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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.

FEDERAL RESERVE SYSTEM

12 CFR Part 209
[Regulation I; Docket No. R—1689]
RIN 7100-AF 67

Federal Reserve Bank Capital Stock

AGENCY: Board of Governors of the
Federal Reserve System.
ACTION: Final rule.

SUMMARY: The Board of Governors
(Board) is publishing a final rule that
applies an inflation adjustment to the
threshold for total consolidated assets in
Regulation I. Federal Reserve Bank
(Reserve Bank) stockholders that have
total consolidated assets above the
threshold receive a different dividend
rate on their Reserve Bank stock than
stockholders with total consolidated
assets at or below the threshold. The
Federal Reserve Act requires that the
Board annually adjust the total
consolidated asset threshold to reflect
the change in the Gross Domestic
Product Price Index, published by the
Bureau of Economic Analysis (BEA).
Based on the change in the Gross
Domestic Product Price Index as of
September 26, 2019, the total
consolidated asset threshold will be
$10,715,000,000 through December 31,
2020.

DATES: This final rule is effective
January 15, 2020.

FOR FURTHER INFORMATION CONTACT:
Evan Winerman, Senior Counsel (202/
872-7578), Legal Division; or Jamie
Noonan, Lead Financial Institutions
Policy Analyst (202/530-6296), Reserve
Bank Operations and Payments Systems
Division. For users of
Telecommunications Device for the Deaf
(TDD) only, contact (202) 263—4869.
SUPPLEMENTARY INFORMATION:

I. Background

Regulation I governs the issuance and
cancellation of capital stock by the
Reserve Banks. Under section 5 of the

Federal Reserve Act ! and Regulation 1,2
a member bank must subscribe to
capital stock of the Reserve Bank of its
district in an amount equal to six
percent of the member bank’s capital
and surplus. The member bank must
pay for one-half of this subscription on
the date that the Reserve Bank approves
its application for capital stock, while
the remaining half of the subscription
shall be subject to call by the Board.?

Section 7(a)(1) of the Federal Reserve
Act? provides that Reserve Bank
stockholders with $10 billion or less in
total consolidated assets shall receive a
six percent dividend on paid-in capital
stock, while stockholders with more
than $10 billion in total consolidated
assets shall receive a dividend on paid-
in capital stock equal to the lesser of six
percent and ‘““the rate equal to the high
yield of the 10-year Treasury note
auctioned at the last auction held prior
to the payment of such dividend.”
Section 7(a)(1) requires that the Board
adjust the threshold for total
consolidated assets annually to reflect
the change in the Gross Domestic
Product Price Index, published by the
BEA.

Regulation I implements section
7(a)(1) of the Federal Reserve Act by (1)
defining the term ‘‘total consolidated
assets,”” ® (2) incorporating the statutory
dividend rates for Reserve Bank
stockholders ¢ and (3) providing that the
Board shall adjust the threshold for total
consolidated assets annually to reflect
the change in the Gross Domestic
Product Price Index.” The Board has
explained that it “expects to make this
adjustment [to the threshold for total
consolidated assets] using the final
second quarter estimate of the Gross
Domestic Product Price Index for each

112 U.S.C. 287.

212 CFR 209.4(a).

312 U.S.C. 287 and 12 CFR 209.4(c)(2).

412 U.S.C. 289(a)(1).

512 CFR 209.1(d)(3) (““Total consolidated assets
means the total assets on the stockholder’s balance
sheet as reported by the stockholder on its
Consolidated Report of Gondition and Income (Call
Report) as of the most recent December 31, except
in the case of a new member or the surviving

stockholder after a merger ‘total consolidated assets’

means (until the next December 31 Call Report
becomes available) the total consolidated assets of
the new member or the surviving stockholder at the
time of its application for capital stock”).

612 CFR 209.4(e), (c)(1)(ii), and (d)(1)(ii);
209.2(a); and 209.3(d)(3).

712 CFR 209.4(f).

year, published by the Bureau of
Economic Analysis.” 8

II. Adjustment

The Board annually adjusts the $10
billion total consolidated asset
threshold based on the change in the
Gross Domestic Product Price Index
between the second quarter of 2015 (the
baseline year) and the second quarter of
the current year.® The second quarter
2019 Gross Domestic Product Price
Index estimate published by the BEA in
September 2019 (112.173) is 7.15
percent higher than the second quarter
2015 Gross Domestic Product Price
Index estimate published by the BEA in
September 2019 (104.684). Based on this
change in the Gross Domestic Product
Price Index, the threshold for total
consolidated assets in Regulation I will
be $10,715,000,000 as of January 15,
2020.

III. Administrative Law Matters

Administrative Procedure Act

The provisions of 5 U.S.C. 553(b)
relating to notice of proposed
rulemaking have not been followed in
connection with the adoption of these
amendments. The amendments involve
expected, ministerial adjustments that
are required by statute and Regulation I
and are consistent with a method
previously set forth by the Board.10
Accordingly, the Board finds good cause
for determining, and so determines, that
notice in accordance with 5 U.S.C.
553(b) is unnecessary.

Regulatory Flexibility Act

The Regulatory Flexibility Act (RFA)
does not apply to a rulemaking where a
general notice of proposed rulemaking
is not required.!* As noted previously,
the Board has determined that it is
unnecessary to publish a general notice
of proposed rulemaking for this final
rule. Accordingly, the RFA’s
requirements relating to an initial and

881 FR 84415, 84417 (Nov. 23, 2016).

9The BEA makes ongoing revisions to its
estimates of the Gross Domestic Product Price Index
for historical calendar quarters. The Board
calculates annual adjustments from the baseline
year (rather than from the prior-year total
consolidated asset threshold) to ensure that the
adjusted total consolidated asset threshold
accurately reflects the cumulative change in the
BEA’s most recent estimates of the Gross Domestic
Product Price Index.

10 See 12 CFR 209.4(f) and n. 8 and accompanying
text, supra.

115 U.S.C. 603 and 604.
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final regulatory flexibility analysis do
not apply.
Paperwork Reduction Act

In accordance with the Paperwork
Reduction Act of 1995,12 the Board has
reviewed this final rule. No collections
of information pursuant to the
Paperwork Reduction Act are contained
in the final rule.

List of Subjects in 12 CFR Part 209

Banks and banking, Federal Reserve
System, Reporting and recordkeeping
requirements, Securities.

Authority and Issuance

For the reasons set forth in the
preamble, the Board amends Regulation
I, 12 CFR part 209, as follows:

PART 209—ISSUE AND
CANCELLATION OF FEDERAL
RESERVE BANK CAPITAL STOCK
(REGULATION I)

m 1. The authority citation for part 209
continues to read as follows:

Authority: 12 U.S.C. 222, 248, 282, 286—
288, 289, 321, 323, 327-328, and 466.
m 2. In part 209, remove all references to
“$10,518,000,000”’ and add in their
place “$10,715,000,000”, wherever they
appear.

By order of the Board of Governors of the
Federal Reserve System, acting through the

Secretary of the Board under delegated
authority, ecember 11, 2019.

Ann Misback,

Secretary of the Board.

[FR Doc. 2019-27012 Filed 12—13-19; 8:45 am]
BILLING CODE 6210-01-P

FARM CREDIT ADMINISTRATION

12 CFR Part 624
[Docket No. 2019-05012]
RIN 3052-AD34

Margin and Capital Requirements for
Covered Swap Entities; Correction

AGENCY: Farm Credit Administration.
ACTION: Correcting amendment.

SUMMARY: The Farm Credit
Administration (FCA or we) is
correcting an interim final rule that
published in the Federal Register on
March 19, 2019, which we jointly issued
with four other Agencies. The joint
interim final rule amended the
regulations governing Margin and
Capital Requirements for Covered Swap
Entities to address the status of certain

1244 U.S.C. 3506; 5 CFR 1320.

non-cleared swaps and non-cleared
security-based swaps if the United
Kingdom withdraws from the European
Union without a negotiated settlement.

DATES: Effective on December 16, 2019.

FOR FURTHER INFORMATION CONTACT:
Jeremy R. Edelstein, Associate Director,
Finance & Capital Market Team,
Timothy T. Nerdahl, Senior Policy
Analyst, Office of Regulatory Policy,
Farm Credit Administration, 1501 Farm
Credit Drive, McLean, VA 22102-5090,
(703) 883—4414, TTY (703) 883—4056; or
Richard A. Katz, Senior Counsel, Office
of General Counsel, Farm Credit
Administration, 1501 Farm Credit Drive,
McLean, VA 22102-5090, (703) 883—
4020, TTY (703) 883—4056.

SUPPLEMENTARY INFORMATION: In FR Doc.
2019-05012 appearing on page 9950 in
the Federal Register on Tuesday, March
19, 2019, § 624.1 published with two
paragraphs designated as (h)(2)(iv). The
second instance of paragraph (h)(2)(iv)
is being redesignated as paragraph

(h)(2)(vi).
List of Subjects in 12 CFR Part 624

Accounting, Agriculture, Banks,
Banking, Capital, Cooperatives, Credit,
Margin requirements, Reporting and
recordkeeping requirements, Risk, Rural
areas, Swaps.

Accordingly, 12 CFR part 624 is
corrected by making the following
correcting amendment:

PART 624—MARGIN AND CAPITAL
REQUIREMENTS FOR COVERED
SWAP ENTITIES

m 1. The authority citation for part 624
continues to read as follows:

Authority: 7 U.S.C. 6s(e), 15 U.S.C. 780-
10(e), 12 U.S.C. 2154, 12 U.S.C. 2243, 12
U.S.C. 2252, and 12 U.S.C. 2279bb—1.

§624.1 [Amended]

m 2. Section 624.1 is amended by
redesignating the second paragraph
(h)(2)(iv) as paragraph (h)(2)(vi).

