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(g) Required Actions 

(1) Within 90 days after the effective date 
of this AD, recalculate the consumed and 
remaining service life of each affected LLP 
using Accomplishment Instructions, 
paragraph 3.D., of RRD Alert Non- 
Modification Service Bulletin (NMSB) SB– 
BR700–72–A900584, Revision 2, dated 
November 22, 2017 (the NMSB). 

(2) For engines installed and operated on 
a pre-mod airplane, after performing the 
initial recalculations required by paragraph 
(g)(1) of this AD, for each flight, calculate the 
consumed and remaining service life of each 
affected LLP using paragraph 3.D. of the 
Accomplishment Instructions of the NMSB. 

(3) Remove each affected LLP prior to 
exceeding its approved life limit or within 90 
days after the effective date of this AD, 
whichever occurs later. 

(h) Credit for Previous Actions 

You may take credit for the recalculation 
of the consumed and remaining service life 
of each LLP required by paragraph (g)(1) of 
this AD if the action was performed before 
the effective date of this AD using RRD Alert 
NMSB SB–BR700–72–A900584, Revision 1, 
dated October 5, 2017, or original issue, 
dated January 31, 2017. 

(i) Definition 

For the purpose of this AD, an affected LLP 
is: a low-pressure compressor (LPC) disk, 
LPC fan blade, fan shaft, low-pressure turbine 
(LPT) stage 1 disk, LPT stage 2 disk, LPT 
rotor shaft and annulus filler, high-pressure 
compressor (HPC) stage 1–6 rotor disk, HPC 
stage 7–10 rotor disk, curvic ring, high- 
pressure turbine (HPT) stage 1 disk, and an 
HPT stage 2 disk. 

(j) Alternative Methods of Compliance 
(AMOCs) 

(1) The Manager, ECO Branch, FAA, has 
the authority to approve AMOCs for this AD, 
if requested using the procedures found in 14 
CFR 39.19. In accordance with 14 CFR 39.19, 
send your request to your principal inspector 
or local Flight Standards District Office, as 
appropriate. If sending information directly 
to the manager of the certification office, 
send it to the attention of the person 
identified in paragraph (k)(1). You may email 
your request to: ANE-AD-AMOC@faa.gov. 

(2) Before using any approved AMOC, 
notify your appropriate principal inspector, 
or lacking a principal inspector, the manager 
of the local flight standards district office/ 
certificate holding district office. 

(k) Related Information 

(1) For more information about this AD, 
contact Wego Wang, Aviation Safety 
Engineer, ECO Branch, FAA, 1200 District 
Avenue, Burlington, MA 01803; phone: (781) 
238–7134; fax: (781) 238–7199; email: 
Wego.Wang@faa.gov. 

(2) Refer to European Union Aviation 
Safety Agency (EASA) AD 2018–0268, dated 
December 11, 2018, for more information. 
You may examine the EASA AD in the AD 
docket at https://www.regulations.gov by 
searching for and locating Docket No. FAA– 
2021–0257. 

(l) Material Incorporated by Reference 

(1) The Director of the Federal Register 
approved the incorporation by reference 
(IBR) of the service information listed in this 
paragraph under 5 U.S.C. 552(a) and 1 CFR 
part 51. 

(2) You must use this service information 
as applicable to do the actions required by 
this AD, unless the AD specifies otherwise. 

(i) Rolls-Royce Deutschland Ltd & Co KG 
Alert Non-Modification Service Bulletin SB– 
BR700–72–A900584, Revision 2, dated 
November 22, 2017. 

(ii) [Reserved] 
(3) For Rolls-Royce Deutschland service 

information identified in this AD, contact 
Rolls-Royce Deutschland Ltd & Co KG, 
Eschenweg 11, Dahlewitz, 15827 
Blankenfelde-Mahlow, Germany; phone: +49 
(0) 33 7086–4040; website: https://www.rolls- 
royce.com/contact-us.aspx. 

(4) You may view this service information 
at FAA, Airworthiness Products Section, 
Operational Safety Branch, 1200 District 
Avenue, Burlington, MA 01803. For 
information on the availability of this 
material at the FAA, call (781) 238–7759. 

