apply
for Trade Adjustment Assistance

AGENCY: Economic Development
Administration, Department of
Commerce.

ACTION: Notice and opportunity for
public comment.

Pursuant to section 251 of the Trade
Act 1974, as amended (19 U.S.C. 2341
et seq.), the Economic Development
Administration (EDA) has received
petitions for certification of eligibility to

apply for Trade Adjustment Assistance
from the firms listed below.
Accordingly, EDA has initiated
investigations to determine whether
increased imports into the United States
of articles like or directly competitive
with those produced by each of these
firms contributed importantly to the
total or partial separation of the firm’s
workers, or threat thereof, and to a
decrease in sales or production of each
petitioning firm.

LIST OF PETITIONS RECEIVED BY EDA FOR CERTIFICATION ELIGIBILITY TO APPLY FOR TRADE ADJUSTMENT ASSISTANCE

[8/26/2015 through 8/31/2015]

Date
Firm name Firm address accepted for Product(s)
investigation
NU-CO Tool, Inc ........... 7310 North Liberty, Edinburg, TX 78541 ............. 8/26/2015 | The firm manufactures precision machined tools.
Bamar Plastics, Inc ........ 1702 South Robinson Street, South Bend, IN 8/26/2015 | The firm manufactures precision injection molded
46613. thermoplastic parts for the automotive industry.

Any party having a substantial
interest in these proceedings may
request a public hearing on the matter.
A written request for a hearing must be
submitted to the Trade Adjustment
Assistance for Firms Division, Room
71030, Economic Development
Administration, U.S. Department of
Commerce, Washington, DC 20230, no
later than ten (10) calendar days
following publication of this notice.

Please follow the requirements set
forth in EDA’s regulations at 13 CFR
315.9 for procedures to request a public
hearing. The Catalog of Federal
Domestic Assistance official number
and title for the program under which
these petitions are submitted is 11.313,
Trade Adjustment Assistance for Firms.

Dated: August 31, 2015.
Michael S. DeVillo,
Eligibility Examiner.
[FR Doc. 2015-21977 Filed 9-3-15; 8:45 am]
BILLING CODE 3510-WH-P

DEPARTMENT OF COMMERCE
Bureau of Industry and Security
[15-BIS-001]

Order Relating to Air Bashkortostan,
LTD.

In the Matter of:

Air Bashkortostan, LTD. with a last known
address of:

142001, Moscow Region, City of
Domodedovo, Centralny District,
Promyshlennaya Street, 11B, Russian
Federation, Respondent.

The Bureau of Industry and Security,
U.S. Department of Commerce (‘“BIS”),
has notified Air Bashkortostan, LTD., of
Bashkortostan, Russia (““Air
Bashkortostan”), that it has initiated an
administrative proceeding against Air
Bashkortostan pursuant to Section 766.3
of the Export Admin