Dated: December 10, 2019.
Dale Aultman,
Secretary, Farm Credit Administration Board.
[FR Doc. 2019-26884 Filed 12—13—19; 8:45 am]
BILLING CODE 6705-01-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2019-0326; Product
Identifier 2018-NM-166—AD; Amendment
39-19808; AD 2019-23-14]

RIN 2120-AA64
Airworthiness Directives; The Boeing
Company Airplanes

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

SUMMARY: The FAA is adopting a new
airworthiness directive (AD) for all The
Boeing Company Model 737-100, —200,
—200C, —300, —400, and —500 series
airplanes. This AD was prompted by
significant changes made to the
airworthiness limitations (AWLs)
related to fuel tank ignition prevention
and the nitrogen generation system.
This AD requires revising the existing
maintenance or inspection program, as
applicable, to include new or revised
AWLs. The FAA is issuing this AD to
address the unsafe condition on these
products.

DATES: This AD is effective January 21,
2020.

The Director of the Federal Register
approved the incorporation by reference
of a certain publication listed in this AD
as of January 21, 2020.

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;
phone: 562-797-1717; internet: https://
www.myboeingfleet.com. You may view
this service information at the FAA,
Transport Standards 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 on the internet at
https://www.regulations.gov by
searching for and locating Docket No.
FAA-2019-0326.

Examining the AD Docket

You may examine the AD docket on
the internet at https://
www.regulations.gov by searching for
and locating Docket No. FAA-2019-
0326; 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,
the regulatory evaluation, any
comments received, and other
information. The address for Docket
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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: Serj
Harutunian, Aerospace Engineer,
Propulsion Section, FAA, Los Angeles
ACO Branch, 3960 Paramount
Boulevard, Lakewood, CA 90712-4137;
phone: 562—627-5254; fax: 562—-627—
5210; email: serj.harutunian@faa.gov.

SUPPLEMENTARY INFORMATION:
Discussion

The FAA issued a notice of proposed
rulemaking (NPRM) to amend 14 CFR
part 39 by adding an AD that would
apply to all The Boeing Company Model
737-100, =200, —200C, —300, —400, and
—500 series airplanes. The NPRM
published in the Federal Register on
June 10, 2019 (84 FR 26778). The NPRM
was prompted by significant changes
made to the AWLs related to fuel tank
ignition prevention and the nitrogen
generation system. The NPRM proposed
to require revising the existing
maintenance or inspection program, as
applicable, to include new or revised
AWLs.

The FAA is issuing this AD to address
the potential of ignition sources inside
fuel tanks, which, in combination with
flammable fuel vapors, could result in
fuel tank explosions and consequent
loss of the airplane.

Comments

The FAA gave the public the
opportunity to participate in developing
this final rule. The following presents
the comments received on the NPRM
and the FAA’s response to each
comment.

Support for the NPRM

Air Line Pilots Association,
International (ALPA) agreed with the
intent of the NPRM.

Effect of Winglets on Accomplishment
of the Proposed Actions

Aviation Partners Boeing stated that
the installation of winglets per
Supplemental Type Certificate (STC)
ST01219SE does not affect the
accomplishment of the manufacturer’s
service instructions.

The FAA agrees with the commenter
that STC ST01219SE does not affect the
accomplishment of the manufacturer’s
service instructions. Therefore, the
installation of STC ST01219SE does not
affect the ability to accomplish the
actions required by this AD. The FAA
has not changed this AD in this regard.

Request for Additional Affected AD

Boeing requested that the FAA
include AD 2018-04-12, Amendment
39-19208 (83 FR 9178, March 5, 2018)
(“AD 2018—-04—12"), as an affected AD
in the proposed AD. Boeing pointed out
that AD 2018-04—12 requires operators
to incorporate certain AWLs included in
certain previous revisions of Boeing
737-100/200/200C/300/400/500
Airworthiness Limitations (AWLs) and
Certification Maintenance Requirements
(CMRs), D6-38278—CMR. Boeing
explained that the specific AWLs
referenced by AD 2018-04—12 are still
present in the latest revision mandated
by this AD, but are at a later revision,
and as such, should be considered
terminating action for the requirements
of paragraph (h) of AD 2018-04-12.
Boeing noted that AD 2013-13-15,
Amendment 39-17503 (78 FR 42415,
July 16, 2013) (“AD 2013—13-15"), has
similar requirements to those in AD
2018-04—12, and that those similar
requirements in AD 2013-13-15 are
terminated as specified in paragraph
(j)(3) of the proposed AD.

The FAA agrees with the commenter’s
request for the reasons provided. The
FAA has added paragraph (b)(7) to this
AD to specify that AD 2018-04-12 is
affected by this AD, and paragraph (j)(7)
to this AD to specify that the
requirements of paragraph (h) of AD
2018—04-12 are terminated by the
revision required by paragraph (g) of
this AD.

Clarification That Previous Alternative
Methods of Compliance (AMOCs) Are
Not Approved For This AD

The regulatory text of the NPRM did
not include a paragraph specifying that
AMOCs previously approved for the
ADs specified in paragraph (j) of this AD
are approved for the corresponding
requirements of this AD. For clarity, the
FAA has added paragraph (k)(4) to this
AD to specify that AMOCs that were
previously approved for the ADs
specified in paragraph (j) of this AD are
not approved as AMOCs for this AD.

Conclusion

The FAA reviewed the relevant data,
considered the comments received, and
determined that air safety and the
public interest require adopting this
final rule with the changes described
previously and minor editorial changes.
The FAA has determined that these
minor changes:

e Are consistent with the intent that
was proposed in the NPRM for
addressing the unsafe condition; and

e Do not add any additional burden
upon the public than was already
proposed in the NPRM.

The FAA also determined that these
changes will not increase the economic
burden on any operator or increase the
scope of this final rule.

Related Service Information Under 1
CFR Part 51

The FAA reviewed Boeing 737-100/
200/200C/300/400/500 Airworthiness
Limitations (AWLs) and Certification
Maintenance Requirements (CMRs), D6—
38278-CMR, dated March 2019. This
service information describes AWLs that
include airworthiness limitation
instructions (ALI) and critical design
configuration control limitations
(CDCCL) tasks related to fuel tank
ignition prevention and the nitrogen
generation system. 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 381 airplanes of U.S. registry.
The FAA estimates the following costs
to comply with this AD:

The FAA has determined that revising
the existing maintenance or inspection
program takes an average of 90 work-
hours per operator, although the FAA
recognizes that this number may vary
from operator to operator. In the past,
the FAA has estimated that this action
takes 1 work-hour per airplane. Since
operators incorporate maintenance or
inspection program changes for their
affected fleet(s), the FAA has
determined that a per-operator estimate
is more accurate than a per-airplane
estimate. Therefore, the FAA estimates
the total cost per operator to be $7,650
(90 work-hours x $85 per work-hour).

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
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develop on products identified in this
rulemaking action.

This AD is issued in accordance with
authority delegated by the Executive
Director, Aircraft Certification Service,
as authorized by FAA Order 8000.51C.
In accordance with that order, issuance
of ADs is normally a function of the
Compliance and Airworthiness
Division, but during this transition
period, the Executive Director has
delegated the authority to issue ADs
applicable to transport category
airplanes and associated appliances to
the Director of the System Oversight
Division.

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.

Adoption of 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

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 airworthiness
directive (AD):

2019-23-14 The Boeing Company:
Amendment 39-19808; Docket No.
FAA-2019-0326; Product Identifier
2018-NM-166—-AD.

(a) Effective Date
This AD is effective January 21, 2020.

(b) Affected ADs

This AD affects the ADs specified in
paragraphs (b)(1) through (7) of this AD.

(1) AD 2008-10-09 R1, Amendment 39—
16148 (74 FR 69264, December 31, 2009)
(“AD 2008-10-09 R1”).

(2) AD 2011-12-09, Amendment 39-16716
(76 FR 33988, June 10, 2011) (“AD 2011-12—
09”).

(3) AD 2013-13-15, Amendment 39-17503
(78 FR 42415, July 16, 2013) (“AD 2013-13—
15”).

(4) AD 2013-25-05, Amendment 39-17701
(78 FR 78701, December 27, 2013) (‘“AD
2013-25-05").

(5) AD 2016-18-16, Amendment 39-18647
(81 FR 65864, September 26, 2016) (“AD
2016-18-16"").

(6) AD 2017-17-09, Amendment 39-18999
(82 FR 40477, August 25, 2017) (“AD 2017—
17-09").

(7) AD 2018-04—-12, Amendment 39-19208
(83 FR 9178, March 5, 2018) (“AD 2018—-04—
12”).

(c) Applicability

This AD applies to all The Boeing

Company Model 737-100, —200, —200C,

—300, —400, and —500 series airplanes,
certificated in any category.

(d) Subject

Air Transport Association (ATA) of
America Code 28, Fuel; 47, Nitrogen
Generation System.

(e) Unsafe Condition

This AD was prompted by a determination
that new or revised airworthiness limitations
(AWLs) are necessary related to fuel tank
ignition prevention and the nitrogen
generation system. The FAA is issuing this
AD to address the potential of ignition
sources inside fuel tanks, which, in
combination with flammable fuel vapors,
could result in fuel tank explosions and
consequent loss of the airplane.

(f) Compliance

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

(g) Maintenance or Inspection Program
Revision

(1) For The Boeing Company Model 737—
100, —200, and —200C series airplanes:
Within 60 days after the effective date of this
AD, revise the existing maintenance or
inspection program, as applicable, to
incorporate the information specified in
Section G, including Subsections C.1, C.2,
and C.3 of Boeing 737-100/200/200C/300/
400/500 Airworthiness Limitations (AWLSs)
and Certification Maintenance Requirements
(CMRs), D6-38278—CMR, dated March 2019,
except as provided in paragraph (h) of this
AD. The initial compliance time for the ALI
tasks are within the applicable compliance
times specified in paragraphs (g)(1)(i)
through (x) of this AD.