(5) You may view this service information 
that is incorporated by reference at the 
National Archives and Records 
Administration (NARA). For information on 
the availability of this material at NARA, 
email: fr.inspection@nara.gov, or go to: 
https://www.archives.gov/federal-register/cfr/ 
ibr-locations.html. 

Issued on October 8, 2021. 
Lance T. Gant, 
Director, Compliance & Airworthiness 
Division, Aircraft Certification Service. 
[FR Doc. 2021–24182 Filed 11–5–21; 8:45 am] 

BILLING CODE 4910–13–P 

DEPARTMENT OF TRANSPORTATION 

Federal Aviation Administration 

14 CFR Part 39 

[Docket No. FAA–2021–0503; Project 
Identifier AD–2021–00163–T; Amendment 
39–21769; AD 2021–21–09] 

RIN 2120–AA64 

Airworthiness Directives; The Boeing 
Company Airplanes 

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

SUMMARY: The FAA is superseding 
Airworthiness Directive (AD) 2005–05– 
18, which applied to certain The Boeing 
Company Model 737–600, –700, –700C, 
–800, and –900 series airplanes. AD 
2005–05–18 required repetitive 
inspections for cracking of the webs of 
the aft pressure bulkhead at a certain 
body station, and corrective action if 
necessary. This AD was prompted by 
cracking found in that inspection area 

on airplanes not identified in the 
applicability of AD 2005–05–18. This 
AD retains the requirements of AD 
2005–05–18, revises the applicability to 
include additional airplanes, and adds 
an inspection for existing repairs on the 
newly added airplanes. The FAA is 
issuing this AD to address the unsafe 
condition on these products. 
DATES: This AD is effective December 
13, 2021. 

The Director of the Federal Register 
approved the incorporation by reference 
of a certain publication listed in this AD 
as of December 13, 2021. 
ADDRESSES: For service information 
identified in this final rule, contact 
Boeing Commercial Airplanes, 
Attention: Contractual & Data Services 
(C&DS), 2600 Westminster Blvd., MC 
110–SK57, Seal Beach, CA 90740–5600; 
telephone 562–797–1717; internet 
https://www.myboeingfleet.com. You 
may view this service information at the 
FAA, Airworthiness Products Section, 
Operational Safety Branch, 2200 South 
216th St., Des Moines, WA. For 
information on the availability of this 
material at the FAA, call 206–231–3195. 
It is also available at https://
www.regulations.gov by searching for 
and locating Docket No. FAA–2021– 
0503. 

Examining the AD Docket 
You may examine the AD docket at 

https://www.regulations.gov by 
searching for and locating Docket No. 
FAA–2021–0503; or in person at Docket 
Operations between 9 a.m. and 5 p.m., 
Monday through Friday, except Federal 
holidays. The AD docket contains this 
final rule, any comments received, and 
other information. The address for 
Docket Operations is U.S. Department of 
Transportation, Docket Operations, M– 
30, West Building Ground Floor, Room 
W12–140, 1200 New Jersey Avenue SE, 
Washington, DC 20590. 
FOR FURTHER INFORMATION CONTACT: 
Wayne Lockett, Aerospace Engineer, 
Airframe Section, FAA, Seattle ACO 
Branch, 2200 South 216th St., Des 
Moines, WA 98198; phone and fax: 206– 
231–3524; email: wayne.lockett@
faa.gov. 
SUPPLEMENTARY INFORMATION: 

Background 
The FAA issued a notice of proposed 

rulemaking (NPRM) to amend 14 CFR 
part 39 to supersede AD 2005–05–18, 
Amendment 39–14007 (70 FR 12410, 
March 14, 2005) (AD 2005–05–18). AD 
2005–05–18 applied to certain The 
Boeing Company Model 737–600, –700, 
–700C, –800, and –900 series airplanes. 
The NPRM published in the Federal 
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Register on June 30, 2021 (86 FR 34660). 
The NPRM was prompted by cracking 
found in an inspection area on airplanes 
not identified in the applicability of AD 
2005–05–18. In the NPRM, the FAA 
proposed to continue to require 
repetitive inspections for cracking of the 
webs of the aft pressure bulkhead at a 
certain body station, and corrective 
action if necessary. The NPRM also 
proposed to require revising the 
applicability to include additional 
airplanes, and adding an inspection for 
existing repairs on the newly added 
airplanes. The FAA is issuing this AD 
to address fatigue cracks in the webs of 
the aft pressure bulkhead, which could 
result in rapid decompression of the 
airplane. 