(i) For AWL No. 28—AWL-01, “External
Wires Over Center Fuel Tank”: Within 120
months after the most recent inspection was
performed as specified in AWL No. 28—
AWL~01, or within 12 months after the

effective date of this AD if no initial
inspection has been performed.

(ii) For AWL No. 28—-AWL-03, “Fuel
Quantity Indicating System (FQIS)—Out
Tank Wiring Lightning Shield to Ground
Termination’: Within 120 months after
accomplishment of the actions specified in
Boeing Service Bulletin 737-28A1178, or
within 120 months after the most recent
inspection was performed as specified in
AWL No. 28—AWL-03, whichever is later.

(iii) For AWL No. 28—AWL-21, “Center
Tank Fuel Boost Pump Automatic Shutoff
System”: Within 12 months after
accomplishment of the actions specified in
Boeing Service Bulletin 737-28A1228, or
within 12 months after the most recent
inspection was performed as specified in
AWL No. 28—-AWL-21, whichever is later.

(iv) For AWL No. 28—AWL-22, “Auxiliary
Tank Fuel Boost Pump Automatic Shutoff
System”: Within 12 months after
accomplishment of the actions specified in
Boeing Service Bulletin 737-28A1228, or
within 12 months after the most recent
inspection was performed as specified in
AWL No. 28—-AWL-22, whichever is later.

(v) For AWL No. 28—AWL-23, “Over-
Current and Arcing Protection Electrical
Design Features Operation—Boost Pump
Ground Fault Interrupter (GFI)”’: Within 12
months after accomplishment of the actions
specified in Boeing Service Bulletin 737—
28A1212, or within 12 months after the most
recent inspection was performed as specified
in AWL No. 28—AWL-23, whichever is later.

(vi) For AWL No. 28—AWL-24, “Center
Tank Fuel Boost Pump Power Failed On
Protection System”: Within 12 months after
accomplishment of the actions specified in
Boeing Service Bulletin 737-28A1227, or
within 12 months after the most recent
inspection was performed as specified in
AWL No. 28—AWL-24, whichever is later.

(vii) For AWL No. 28—-AWL-25, “Auxiliary
Fuel Tank Boost Pump Power Failed On
Protection System”: Within 12 months after
accomplishment of the actions specified in
Boeing Service Bulletin 737-28A1227, or
within 12 months after the most recent
inspection was performed as specified in
AWL No. 28—AWL-25, whichever is later.

(viii) For AWL No. 28—-AWL-29, “AC Fuel
Boost Pump Installation”: Within 72 months
after the most recent inspection was
performed as specified in AWL No. 28—
AWL-29, or within 12 months after the
effective date of this AD if no inspection has
been performed in the last 72 months.

(ix) For AWL No. 47-AWL-04, ‘“Nitrogen
Generation System (NGS)—Thermal Switch’”:
Within 22,500 flight hours after
accomplishment of the actions specified in
Boeing Service Bulletin 737—-47-1005; within
22,500 flight hours after accomplishment of
the actions specified in Boeing Service
Bulletin 737—-47-1008; or within 22,500 flight
hours after the most recent inspection was
performed as specified in AWL No. 47—
AWL-04; whichever is latest.

(x) For AWL No. 47-AWL-05, “Nitrogen
Generation System (NGS)—Nitrogen
Enriched Air (NEA) Distribution Ducting
Integrity”’: Within 14,500 flight hours after
accomplishment of the actions specified in
Boeing Service Bulletin 737—-47-1005; within
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14,500 flight hours after accomplishment of
the actions specified in Boeing Service
Bulletin 737-47-1008; or within 14,500 flight
hours after the most recent inspection was
performed as specified in AWL No. 47—
AWL-05; whichever is latest.

(2) For The Boeing Company Model 737—
300, —400, and —500 series airplanes: Within
60 days after the effective date of this AD,
revise the existing maintenance or inspection
program, as applicable, to incorporate the
information specified in Section C, including
Subsections C.1, C.2, and C.3 of Boeing 737—
100/200/200C/300/400/500 Airworthiness
Limitations (AWLs) and Certification
Maintenance Requirements (CMRs), D6—
38278-CMR, dated March 2019; except as
provided in paragraph (h) of this AD. The
initial compliance time for the ALI tasks are
within the applicable compliance times
specified in paragraphs (g)(2)(i) through (xi)
of this AD.

(i) For AWL No. 28—AWL-01, “External
Wires Over Center Fuel Tank”: Within 120
months after the most recent inspection was
performed as specified in AWL No. 28—
AWL-01, or within 12 months after the
effective date of this AD if no initial
inspection has been performed.

(ii) For AWL No. 28—AWL-03, “Fuel
Quantity Indicating System (FQIS)—Out
Tank Wiring Lightning Shield to Ground
Termination’: Within 120 months after
accomplishment of the actions specified in
Boeing Service Bulletin 737-28A1175;
within 120 months after accomplishment of
the actions specified in Boeing Service
Bulletin 737-28A1183; within 120 months
after accomplishment of the actions specified
in Boeing Service Bulletin 737-28A1186; or
within 120 months after the most recent
inspection was performed as specified in
AWL No. 28—-AWL-03; whichever is latest.

(iii) For AWL No. 28—AWL-20, “Center
Tank Fuel Boost Pump Automatic Shutoff
System”: Within 12 months after
accomplishment of the actions specified in
Boeing Service Bulletin 737-28A1216, or
within 12 months after the most recent
inspection was performed as specified in
AWL No. 28—-AWL-20, whichever is later.

(iv) For AWL No. 28—-AWL-21, “Auxiliary
Tank Fuel Boost Pump Automatic Shutoff
System”: Within 12 months after
accomplishment of the actions specified in
Boeing Service Bulletin 737-28A1216, or
within 12 months after the most recent
inspection was performed as specified in
AWL No. 28—-AWL-21, whichever is later.

(v) For AWL No. 28—AWL-22, “Over-
Current and Arcing Protection Electrical
Design Features Operation—Boost Pump
Ground Fault Interrupter (GFI)”’: Within 12
months after accomplishment of the actions
specified in Boeing Service Bulletin 737—
28A1212, or within 12 months after the most
recent inspection was performed as specified
in AWL No. 28—AWL-22, whichever is later.

(vi) For AWL No. 28—AWL-23, “Center
Tank Fuel Boost Pump Power Failed On
Protection System”: Within 12 months after
accomplishment of the actions specified in
Boeing Service Bulletin 737-28A1227, or
within 12 months after the most recent
inspection was performed as specified in
AWL No. 28—AWL-23, whichever is later.

(vii) For AWL No. 28—AWL-24, “Auxiliary
Fuel Tank Boost Pump Power Failed On
Protection System’”: Within 12 months after
accomplishment of the actions specified in
Boeing Service Bulletin 737-28A1227, or
within 12 months after the most recent
inspection was performed as specified in
AWL No. 28—AWL-24, whichever is later.

(viii) For AWL No. 28—AWL-27, “AC Fuel
Boost Pump Installation”: Within 72 months
after the most recent inspection was
performed as specified in AWL No. 28—
AWL-27, or within 12 months after the
effective date of this AD if no inspection has
been performed in the last 72 months.

(ix) For AWL No. 28-AWL-31, “Cushion
Clamps and Teflon Sleeving Installed on Out-
of-Tank Wire Bundles Installed on Brackets
that are Mounted Directly on the Fuel
Tanks”’: Within 144 months after
accomplishment of the actions specified in
Boeing Service Bulletin 737-28A1228.

(x) For AWL No. 47-AWL-04, “Nitrogen
Generation System (NGS)—Thermal Switch”:
Within 22,500 flight hours after
accomplishment of the actions specified in
Boeing Service Bulletin 737—-47-1005; within
22,500 flight hours after accomplishment of
the actions specified in Boeing Service
Bulletin 737—-47-1008; or within 22,500 flight
hours after the most recent inspection was
performed as specified in AWL No. 47—
AWL-04; whichever is latest.

(xi) For AWL No. 47-AWL-05, “Nitrogen
Generation System (NGS)—Nitrogen
Enriched Air (NEA) Distribution Ducting
Integrity”’: Within 14,500 flight hours after
accomplishment of the actions specified in
Boeing Service Bulletin 737—-47-1005; within
14,500 flight hours after accomplishment of
the actions specified in Boeing Service
Bulletin 737-47-1008; or within 14,500 flight
hours after the most recent inspection was
performed as specified in AWL No. 47—
AWL-05; whichever is latest.

(h) Additional Acceptable Wire Types and
Sleeving

As an option to accomplishing the actions
required by paragraph (g) of this AD, the
changes specified in paragraphs (h)(1) and (2)
of this AD are acceptable.

(1) Where AWL No. 28—AWL-05 identifies
wire types BMS 13-48, BMS 13-58, and BMS
13-60, the following wire types are
acceptable: MIL-W-22759/16, SAE
AS22759/16 (M22759/16), MIL-W-22759/32,
SAE AS22759/32 (M22759/32), MIL-W-
22759/34, SAE AS22759/34 (M22759/34),
MIL-W-22759/41, SAE AS22759/41
(M22759/41), MIL-W-22759/86, SAE
AS22759/86 (M22759/86), MIL-W-22759/87,
SAE AS22759/87 (M22759/87), MIL-W—
22759/92, and SAE AS22759/92 (M22759/
92); and MIL-C-27500 and NEMA WC 27500
cables constructed from these military or
SAE specification wire types, as applicable.

(2) Where AWL No. 28—AWL-05 identifies
TFE-2X Standard wall for wire sleeving, the
following sleeving materials are acceptable:
Roundit 2000NX and Varglas Type HO, HP,
or HM.

(i) No Alternative Actions, Intervals, or
Critical Design Configuration Control
Limitations (CDCCLs)

After the existing maintenance or
inspection program has been revised as
required by paragraph (g) of this AD, no
alternative actions (e.g., inspections),
intervals, or CDCCLs may be used unless the
actions, intervals, and CDCCLs are approved
as an alternative method of compliance
(AMOC) in accordance with the procedures
specified in paragraph (k) of this AD.

(j) Terminating Actions for Certain AD
Requirements

Accomplishment of the revision required
by paragraph (g) of this AD terminates the
requirements specified in paragraphs (j)(1)
through (7) of this AD for that airplane:

(1) All requirements of AD 2008-10-09 R1.

(2) The revision required by paragraph (1)
of AD 2011-12-09.

(3) The revision required by paragraph (h)
of AD 2013-13-15.

(4) The revision required by paragraph (j)
of AD 2013-25-05.

(5) The revisions required by paragraphs (1)
and (n) of AD 2016—-18-16.

(6) The revision required by paragraph (h)
of AD 2017-17-09.

(7) The revision required by paragraph (h)
of AD 2018-04-12.

(k) Alternative Methods of Compliance
(AMOCs)

(1) The Manager, Los Angeles 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
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 (1) of this
AD. Information may be emailed to: 9-ANM-
LAACO-AMOC-Requests@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.

(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, Los Angeles 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 that were previously approved
for the ADs specified in paragraph (j) of this
AD are not approved as AMOCs for this AD.

(1) Related Information

For more information about this AD,
contact Serj Harutunian, Aerospace Engineer,
Propulsion Section, FAA, Los Angeles ACO
Branch, 3960 Paramount Boulevard,
Lakewood, CA 90712-4137; phone: 562—-627—
5254; fax: 562—627-5210; email:
serj.harutunian@faa.gov.
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(m) 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 737-100/200/200C/300/400/500
Airworthiness Limitations (AWLs) and
Certification Maintenance Requirements
(CMRs), D6—-38278—CMR, dated March 2019.

(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;
phone: 562—-797-1717; internet: https://
www.myboeingfleet.com.

(4) You may view this service information
at the FAA, Transport Standards 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 fedreg.legal@nara.gov, or go to: https://
www.archives.gov/federal-register/cfr/ibr-
locations.html.

Issued in Des Moines, Washington, on
November 20, 2019.
Dorr Anderson,

Acting Director, System Oversight Division,
Aircraft Certification Service.

[FR Doc. 2019-26963 Filed 12—-13-19; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71

[Docket No. FAA-2019-0563; Airspace
Docket No. 19-ANE-4]

RIN 2120-AA66
Amendment of Class E Airspace;
Pittsfield, MA

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

SUMMARY: This action amends Class E
airspace extending upward from 700
feet above the surface at Pittsfield
Municipal Airport, Pittsfield, MA, to
accommodate airspace reconfiguration
due to the redesign of the Localizer
(LOC)/Distance Measuring Equipment
(DME) Runway (RWY) 26 approach.
Controlled airspace is necessary for the
safety and management of instrument
flight rules (IFR) operations at this
airport. This action also updates the
geographic coordinates of this airport.

DATES: Effective 0901 UTC, January 30,
2020. The Director of the Federal
Register approves this incorporation by
reference action under Title 1 Code of
Federal Regulations part 51, subject to
the annual revision of FAA Order
7400.11 and publication of conforming
amendments.

ADDRESSES: FAA Order 7400.11D,
Airspace Designations and Reporting
Points, and subsequent amendments can
be viewed on line at https://
www.faa.gov/air traffic/publications/.
For further information, you can contact
the Airspace Policy Group, Federal
Aviation Administration, 800
Independence Avenue SW, Washington,
DC 20591; telephone: (202) 267-8783.
The Order is also available for
inspection at the National Archives and
Records Administration (NARA). For
information on the availability of FAA
Order 7400.11D at NARA, email
fedreg.legal@nara.gov or go to https://
www.archives.gov/federal-register/cfr/
ibr-locations.html.

FOR FURTHER INFORMATION CONTACT: ]Ohn
Fornito, Operations Support Group,
Eastern Service Center, Federal Aviation
Administration, 1701 Columbia Ave,
College Park, GA 30337; telephone (404)
305—-6364.

SUPPLEMENTARY INFORMATION:

Authority for This Rulemaking

The FAA’s authority to issue rules
regarding aviation safety is found in
Title 49 of the United States Code.
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. This rulemaking is
promulgated under the authority
described in Subtitle VII, Part A,
Subpart I, Section 40103. Under that
section, the FAA is charged with
prescribing regulations to assign the use
of airspace necessary to ensure the
safety of aircraft and the efficient use of
airspace. This regulation is within the
scope of that authority as it amends
Class E airspace extending upward from
700 feet above the surface for Pittsfield
Municipal Airport, Pittsfield, MA, due
to the redesign of the LOC/DME RWY
26 approach.

History

The FAA published a notice of
proposed rulemaking in the Federal
Register (84 FR 41938, August 16, 2019)
for Docket No. FAA-2019-0563 to
amend Class E airspace extending
upward from 700 feet above the surface
for Pittsfield Municipal Airport,
Pittsfield, MA, due to the redesign of the
LOC/DME RWY 26 approach.

Interested parties were invited to
participate in this rulemaking effort by
submitting written comments on the
proposal to the FAA. No comments
were received.

Class E airspace designations are
published in Paragraph 6005 of FAA
Order 7400.11D, dated August 8, 2019,
and effective September 15, 2019, which
is incorporated by reference in 14 CFR
part 71.1. The Class E airspace
designation listed in this document will
be published subsequently in the Order.

Availability and Summary of
Documents for Incorporation by
Reference

This document amends FAA Order
7400.11D, Airspace Designations and
Reporting Points, dated August 8, 2019,
and effective September 15, 2019. FAA
Order 7400.11D is publicly available as
listed in the ADDRESSES section of this
document. FAA Order 7400.11D lists
Class A, B, G, D, and E airspace areas,
air traffic service routes, and reporting
points.

The Rule

This amendment to Title 14 Code of
Federal Regulations (14 CFR) part 71
amends Class E airspace extending
upward from 700 feet above the surface
at Pittsfield Municipal Airport,
Pittsfield, MA, by increasing the airport
radius to 9.6 miles (from 4 miles),
enlarging the northeast extension of the
airport to 6-miles each side of a 064°
bearing of the airport, extending from
the 9.6-mile radius to 18-miles northeast
of the airport, and eliminating the
southwest extension of the airport to
accommodate airspace reconfiguration
due to the redesign of the LOC/DME
RWY 26 approach into the airport. Also,
the geographic coordinates of the airport
are adjusted to coincide with the FAA’s
aeronautical database. These changes
are necessary for continued safety and
management of IFR operations at this
airport.

FAA Order 7400.11, Airspace
Designations and Reporting Points, is
published yearly and effective on
September 15.

Regulatory Notices and Analyses

The FAA has determined that this
regulation only involves an established
body of technical regulations for which
frequent and routine amendments are
necessary to keep them operationally
current. It, therefore: (1) Is not a
“significant regulatory action” under
Executive Order 12866; (2) is not a
“significant rule” under DOT
Regulatory Policies and Procedures (44
FR 11034; February 26, 1979); and (3)
does not warrant preparation of a
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regulatory evaluation as the anticipated
impact is so minimal. Since this is a
routine matter that only affects air traffic
procedures and air navigation, it is
certified that this rule, when
promulgated, does not have a significant
economic impact on a substantial
number of small entities under the
criteria of the Regulatory Flexibility Act.

Environmental Review

The FAA has determined that this
action qualifies for categorical exclusion
under the National Environmental
Policy Act in accordance with FAA
Order 1050.1F, “Environmental
Impacts: Policies and Procedures,”
paragraph 5-6.5a. This airspace action
is not expected to cause any potentially
significant environmental impacts, and
no extraordinary circumstances exist
that warrant preparation of an
environmental assessment.

Lists of Subjects in 14 CFR Part 71

Airspace, Incorporation by reference,
Navigation (air).

Adoption of the Amendment

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

PART 71—DESIGNATION OF CLASS A,
B, C, D, AND E AIRSPACE AREAS; AIR
TRAFFIC SERVICE ROUTES; AND
REPORTING POINTS

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

Authority: 49 U.S.C. 106(f), 106(g); 40103,
40113, 40120; E.O. 10854, 24 FR 9565, 3 CFR,
1959-1963 Comp., p. 389.

§71.1 [Amended]

m 2. The incorporation by reference in
14 CFR 71.1 of FAA Order 7400.11D,
Airspace Designations and Reporting
Points, dated August 8, 2019, effective
September 15, 2019, is amended as
follows:

Paragraph 6005 Class E Airspace Areas
Extending Upward From 700 Feet or More
Above the Surface of the Earth.

* * * * *

ANE MA E5 Pittsfield, MA [Amended]

Pittsfield Municipal Airport, MA

(Lat. 42°25’39” N, long. 73°1727” W)
That airspace extending upward from 700
feet above the surface within a 9.6-mile
radius of the Pittsfield Municipal Airport,
and within 6-miles each side of the 064°
bearing of the airport, extending from the 9.6-
mile radius to 18-miles northeast of the
airport.

Issued in College Park, Georgia, on
December 4, 2019.

Ryan Almasy,

Manager, Operations Support Group, Eastern
Service Center, Air Traffic Organization.