Discussion of Final Airworthiness 
Directive 

Comments 
The FAA received comments from 

United Airlines and Jack Kendrick, who 
supported the NPRM without change. 

The FAA received additional 
comments from two commenters, 
including Boeing and Aviation Partners 
Boeing. The following presents the 
comments received on the NPRM and 
the FAA’s response to each comment. 

Effects of Winglets on Accomplishment 
of the Proposed Actions 

Aviation Partners Boeing stated that 
the installation of blended or split 
scimitar winglets per Supplemental 
Type Certificate (STC) ST00830SE does 
not affect compliance with the proposed 
actions. 

The FAA agrees with the commenter 
that the installation of winglets per STC 
ST00830SE does not affect the 
accomplishment of the manufacturer’s 
service instructions. Therefore, the 
installation of STC ST00830SE does not 
affect the ability to accomplish the 
actions required by this AD. Operators 
of airplanes with these winglets do not 

need to request a ‘‘change in product’’ 
alternative method of compliance 
(AMOC) approval as specified in 14 CFR 
39.17. The FAA has redesignated 
paragraph (c) of the proposed AD as 
paragraph (c)(1) of this AD, and added 
paragraph (c)(2) to this AD accordingly. 

Request To Clarify Service Information 
Description 

Boeing asked that the FAA clarify the 
language describing the inspection 
location and reporting requirements in 
the ‘‘Related Service Information Under 
1 CFR 51’’ paragraph in the preamble of 
the proposed AD. Boeing stated that the 
language should identify the center 
dome apex location, and also specify 
reporting of any cracks found. 

The FAA agrees with the commenter’s 
request to clarify the inspection location 
in the ‘‘Related Service Information’’ 
section, due to the vast number of web 
fasteners located around the bulkhead. 
The FAA has clarified that language 
accordingly. 

The FAA does not agree with the 
commenter’s request to add reporting 
language to that section, because the 
manufacturer did not include a 
reporting requirement for this particular 
cracking condition in the service 
information. Therefore, the FAA has not 
changed this AD in this regard. 

Request To Clarify Language in Actions 
Since AD 2005–05–18 Was Issued 
Section 

Boeing requested that the FAA clarify 
the language in the Actions Since AD 
2005–05–18 Was Issued section of the 
proposed AD. Boeing suggested 
changing the sentence that begins 
‘‘During the assembly process on line 
numbers 1167 through 1755, the 
fasteners,’’ as follows: ‘‘Fasteners on 
line numbers 1167 through 1755 in the 
apex dome region are subjected to 
clamp-up stresses from the assembly 
process and fatigue cycles during 

fuselage pressurization.’’ Boeing stated 
that this change is to clarify the meaning 
of the language used in the proposed 
AD. 

The FAA acknowledges the 
commenter’s request and agrees the 
proposed wording provides clarity. 
However, that section is not carried over 
into this final rule. Therefore, the FAA 
has not changed this AD in this regard. 

Conclusion 

The FAA reviewed the relevant data, 
considered any comments received, and 
determined that air safety requires 
adopting this AD as proposed. Except 
for minor editorial changes, and any 
other changes described previously, this 
AD is adopted as proposed in the 
NPRM. None of the changes will 
increase the economic burden on any 
operator. 