[FR Doc. 2019-26857 Filed 12—-13-19; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
21 CFR Part 310

[Docket No. FDA-2017-N-6924]
RIN 0910-AH47

Regulation Requiring an Approved
New Drug Application for Drugs
Sterilized by Irradiation

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA, the Agency, or
we) is issuing a final rule repealing a
regulation that requires an FDA-
approved new drug application (NDA)
or abbreviated new drug application
(ANDA) for any drug product that is
sterilized by irradiation (the irradiation
regulation). Repealing the irradiation
regulation will mean that over-the-
counter (OTC) drug products that are
generally recognized as safe and
effective, are not misbranded, and
comply with all applicable regulatory
requirements can be marketed legally
without an NDA or ANDA, even if they
are sterilized by irradiation. FDA is
taking this action because the
irradiation regulation is out of date and
unnecessary.

DATES: This rule is effective January 15,
2020.

ADDRESSES: For access to the docket to
read background documents or
comments received, go to https://
www.regulations.gov and insert the
docket number found in brackets in the
heading of this final rule into the
“Search” box and follow the prompts,
and/or go to the Dockets Management
Staff, 5630 Fishers Lane, Rm. 1061,
Rockville, MD 20852.

FOR FURTHER INFORMATION CONTACT:
Sudha Shukla, Center for Drug
Evaluation and Research, Food and
Drug Administration, 10903 New
Hampshire Ave., Bldg. 51, Rm. 5234,
Silver Spring, MD 20993-0002, 301—
796-3345.

SUPPLEMENTARY INFORMATION:

Table of Contents

I. Executive Summary

1I. Background

I1I. Legal Authority

IV. Comments on the Proposed Rule

V. Effective Date

VI. Economic Analysis of Impacts

VII. Analysis of Environmental Impact

VIIL Paperwork Reduction Act of 1995

IX. Federalism

X. Consultation and Coordination With
Indian Tribal Governments

XI. Reference

I. Executive Summary

In this final rule, FDA repeals the
irradiation regulation, which provided
that any drug sterilized by irradiation
was a new drug. OTC drugs marketed
pursuant to the OTC Drug Review that
are generally recognized as safe and
effective, are not misbranded, and
comply with all applicable regulatory
requirements now can be marketed
legally without an FDA-approved NDA
or ANDA, even if the drugs are
sterilized by irradiation. As the Agency
explained in the proposed rule
published in the Federal Register of
September 12, 2018 (83 FR 46121), FDA
is taking this action because the Agency
no longer concludes that drugs
sterilized by irradiation are necessarily
new drugs. The technology of controlled
nuclear radiation for sterilization of
drugs is now well understood. In
addition, drugs that are marketed
pursuant to the OTC Drug Review must
be manufactured in compliance with
current good manufacturing practices
(CGMPs). Appropriate and effective
sterilization of drugs, including by
irradiation, is adequately addressed by
the CGMP requirements. Repealing the
irradiation regulation eliminates a
requirement that is no longer necessary
and will not diminish public health
protections.

The estimated one-time costs of this
rule range from $25 to $32. Avoiding the
unnecessary preparation and review of
a premarket drug application will
generate an estimated one-time cost
savings that range from about $0.40
million to $2.16 million. Over 10 years
with a 7 percent discount rate, the
annualized net cost savings range from
$0.05 million to $0.29 million, with a
primary estimate of $0.06 million; with
a 3 percent discount rate, the
annualized net cost savings range from
$0.05 million to $0.25 million, with a
primary estimate of $0.05 million. Over
an infinite horizon, we assume that one
sponsor will benefit from this
deregulatory action every 10 years; the
present value of the net cost savings
over the infinite horizon range from
$0.76 million to $4.11 million with a 7
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percent discount rate and from $1.52
million to $8.21 million with a 3
percent discount rate.

II. Background

On February 24, 2017, E.O. 13777,
“Enforcing the Regulatory Reform
Agenda” (https://www.gpo.gov/fdsys/
pkg/FR-2017-03-01/pdf/2017-04107.pdf)
was issued (82 FR 12285). One of the
provisions in the E.O. requires Agencies
to evaluate existing regulations and
make recommendations to the Agency
head regarding their repeal,
replacement, or modification, consistent
with applicable law. As part of this
initiative, FDA is repealing the
irradiation regulation as specified in
this rule.

In the November 29, 1955, issue of the
Federal Register, FDA issued a
statement of interpretation relating to
the sterilization of drugs by irradiation
(20 FR 8747 at 8748).1 In the statement,
FDA explained that there was an
interest in the utilization of newly
developed sources of radiation for the
sterilization of drugs. The Agency went
on to state that it was necessary in the
interest of protecting the public health
to establish by adequate investigations
that the irradiation treatment does not
cause the drug to become unsafe or
otherwise unsuitable for use. For this
reason, all drug products sterilized by
irradiation would be regarded as new
drugs within the meaning of section
201(p) of the Federal Food, Drug, and
Cosmetic Act (FD&C Act) (21 U.S.C.
321(p)), which would mean that an
effective new drug application would be
required for such products.

In 1996, FDA proposed to revise the
statement and consolidate it with
similar provisions into a single list of
drugs that have been determined by
previous rulemaking procedures to be
new drugs within the meaning of
section 201(p) of the FD&C Act (61 FR
29502 at 29503 to 29504 (June 11,
1996)). The Agency proposed to remove
from the regulatory text any existing
background information describing the
Agency’s basis for its determination of
new drug status.

In 1997, FDA finalized these
provisions, now located in § 310.502 (21
CFR 310.502), entitled “Certain drugs
accorded new drug status through
rulemaking procedures” (62 FR 12083 at

1 Available at: https://www.loc.gov/item/
fr020231/. A month later, this provision was
included in § 3.45 in the republication of chapter
21 of the Code of Federal Regulations (CFR) in the
Federal Register. See 20 FR 9525 at 9554 (December
20, 1955), available at: http://cdn.loc.gov/service/ll/
fedreg/fr020/fr020246/fr020246.pdf. In 1975, FDA
republished and recodified the rule in 21 CFR
200.30. See 40 FR 13996 at 13997 (March 27, 1975),
available at: https://www.loc.gov/item/fr040060/.

12084 (March 14, 1997)). Section
310.502(a) sets forth a list of drugs that
have been determined by rulemaking
procedures to be “new drugs” within
the meaning of section 201(p) of the
FD&C Act. Included on the list was
“[slterilization of drugs by irradiation”
(§310.502(a)(11)). Because this
regulation reflected an FDA
determination that the drugs on the list
are ‘“‘new drugs,” an NDA or ANDA had
to be submitted and approved by FDA
before those drugs could be marketed
legally.

When the paragraph now reflected in
§310.502(a)(11) was published in 1955,
the technology of controlled nuclear
radiation for sterilization of drugs was
not well understood. In addition,
neither the OTC drug monograph
system nor the CGMP requirements
existed. The authorizing legislation that
the CGMP regulations implement,
section 501(a)(2)(B) of the FD&C Act (21
U.S.C. 351(a)(2)(B)), was enacted in
1962 (“Drug Amendments of 1962,”
October 10, 1962, Public Law 87-781,
Title I, sec. 101), and the first CGMP
regulations followed in 1963 (“‘Part
133—Drugs; Current Good
Manufacturing Practice in Manufacture,
Processing, Packing, or Holding,” 28 FR
6385 (June 20, 1963) available at:
https://www.loc.gov/item/fr028120/).
The regulations creating procedures for
establishing OTC drug monographs
were issued in 1972 (37 FR 9464 (May
11, 1972)) available at: https://
www.loc.gov/item/fr037092/).

Today, as the proposed rule explained
(83 FR 46121 at 46123 to 46124), the
technology of controlled nuclear
radiation for sterilization of drugs is
well understood, and all drug products
marketed under the OTC Drug Review
are subject to the requirement set forth
in 21 CFR 330.1(a) that they be
manufactured in compliance with
current good manufacturing practices,
as established by parts 210 and 211 (21
CFR parts 210 and 211). The CGMP
requirements in parts 210 and 211
encompass sterilization, including by
irradiation. As a result, as discussed in
the proposed rule (83 FR 46121 at
46124), §310.502(a)(11) can be repealed
and manufacturers will still be obligated
to ensure that, if they use radiation: (1)
The drug products that they purport to
be sterile are in fact sterile and (2) their
use of radiation does not have a
detrimental effect on their drug
products’ identity, strength, quality,
purity, or stability.

III. Legal Authority

We are issuing this final rule under
the drugs and general administrative
provisions of the FD&C Act (sections

201, 301, 501, 502, 503, 505, 510, 701,
702, and 704 (21 U.S.C. 321, 331, 351,
352, 353, 355, 360, 371, 372, and 374))
and under section 361 of the Public
Health Service Act (PHS Act) (42 U.S.C.
264). The FD&C Act gives us the
authority to issue and enforce
regulations designed to help ensure that
drug products are safe, effective, and
manufactured according to current good
manufacturing practices, while section
361 of the PHS Act gives us the
authority to issue and enforce
regulations designed to prevent the
introduction, transmission, or spread of
communicable diseases.

IV. Comments on the Proposed Rule

We received five comment letters on
the proposed rule by the close of the
comment period, all from individuals.
Each of the five comment letters
contained general remarks supporting
the proposed rule.

V. Effective Date

This final rule is effective January 15,
2020.

VI. Economic Analysis of Impacts

We have examined the impacts of the
final rule under E.O. 12866, E.O. 13563,
E.O. 13771, the Regulatory Flexibility
Act (5 U.S.C. 601-612), and the
Unfunded Mandates Reform Act of 1995
(Pub. L. 104—4). E.O.s 12866 and 13563
direct us to assess all costs and benefits
of available regulatory alternatives and,
when regulation is necessary, to select
regulatory approaches that maximize
net benefits (including potential
economic, environmental, public health
and safety, and other advantages;
distributive impacts; and equity). E.O.
13771 requires that the costs associated
with significant new regulations “shall,
to the extent permitted by law, be offset
by the elimination of existing costs
associated with at least two prior
regulations.” We believe that this final
rule is not a significant regulatory action
as defined by E.O. 12866.

The Regulatory Flexibility Act
requires us to analyze regulatory options
that would minimize any significant
impact of a rule on small entities.
Because few entities will be affected and
the net effect will be cost savings to
affected firms, we certify that the final
rule will not have a significant
economic impact on a substantial
number of small entities.

The Unfunded Mandates Reform Act
of 1995 (section 202(a)) requires us to
prepare a written statement, which
includes an assessment of anticipated
costs and benefits, before issuing “‘any
rule that includes any Federal mandate
that may result in the expenditure by
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State, local, and tribal governments, in
the aggregate, or by the private sector, of
$100,000,000 or more (adjusted
annually for inflation) in any one year.”
The current threshold after adjustment

for inflation is $154 million, using the
most current (2018) Implicit Price
Deflator for the Gross Domestic Product.
This final rule would not result in an

expenditure in any year that meets or
exceeds this amount.

Table 1 summarizes our estimate of
the annualized costs and benefits of the
final rule.

TABLE 1—SUMMARY OF BENEFITS, COSTS, AND DISTRIBUTIONAL EFFECTS OF THE RULE

[$ million]
Units
Primary Low High : ;
Category estimate | estimate | estimate Year D|sc?unt Perlodd Notes
dollars rate covere
(%) (years)
Benefits:
Annualized Monetized $millions/year .................. $0.06 $0.05 $0.29 2018 7 10 | Benefits are cost savings.
0.05 0.05 0.25 2018 3 10 | Benefits are cost savings.
Annualized QUANLfIE .........coeviiiriiiiiiciniiens | eevreireeeies | e | e 2018 7 10
...................................................... 2018 3 10
Qualitative ......ccccceiiviiiiii
Costs:
Annualized Monetized $millions/year .................. 0.00 0.00 0.00 2018 7 10 | Less than $100.
. . . 2018 3 10 | Less than $100.
Annualized Quantified ...........ccccooeviiiniiiiiie 2018 7 10
2018 3 10
Qualitative .......ccccoiiiei s
Transfers:
Federal Annualized Monetized $millions/year ..... 0.16 0.16 0.16 2018 7 10 | User Fee.
0.14 0.14 0.14 2018 3 10 | User Fee.
From To:
Other Annualized Monetized $millions/year ........ 2018 7 10
2018 3 10
From To:

Effects:
State, Local, or Tribal Government: None.
Small Business: None.
Wages: None.
Growth: None.

In line with Executive Order 13771, in With a 7 percent discount rate, the

table 2 we estimate present and
annualized values of costs and cost
savings over an infinite time horizon.

estimated annualized net cost-savings
equal $0.06 million in 2016 dollars over
an infinite horizon. Based on these cost

savings, this final rule would be
considered a deregulatory action under
E.O. 13771.

TABLE 2—EXECUTIVE ORDER 13771 SUMMARY
[In $ millions 2016 dollars, over an infinite horizon]

Primary Lower bound Upper bound Primary Lower bound Upper bound
(7%) (7%) (7%) (3%) (3%) (3%)
Present Value of COStS .......ccccvvererennne. $0.00 $0.00 $0.00 $0.00 $0.00 $0.00
Present Value of Cost Savings ................ 0.88 0.75 4.01 1.75 1.50 8.01
Present Value of Net Costs (0.88) (0.75) (4.01) (1.75) (1.50) (8.01)
Annualized Costs ............... 0.00 0.00 0.00 0.00 0.00 0.00
Annualized Cost Savings .......c.ccccceveeivenne 0.06 0.05 0.28 0.05 0.05 0.24
Annualized Net COStS .....coeevvrveiiiiine (0.06) (0.05) (0.28) (0.05) (0.05) (0.24)

Note: Net costs are calculated as costs minus cost savings. Values in parentheses denote net negative costs (i.e., cost-savings).

We have developed a comprehensive
Economic Analysis of Impacts that
assesses the impacts of the final rule.
The full analysis of economic impacts is
available in the docket for this final rule
(Ref. 1) and at: https://www.fda.gov/
AboutFDA/ReportsManualsForms/
Reports/EconomicAnalyses/default.htm.

VII. Analysis of Environmental Impact

We have determined under 21 CFR
25.30(h) and 25.31(a) that this action is
of a type that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment

nor an environmental impact statement
is required.

VIII. Paperwork Reduction Act of 1995

This final rule contains no collections
of information. Therefore, clearance by
the Office of Management and Budget
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under the Paperwork Reduction Act of
1995 is not required.

IX. Federalism

We have analyzed this final rule in
accordance with the principles set forth
in E.O. 13132. We have determined that
the rule does not contain policies that
have substantial direct effects 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. Accordingly, we
conclude that the rule does not contain
policies that have federalism
implications as defined in the E.O. and,
consequently, a federalism summary
impact statement is not required.

X. Consultation and Coordination With
Indian Tribal Governments

We have analyzed this rule in
accordance with the principles set forth
in E.O. 13175. We have determined that
the rule does not contain policies that
have substantial direct effects 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.
Accordingly, we conclude that the rule
does not contain policies that have

tribal implications as defined in the E.O.

and, consequently, a tribal summary
impact statement is not required.

XI. Reference

The following reference is on display
in the Dockets Management Staff (see
ADDRESSES), and is available for viewing
by interested persons between 9 a.m.
and 4 p.m. Monday through Friday; it is
also available electronically at https://
www.regulations.gov. 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.

1. FDA Final Regulatory Impact
Analysis, “Regulation Requiring an
Approved New Drug Application for
Drugs Sterilized by Irradiation,”
available at https://www.fda.gov/
AboutFDA/ReportsManualsForms/

Reports/EconomicAnalyses/default.htm.

List of Subjects in 21 CFR Part 310

Administrative practice and
procedure, Drugs, Labeling, Medical
devices, Reporting and recordkeeping
requirements.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and the Public
Health Service Act and under authority
delegated to the Commissioner of Food
and Drugs, 21 CFR part 310 is amended
as follows:

PART 310—NEW DRUGS

m 1. The authority citation for part 310
continues to read as follows:

Authority: 21 U.S.C. 321, 331, 351, 352,
353, 355, 360b—360f, 360j, 360hh—360ss,

361(a), 371, 374, 375, 379e, 379k-1; 42 U.S.C.

216, 241, 242(a), 262.

m 2.In § 310.502, revise paragraph (a)
introductory text and remove and
reserve paragraph (a)(11) to read as
follows:

§310.502 Certain drugs accorded new
drug status through rulemaking
procedures.

(a) The drugs listed in this paragraph
(a) have been determined by rulemaking
procedures to be new drugs within the
meaning of section 201(p) of the Federal
Food, Drug, and Cosmetic Act. An
approved new drug application under
section 505 of the Federal Food, Drug,
and Cosmetic Act and part 314 of this
chapter is required for marketing the

following drugs:

Dated: December 9, 2019.
Brett P. Giroir,
Acting Commissioner of Food and Drugs.
[FR Doc. 2019-27046 Filed 12—13-19; 8:45 am]
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 807, 812, and 814
[Docket No. FDA—2018—-N-0628]
RIN 0910-AH48

Medical Device Submissions:
Amending Premarket Regulations That
Require Multiple Copies and Specify
Paper Copies To Be Required in
Electronic Format

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA, Agency, or we) is
issuing a final rule amending
requirements for medical device
premarket submissions to remove paper
and multiple copies and replace them
with requirements for a single
submission in electronic format. This
action would reduce the number of
copies in electronic format required,
thus improving and making more
efficient the FDA’s premarket
submission program for medical
devices.

DATES: This rule is effective January 15,
2020.

ADDRESSES: For access to the docket to
read background documents or
comments received, go to https://
www.regulations.gov and insert the
docket number found in brackets in the
heading of this final rule into the
“Search” box and follow the prompts,
and/or go to the Dockets Management
Staff, 5630 Fishers Lane, Rm. 1061,
Rockville, MD 20852.

FOR FURTHER INFORMATION CONTACT:
Diane Garcia, Center for Devices and
Radiological Health, Food and Drug
Administration, 10903 New Hampshire
Ave., Bldg. 66, Rm. G609, Silver Spring,
MD 20993, 301-796-6559, email:
Diane.Garcia@fda.hhs.gov.
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I. Executive Summary
A. Purpose of the Final Rule

FDA is issuing this final rule to
amend regulations on medical device
premarket submissions to remove
requirements for paper and multiple
copies and replace them with
requirements for a single submission in
electronic format to improve the FDA’s
medical device premarket submission
program and create a more efficient
submission program. Because a medical
device premarket submission in
electronic format is easily reproducible,
the requirement for multiple copies,
whether in electronic format or paper
form, is no longer necessary. FDA
believes it is beneficial to the public to
limit any burden and expense to
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submitters caused by requiring
additional copies.