Related Service Information Under 1 
CFR Part 51 

The FAA reviewed Boeing Alert 
Service Bulletin 737–53A1251, Revision 
2, dated January 20, 2021. This service 
information specifies procedures for a 
general visual inspection for existing 
repairs, repetitive detailed and high 
frequency eddy current (HFEC) 
inspections for cracks around the web 
center dome apex fasteners, repetitive 
low frequency eddy current (LFEC) 
inspection for cracks around the hidden 
web lap splice fastener locations, and 
repair of cracks. This service 
information is reasonably available 
because the interested parties have 
access to it through their normal course 
of business or by the means identified 
in the ADDRESSES section. 

Costs of Compliance 

The FAA estimates that this AD 
affects 744 airplanes of U.S. registry. 
The FAA estimates the following costs 
to comply with this AD: 

ESTIMATED COSTS 

Action Labor cost Parts cost Cost per product Cost on U.S. operators 

Detailed, HFEC, and LFEC in-
spections.

Up to 10 work-hours × $85 
per hour = Up to $850 per 
inspection cycle.

$0 Up to $850 per inspection 
cycle.

Up to $632,400 per inspection 
cycle. 

General visual inspection (194 
airplanes).

1 work-hour × $85 per hour = 
$85.

0 $85 ......................................... $16,490. 

The FAA estimates the following 
costs to do any necessary repairs that 

are required based on the results of the 
inspections. The FAA has no way of 

determining the number of aircraft that 
might need these repairs: 
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ON-CONDITION COSTS 

Action Labor cost Parts cost Cost per product 

Repair ..................... Up to 30 * work-hours × $85 per hour = Up to $2,550 ................................ Up to $30,000 * ......... Up to $32,550.* 

* Repair costs will vary depending on size of the repair required. 

Authority for This Rulemaking 

Title 49 of the United States Code 
specifies the FAA’s authority to issue 
rules on aviation safety. Subtitle I, 
section 106, describes the authority of 
the FAA Administrator. Subtitle VII: 
Aviation Programs, describes in more 
detail the scope of the Agency’s 
authority. 

The FAA is issuing this rulemaking 
under the authority described in 
Subtitle VII, Part A, Subpart III, Section 
44701: General requirements. Under 
that section, Congress charges the FAA 
with promoting safe flight of civil 
aircraft in air commerce by prescribing 
regulations for practices, methods, and 
procedures the Administrator finds 
necessary for safety in air commerce. 
This regulation is within the scope of 
that authority because it addresses an 
unsafe condition that is likely to exist or 
develop on products identified in this 
rulemaking action. 

Regulatory Findings 

This AD will not have federalism 
implications under Executive Order 
13132. This AD will not have 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. 

For the reasons discussed above, I 
certify that this AD: 

(1) Is not a ‘‘significant regulatory 
action’’ under Executive Order 12866, 

(2) Will not affect intrastate aviation 
in Alaska, and 

(3) Will not have a significant 
economic impact, positive or negative, 
on a substantial number of small entities 
under the criteria of the Regulatory 
Flexibility Act. 

List of Subjects in 14 CFR Part 39 

Air transportation, Aircraft, Aviation 
safety, Incorporation by reference, 
Safety. 

The Amendment 

Accordingly, under the authority 
delegated to me by the Administrator, 
the FAA amends 14 CFR part 39 as 
follows: 

PART 39—AIRWORTHINESS 
DIRECTIVES 

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

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

§ 39.13 [Amended] 

■ 2. The FAA amends § 39.13 by: 
■ a. Removing Airworthiness Directive 
(AD) 2005–05–18, Amendment 39– 
14007 (70 FR 12410, March 14, 2005); 
and 
■ b. Adding the following new AD: 
2021–21–09 The Boeing Company: 

Amendment 39–21769; Docket No. 
FAA–2021–0503; Project Identifier AD– 
2021–00163–T. 

(a) Effective Date 

This airworthiness directive (AD) is 
effective December 13, 2021. 

(b) Affected ADs 

This AD replaces AD 2005–05–18, 
Amendment 39–14007 (70 FR 12410, March 
14, 2005) (AD 2005–05–18). 

(c) Applicability 

(1) This AD applies to The Boeing 
Company Model 737–600, –700, –700C, 
–800, and –900 series airplanes, certificated 
in any category, as identified in Boeing Alert 
Service Bulletin 737–53A1251, Revision 2, 
dated January 20, 2021. 

(2) Installation of Supplemental Type 
Certificate (STC) ST00830SE does not affect 
the ability to accomplish the actions required 
by this AD. Therefore, for airplanes on which 
STC ST00830SE is installed, a ‘‘change in 
product’’ alternative method of compliance 
(AMOC) approval request is not necessary to 
comply with the requirements of 14 CFR 
39.17. 

(d) Subject 

Air Transport Association (ATA) of 
America Code 53, Fuselage. 

(e) Unsafe Condition 

This AD was prompted by a report of 
cracks found at several of the fastener rows 
in the web lap splices at the dome apex of 
the aft pressure bulkhead, and the 
determination that airplanes not affected by 
AD 2005–05–18 are subject to this unsafe 
condition. The FAA is issuing this AD to 
address fatigue cracks in the webs of the aft 
pressure bulkhead, which could result in 
rapid decompression of the airplane. 

(f) Compliance 

Comply with this AD within the 
compliance times specified, unless already 
done. 

(g) Required Actions 
Except as specified by paragraph (h) of this 

AD: At the applicable times specified in 
paragraph 1.E., ‘‘Compliance,’’ of Boeing 
Alert Service Bulletin 737–53A1251 Revision 
2, dated January 20, 2021, do all applicable 
actions identified as ‘‘RC’’ (required for 
compliance) in, and in accordance with, the 
Accomplishment Instructions of Boeing Alert 
Service Bulletin 737–53A1251, Revision 2, 
dated January 20, 2021. For Group 1 
airplanes, as defined in Boeing Alert Service 
Bulletin 737–53A1251, Revision 2, dated 
January 20, 2021: Step 3.B.2. of the 
Accomplishment Instructions of Boeing Alert 
Service Bulletin 737–53A1251, Revision 2, 
dated January 20, 2021, is an RC step, and 
the provisions of paragraphs (j)(5)(i) and (ii) 
of this AD apply. 

(h) Exceptions to Service Information 
Specifications 

(1) Where Boeing Alert Service Bulletin 
737–53A1251, Revision 2, dated January 20, 
2021, uses the phrase ‘‘the Revision 1 date of 
this service bulletin,’’ this AD requires using 
‘‘the effective date of this AD.’’ 

(2) Where Boeing Alert Service Bulletin 
737–53A1251, Revision 2, dated January 20, 
2021, specifies contacting Boeing for repair 
instructions or for alternative inspections: 
This AD requires doing the repair, or doing 
the alternative inspections and applicable on- 
condition actions using a method approved 
in accordance with the procedures specified 
in paragraph (j) of this AD. 

(i) Credit for Previous Actions 

(1) For airplanes having line numbers 1 
through 1166 inclusive: This paragraph 
provides credit for the corresponding actions 
of Boeing Alert Service Bulletin 737– 
53A1251, Revision 2, dated January 20, 2021, 
that are required by paragraph (g) of this AD, 
if those actions were performed before the 
effective date of this AD using Boeing Service 
Bulletin 737–53–1251, dated June 3, 2004, 
which was incorporated by reference in AD 
2005–05–18. 

(2) This paragraph provides credit for the 
corresponding actions of Boeing Alert 
Service Bulletin 737–53A1251, Revision 2, 
dated January 20, 2021, that are required by 
paragraph (g) of this AD, if those actions were 
performed before the effective date of this AD 
using Boeing Alert Service Bulletin 737– 
53A1251, Revision 1, dated September 22, 
2020, which is not incorporated by reference 
in this AD. 

(j) Alternative Methods of Compliance 
(AMOCs) 

(1) The Manager, Seattle ACO Branch, 
FAA, has the authority to approve AMOCs 
for this AD, if requested using the procedures 
found in 14 CFR 39.19. In accordance with 
14 CFR 39.19, send your request to your 
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principal inspector or responsible Flight 
Standards Office, as appropriate. If sending 
information directly to the manager of the 
certification office, send it to the attention of 
the person identified in paragraph (k)(1) of 
this AD. Information may be emailed to: 9- 
ANM-Seattle-ACO-AMOC-Requests@faa.gov. 