B. Summary of the Major Provisions of
the Final Rule

Under this final rule, FDA is
amending its regulations on medical
device submissions to remove
requirements for paper and multiple
copies and replace them with
requirements for a single submission in
electronic format. This requirement for
a single submission in electronic format
applies to all submission types
enumerated in section 745A(b)(1) of the
Federal Food, Drug, and Cosmetic Act
(FD&C Act) (21 U.S.C. 379k—1); under
this final rule, FDA is only amending
those regulations that specifically
mention paper and/or multiple copies of
regulatory submissions and are not
consistent with this final rule.
Therefore, this final rule will amend
regulations for the following submission
types: Premarket Notification (510(k))
submissions (21 CFR 807.90);
Confidentiality of Information
Certifications (21 CFR 807.95);
Investigational Device Exemption (IDE)
applications (21 CFR 812.20); Premarket
Approval Applications (PMAs) (21 CFR
814.20); PMA supplements (21 CFR
814.39); and Humanitarian Device
Exemption (HDE) Applications (21 CFR
814.104). These regulations cover both
Center for Devices and Radiological
Health (CDRH) and Center for Biologics
Evaluation and Research (CBER)
regulated devices. Submissions in
electronic format include eCopies,
submissions created and submitted on
CD, DVD, or flash drive and mailed to
FDA, and eSubmissions, submission
package produced by an electronic
submission template.

This final rule will also amend
sections of the regulations that identify
FDA'’s mailing address for submissions
and replace those addresses with a
website address for CDRH and CBER
that provides the current mailing
addresses.

C. Legal Authority

FDA is issuing this final rule from the
same authority under which FDA
initially issued these regulations: 21
U.S.C. 321, 331, 351, 352, 353, 355, 360,
360h—-360j, 360c—360j, 360bbb—8b, 371,
372,373, 374, 375, 379, 379e, 381, 382,
393; 42 U.S.C. 216, 241, 262, 263b—
263n, 264, 271. In addition, section
745A of the FD&C Act provides FDA
authority with respect to electronic
format for submissions and any appeals,
and section 701(a) of the FD&C Act (21
U.S.C. 371(a)) grants FDA general
rulemaking authority to issue

regulations for the efficient enforcement
of the FD&C Act.

D. Costs and Benefits

The final rule amends device
regulations describing the number of
copies firms must submit with a
premarket presubmission or submission.
The final rule also amends all device
regulations containing a reference to the
specific form of a submission to require
a submission in electronic format. The
final rule will produce cost savings for
firms without imposing any additional
regulatory burdens for submissions or
affecting the Agency’s ability to review
submissions. Firms will incur minimal
administrative costs to read and
understand the rule. We expect the
economic impact of this regulation to be
a total net costs savings yielding
positive net benefits.

We estimate that the final rule will
result in annualized benefits of $1.76
million at a 3 percent discount rate and
$1.76 million at a 7 percent discount
rate, over 10 years. We also estimate that
the final rule will result in annualized
costs of $0.75 million at a 3 percent
discount rate and $0.87 million at a 7
percent discount rate, over 10 years.

II—TABLE OF ABBREVIATIONS/COM-

MONLY USED ACRONYMS IN THIS
DOCUMENT
Term,
abbreviation, What it means
or acronym
510(K) weeeiveennne Premarket Notification.

Agency ........... Food and Drug Administra-
tion.

CFR ..o Code of Federal Regula-
tions.

eCopy ..ooveennne Submissions created and

submitted on CD, DVD, or
flash drive and mailed to
FDA.

Submission package pro-
duced by an electronic
submission template.

EO .o Executive Order.

FD&C Act ....... Federal Food, Drug, and
Cosmetic Act, 21 U.S.C.
301 et seq.

FDA ..o Food and Drug Administra-
tion.

FDARA ........... FDA Reauthorization Act of
2017 (Pub. L. 115-52).

FDASIA .......... Food and Drug Administra-
tion Safety and Innovation
Act (Pub. L. 112-144).

HDE ............... Humanitarian Device Ex-
emption.

IDE ..o Investigational Device Ex-
emption

PMA ... Premarket Approval Applica-
tion.

II. Background

A. Need for the Regulation/History of
the Rulemaking

On February 24, 2017, E.O. 13777,
“Enforcing the Regulatory Reform
Agenda” was issued. One of the
provisions in the E.O. requires Agencies
to evaluate existing regulations and
make recommendations to the Agency
head regarding their repeal,
replacement, or modification, consistent
with applicable law. As part of this
initiative, FDA is updating regulations
as specified in this final rule.

FDA'’s current medical device
regulations that require multiple copies
and paper submissions predate the
authority provided to FDA in the FD&C
Act to require submissions in electronic
format (see 21 CFR parts 807, 812, and
814 and section 745A of the FD&C Act).

The FD&C Act was amended by the
Food and Drug Administration Safety
and Innovation Act (FDASIA) (Pub. L.
112—144) (see section 745A(b) of the
FD&C Act and section 1136 of FDASIA).
The amendments in FDASIA provided
that after FDA issued guidance on the
submission of electronic copies
(eCopies), the submission of eCopies
would be required for presubmissions
and submissions and any supplements
to these presubmissions and
submissions for medical devices. (For
sections requiring submission, see
sections 510(k), 513(f)(2)(A), 515(c), (d)
and (f), 520(g) and (m), and 564 of the
FD&C Act (21 U.S.C. 360(k),
360c(f)(2)(A), 360e(c), (d) and (f), 360j(g)
and (m), and 360bbb-3 or section 351 of
the Public Health Service Act (42 U.S.C.
262).) Congress granted explicit
statutory authorization to FDA to
implement eCopy requirements by
providing through guidance the
standards and criteria for waivers and
exemptions (section 745(b)(1) and (2) of
the FD&C Act).

On January 2, 2013, FDA published
the guidance entitled “‘eCopy Program
for Medical Device Submissions”
(eCopy guidance). The issuance of the
eCopy guidance marked the beginning
of the eCopy program. The 2013
guidance was superseded by an updated
guidance of the same title issued on
December 3, 2015. The eCopy guidance
recommends that one paper copy
should be submitted, and that any
additional copies required under the
regulations be submitted as eCopies.
While the eCopy guidance did not
change the overall number of copies
required for any submission, the
guidance states that eCopies should be
provided in lieu of some of the paper
copies. The guidance also outlines other
requirements for eCopies. The eCopy
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guidance provides instructions for the
processing and technical standards for
eCopies based on FDA’s experience
with the program (Ref. 1).

In 2017, the FD&C Act was amended
by the FDA Reauthorization Act of 2017
(FDARA) (Pub. L. 115-52) (see section
745A(b)(3) of the FD&C Act and section
207 of FDARA). The amended
provisions in the FD&C Act require
presubmissions and submissions (the
same types of submissions as required
eCopies), any supplements to such
presubmissions or submissions for
devices, and any appeals of action taken
with respect to such presubmissions or
submissions, including devices under
the Public Health Service Act, to be
submitted solely in electronic format as
specified by FDA in guidance (section
745A(b)(3) of the FD&C Act).

FDA is amending current medical
device regulations that require multiple
copies and paper submissions to
improve the efficiency of the review
process by allowing immediate
availability of an electronic version for
review, rather than relying solely on the
paper version. Because a submission in
electronic format is easily reproducible,
the requirement for multiple copies
(whether in electronic format or paper
form) is no longer necessary.
Furthermore, FDA believes it is
beneficial to the public to limit any
burdens and expenses to submitters
caused by requiring additional copies.

In the Federal Register of September
13, 2018 (83 FR 46444), FDA issued a
proposed rule entitled “Medical Device
Submissions: Amending Premarket
Regulations That Require Multiple
Copies and Specify Paper Copies To Be
Allowed in Electronic Format” and
requested public comments by
December 12, 2018.

FDA believes this rule will result in
meaningful burden reduction while
allowing the Agency to achieve our
public health mission and fulfill
statutory obligations.

B. Summary of Comments to the
Proposed Rule

In response to the proposed rule, FDA
received 14 comments—from industry
organizations, individuals, and
anonymous. The comments on the
proposed rule were all generally
supportive of the proposed amendments
regarding submissions in electronic
format. Commenters expressed that
premarket submissions in electronic
format will make the process more
efficient, faster, lower the costs, and
promote innovation as well as speed up
accessibility for patient care.
Commenters also noted that the
submissions in electronic format will

reduce paper, errors and allow storage
and easy access to submissions. One of
the commenters suggested including
additional regulations for submissions
in electronic format and recommended
corresponding changes to the proposed
amendments.

C. General Overview of the Final Rule

FDA is issuing this final rule to
amend regulations for medical device
premarket submissions to remove the
requirements for multiple copies of
submissions and to instead require a
single submission in electronic format.
The revised submissions include
premarket notification submissions
(510(k) submissions) (§ 807.90);
confidentiality of information
certification (§ 807.95); investigational
device exemption applications
(§812.20); PMASs (§ 814.20), including
PMA supplements (§ 814.39); and
humanitarian device exemption
applications (§ 814.104). This final rule
also affects submissions for CBER
regulated devices.

This final rule will also amend the
regulations that identify FDA’s mailing
addresses for submissions by replacing
those addresses with website addresses
for CDRH and CBER that provide the
current mailing addresses.

The submission of an eCopy is
separate and distinct from FDA’s
electronic submission programs
(eSubmitter), which include the CDRH’s
510(k) eSubmissions Pilot Program (79
FR 24732, May 1, 2014). Nevertheless,
FDA considers both eCopies,
submissions created and submitted on a
CD, DVD, or flash drive and mailed to
FDA, and eSubmissions, submission
package produced by an electronic
submission template, to be submissions
in electronic format. While eCopy
provides for submissions to be in
electronic format, the eCopy
submissions must still be mailed to
FDA. By contrast, eSubmitter allows for
electronic submissions to be transmitted
over the internet. FDA has been moving
toward transforming all regulatory
submissions from mailed copies to
electronic means via the internet. Since
January 1999, FDA has accepted
voluntary electronic submissions
through eSubmitter. FDA presently
utilizes the Electronic Submission
Gateway for the receipt and processing
of many types of electronic regulatory
submissions (Ref. 2).