(2) Before using any approved AMOC, 
notify your appropriate principal inspector, 
or lacking a principal inspector, the manager 
of the responsible Flight Standards Office. 

(3) An AMOC that provides an acceptable 
level of safety may be used for any repair, 
modification, or alteration required by this 
AD if it is approved by The Boeing Company 
Organization Designation Authorization 
(ODA) that has been authorized by the 
Manager, Seattle ACO Branch, FAA, to make 
those findings. To be approved, the repair 
method, modification deviation, or alteration 
deviation must meet the certification basis of 
the airplane, and the approval must 
specifically refer to this AD. 

(4) AMOCs approved for AD 2005–05–18 
are approved as AMOCs for the 
corresponding provisions of Boeing Alert 
Service Bulletin 737–53A1251, Revision 2, 
dated January 20, 2021, that are required by 
paragraph (g) of this AD. 

(5) Except as specified by paragraph (h) of 
this AD: For service information that 
contains steps that are labeled as Required 
for Compliance (RC), the provisions of 
paragraphs (j)(5)(i) and (ii) of this AD apply. 

(i) The steps labeled as RC, including 
substeps under an RC step and any figures 
identified in an RC step, must be done to 
comply with the AD. If a step or substep is 
labeled ‘‘RC Exempt,’’ then the RC 
requirement is removed from that step or 
substep. An AMOC is required for any 
deviations to RC steps, including substeps 
and identified figures. 

(ii) Steps not labeled as RC may be 
deviated from using accepted methods in 
accordance with the operator’s maintenance 
or inspection program without obtaining 
approval of an AMOC, provided the RC steps, 
including substeps and identified figures, can 
still be done as specified, and the airplane 
can be put back in an airworthy condition. 

(k) Related Information 
(1) For more information about this AD, 

contact Wayne Lockett, Aerospace Engineer, 
Airframe Section, FAA, Seattle ACO Branch, 
2200 South 216th St., Des Moines, WA 
98198; phone and fax: 206–231–3524; email: 
wayne.lockett@faa.gov. 

(2) Service information identified in this 
AD that is not incorporated by reference is 
available at the addresses specified in 
paragraphs (l)(3) and (4) of this AD. 

(l) Material Incorporated by Reference 
(1) The Director of the Federal Register 

approved the incorporation by reference 

(IBR) of the service information listed in this 
paragraph under 5 U.S.C. 552(a) and 1 CFR 
part 51. 

(2) You must use this service information 
as applicable to do the actions required by 
this AD, unless the AD specifies otherwise. 

(i) Boeing Alert Service Bulletin 737– 
53A1251, Revision 2, dated January 20, 2021. 

(ii) [Reserved] 
(3) For service information identified in 

this AD, contact Boeing Commercial 
Airplanes, Attention: Contractual & Data 
Services (C&DS), 2600 Westminster Blvd., 
MC 110–SK57, Seal Beach, CA 90740–5600; 
telephone 562–797–1717; internet https://
www.myboeingfleet.com. 

(4) You may view this service information 
at the FAA, Airworthiness Products Section, 
Operational Safety Branch, 2200 South 216th 
St., Des Moines, WA. For information on the 
availability of this material at the FAA, call 
206–231–3195. 

(5) You may view this service information 
that is incorporated by reference at the 
National Archives and Records 
Administration (NARA). For information on 
the availability of this material at NARA, 
email fr.inspection@nara.gov, or go to: 
https://www.archives.gov/federal-register/cfr/ 
ibr-locations.html. 

Issued on October 8, 2021. 
Gaetano A. Sciortino, 
Deputy Director for Strategic Initiatives, 
Compliance & Airworthiness Division, 
Aircraft Certification Service. 
[FR Doc. 2021–24225 Filed 11–5–21; 8:45 am] 

BILLING CODE 4910–13–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

21 CFR Parts 510, 520, 522, 524, 556, 
and 558 

[Docket No. FDA–2021–N–0002] 

New Animal Drugs; Approval of New 
Animal Drug Applications; Changes of 
Sponsor Address 

AGENCY: Food and Drug Administration, 
(HHS). 
ACTION: Final rule; technical 
amendments. 

SUMMARY: The Food and Drug 
Administration (FDA or we) 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 April, 
May, and June 2021. FDA is 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 
improve the accuracy and readability of 
the regulations. 

DATES: This rule is effective November 
8, 2021. 

FOR FURTHER INFORMATION CONTACT: 
George K. Haibel, Center for Veterinary 
Medicine (HFV–6), Food and Drug 
Administration, 7500 Standish Pl., 
Rockville, MD 20855, 240–402–5689, 
george.haibel@fda.hhs.gov. 

SUPPLEMENTARY INFORMATION: 

I. Approvals 

FDA is amending the animal drug 
regulations to reflect approval actions 
for NADAs and ANADAs during April, 
May, and June 2021, 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 office of the Dockets 
Management Staff (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, 240–402–7500. Persons 
with access to the internet may obtain 
these documents at the CVM FOIA 
Electronic Reading Room: https://
www.fda.gov/about-fda/center- 
veterinary-medicine/cvm-foia- 
electronic-reading-room. Marketing 
exclusivity and patent information may 
be accessed in FDA’s publication, 
‘‘Approved Animal Drug Products 
Online (Green Book)’’ at: https://
www.fda.gov/animal-veterinary/ 
products/approved-animal-drug- 
products-green-book. 

FDA has verified the website 
addresses as of the date this document 
publishes in the Federal Register, but 
websites are subject to change over time. 

TABLE 1—ORIGINAL AND SUPPLEMENTAL NADAS AND ANADAS APPROVED DURING APRIL, MAY, AND JUNE 2021 

Approval date File No. Sponsor Product name Species Effect of the action Public 
documents 

April 5, 2021 ......... 200–697 Accord Healthcare, Inc., 
1009 Slater Rd., Suite 
210–B, Durham, NC 
27703.

Enrofloxacin Injectable 
Solution 2.27%.

Dogs ............... Original approval as a generic copy of 
NADA 140–913.

FOI Summary. 

VerDate Sep<11>2014 16:24 Nov 05, 2021 Jkt 256001 PO 00000 Frm 00018 Fmt 4700 Sfmt 4700 E:\FR\FM\08NOR1.SGM 08NOR1lo
tte

r 
on

 D
S

K
11

X
Q

N
23

P
R

O
D

 w
ith

 R
U

LE
S

1

I I I I 

https://www.fda.gov/animal-veterinary/products/approved-animal-drug-products-green-book
https://www.fda.gov/animal-veterinary/products/approved-animal-drug-products-green-book
https://www.fda.gov/animal-veterinary/products/approved-animal-drug-products-green-book
https://www.fda.gov/animal-veterinary/products/approved-animal-drug-products-green-book
https://www.archives.gov/federal-register/cfr/ibr-locations.html
https://www.archives.gov/federal-register/cfr/ibr-locations.html
mailto:9-ANM-Seattle-ACO-AMOC-Requests@faa.gov
mailto:9-ANM-Seattle-ACO-AMOC-Requests@faa.gov
https://www.myboeingfleet.com
https://www.myboeingfleet.com
mailto:george.haibel@fda.hhs.gov
mailto:fr.inspection@nara.gov
mailto:wayne.lockett@faa.gov
https://www.fda.gov/about-fda/center-veterinary-medicine/cvm-foia-electronic-reading-room
https://www.fda.gov/about-fda/center-veterinary-medicine/cvm-foia-electronic-reading-room
https://www.fda.gov/about-fda/center-veterinary-medicine/cvm-foia-electronic-reading-room
https://www.fda.gov/about-fda/center-veterinary-medicine/cvm-foia-electronic-reading-room

		Superintendent of Documents
	2021-11-06T00:44:44-0400
	Government Publishing Office, Washington, DC 20401
	Government Publishing Office
	Government Publishing Office attests that this document has not been altered since it was disseminated by Government Publishing Office