IV. Legal Authority

FDA is issuing this final rule from the
same authority under which FDA
initially issued these regulations: 21
U.S.C. 321, 331, 351, 352, 353, 355, 360,
360h—-360j, 360c—360j, 360bbb—8b, 371,

372,373, 374, 375, 379, 379e, 381, 382,
393; 42 U.S.C. 216, 241, 262, 263b—
263n, 264, 271. In addition, section
745A of the FD&C Act provides FDA
authority with respect to electronic
format for submissions and any appeals,
and section 701(a) of the FD&C Act
grants FDA general rulemaking
authority to issue regulations for the
efficient enforcement of the FD&C Act.

V. Comments on the Proposed Rule and
FDA Response

A. Introduction

In response to the proposed rule
announcing FDA'’s intent to amend
requirements for medical device
premarket submissions to remove paper
and multiple copies and replace them
with requirements for a single
submission in electronic format, FDA
received 14 comments—from industry
organizations, individuals, and
anonymous.

We describe and respond to the
comments in section V.B. We have
numbered each comment to help
distinguish between different
comments. We have grouped similar
comments under the same number for
purposes of our responses. The number
assigned to each comment or comment
topic is purely for organizational
purposes and does not signify the
comment’s value or importance or the
order in which comments were
received.

B. Description of Comments and FDA
Response

Several commenters made general
remarks supporting the proposed rule
without focusing on a particular
proposed provision. In the following
paragraphs, we discuss and respond to
such general comments as well as more
specific comments.

(Comment 1) Several commenters
were supportive of the implementation
of the proposed amendments to
regulations on medical device
submissions to remove requirements for
paper and multiple copies and replace
them with requirements for a single
submission in electronic format. The
commenters suggested that single copy
submissions in electronic format will be
easier, improve efficiency of the review
process, reduce paper, costs, errors, and
support innovation. The commenters
also suggested that submissions in
electronic format will provide easy
storage and access to records and reduce
the time for creating the submissions.
Most of the commenters did not suggest
any further edits to the proposed rule.
A commenter suggested assigning IDs or
reference numbers to each product to
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advance post market surveillance of
medical devices.

(Response 1) FDA agrees with the
commenters that submission in
electronic format will improve the
efficiency with lower costs and easier
storage and access to records. Regarding
the comment related to the ID/reference
numbers, FDA did not modify the final
rule based on this comment as it is
outside the scope of the requirement for
a single submission in electronic format.
Accordingly, in response to this
comment, FDA did not make any
changes in the final rule.

(Comment 2) A commenter supported
the implementation of the rule but also
suggested that electronic submissions be
made via the internet, in an Extensible
Markup Language (XML) format. The
commenter suggested that FDA should
be developing specifications for
industry submission authoring software
that would integrate directly into FDA’s
review platform; the commenter
explained that this type of submission
authoring software could create
elements of structured data within a
submission.

(Response 2) In response, FDA
acknowledges the advantages of
electronic submissions. FDA notes that
the rule is written broadly enough to
permit electronic submissions and allow
for structured data when such platforms
are available. Accordingly, we have
made no change in the final rule.

(Comment 3) A commenter suggested
applying a logical and least burdensome
approach in all FDA guidances,
regulatory decisions, and administrative
processes. The commenter further
indicated that they supported removing
paper and multiple copies and replacing
them with a single submission in
electronic format.

(Response 3) FDA acknowledges this
comment and agrees that the least
burdensome principles should be
considered in all FDA guidances,
regulatory decisions and administrative
processes (Ref. 3). FDA believes this
final rule limits any burdens and
expenses to submitters caused by
requiring multiple copies of a
submission. Accordingly, in response to
this comment, FDA did not make any
changes in the final rule.

(Comment 4) A commenter
acknowledged the benefits of the rule
and supported implementation with a
recommendation to amend the rule and
include additional regulations within
the scope and description of the rule.
Specifically, the commenter proposed
revising FDA'’s regulation for devices to
remove the requirement for multiple
copies of submissions and to instead
require one electronic version for those

regulations noted in the proposed rule
in addition to the following: Content
and format of a 510(k) summary
(§807.92); content and format of a
510(k) statement (§ 807.93); format of a
class III certification (§ 807.94);
supplemental applications (§ 812.35);
reports (§812.150); reports (§ 814.84);
PMA amendments and submitted PMAs
(§814.37); and post approval
requirements and reports (§ 814.126).

(Response 4) FDA agrees with the
commenter that this rule should apply
to all premarket regulatory submissions
that are specified in section 745A(b) of
the FD&C Act. The requirement for a
single submission in electronic format
applies to all submission types that fall
within the provisions listed in section
745A(b) of the FD&C Act; under this
final rule, FDA is only amending those
regulations that specifically mention
paper and/or multiple copies of such
regulatory submissions and are not
consistent with this final rule. Any
regulations that are currently silent on
the method for submitting such
regulatory submissions to the FDA will
not be modified as they remain
consistent with the final rule.
Accordingly, in response to this
comment, FDA did not make any
changes in the final rule.

VI. Effective Date

The final rule will become effective
30 days after the date of publication in
the Federal Register.

VII. Economic Analysis of Impacts

We have examined the impacts of the
final rule under E.O. 12866, E.O. 13563,
E.O. 13771, the Regulatory Flexibility
Act (5 U.S.C. 601-612), and the
Unfunded Mandates Reform Act of 1995
(Pub. L. 104—4). E.O.s 12866 and 13563
direct us to assess all costs and benefits
of available regulatory alternatives and,
when regulation is necessary, to select
regulatory approaches that maximize
net benefits (including potential
economic, environmental, public health
and safety, and other advantages;
distributive impacts; and equity). E.O.
13771 requires that the costs associated
with significant new regulations “shall,
to the extent permitted by law, be offset
by the elimination of existing costs
associated with at least two prior
regulations.” We believe that this final
rule is not a significant regulatory action
as defined by E.O. 12866.

The Regulatory Flexibility Act
requires us to analyze regulatory options
that would minimize any significant
impact of a rule on small entities.
Because the final rule amends the
existing premarket regulations requiring
multiple copies and paper submissions

to instead require submissions in
electronic format without imposing any
new requirements, we certify that the
final rule will not have a significant
economic impact on a substantial
number of small entities.

The Unfunded Mandates Reform Act
of 1995 (section 202(a)) requires us to
prepare a written statement, which
includes an assessment of anticipated
costs and benefits, before proposing
“any rule that includes any Federal
mandate that may result in the
expenditure by State, local, and tribal
governments, in the aggregate, or by the
private sector, of $100,000,000 or more
(adjusted annually for inflation) in any
one year.” The current threshold after
adjustment for inflation is $154 million,
using the most current (2018) Implicit
Price Deflator for the Gross Domestic
Product. This final rule will not result
in an expenditure in any year that meets
or exceeds this amount.

This final rule will amend the device
regulations describing the number of
copies firms must submit with a
premarket presubmission or submission.
The final rule will also amend all device
regulations containing a reference to the
specific form of a submission media
(i.e., paper copies) to require a
submission in electronic format. The
final rule will produce cost-savings for
firms without imposing any additional
regulatory burdens for submissions or
affecting the Agency’s ability to review
submissions. Firms will incur minimal
administrative costs to read and
understand the rule. We expect the
economic impact of this regulation to be
a total net costs savings yielding
positive net benefits.

We have developed a comprehensive
final Economic Analysis of Impacts that
assesses the impacts of the final rule.
The full analysis of economic impacts is
available in the docket for this final rule
(Ref. 4) and at https://www.fda.gov/
about-fda/reports/economic-impact-
analyses-fda-regulations.

Summary of Costs and Benefits

Table 1 summarizes the benefits,
costs, and distributional effects of the
final rule. We estimate that the final rule
will result in annualized net benefits of
$1.76 million with a 3 percent discount
rate and $1.76 million with a 7 percent
discount rate, over 10 years. We also
estimate that the final rule will result in
annualized costs of $0.75 million at a 3
percent discount rate and $0.87 million
at a 7 percent discount rate, over 10
years.
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TABLE 1—SUMMARY OF BENEFITS, COSTS, AND DISTRIBUTIONAL EFFECTS OF FINAL RULE
Units
Primary Low High . ;
Category estimate estimate estimate Year D|sc;)unt Perlodd Notes
dollars rate covere
(%) (years)
Benefits:
Annualized Monetized $millions/year .................. $1.76 $0.63 $3.73 2017 7 10 | Benefits are cost savings.
1.76 0.63 3.73 2017 3 10 | Benefits are cost savings.
Annualized QUANLFIEA .......ccoeiiiieieiiiieiereeieis | ceererieeieniees | ereeieereneeies | eereereeeenens | ereeeeenee s 4 R
........................................................................ S| e
QUANIALIVE ..o.veeeeieciieiecie e
Costs:
Annualized Monetized $millions/year .................. 0.87 0.87 0.87 2017 7 10
0.75 0.75 0.75 2017 3 10
Annualized QUANLFIEA ........cceiiiiiiiiiiiiisirieis | e | s | e | e T | e
........................................................................ B | e
QuAlItALIVE ..o
Transfers:
Federal Annualized Monetized $MIllIONS/YEAT ..... | cooceeervereins | vevererieiiniens | everesesenee | eeresesienenenns T | i
........................................................................ B | e
From To:
Other Annualized Monetized $millions/year ........ | .cccovciin | coveieiiiieies | e | e T | e
........................................................................ 3|
From To:

In line with E.O. 13771, in Table 2 we
present annualized values of costs and
cost savings over an infinite time
horizon. With a 7 percent discount rate,

the estimated annualized net cost-

considered a deregulatory action under
E.O.13771.

savings equal $1.31 million in 2016
dollars over an infinite horizon. Based
on these cost savings, this final rule, is

TABLE 2—SUMMARY OF THE EXECUTIVE ORDER 13771 IMPACTS OF THE FINAL RULE OVER AN INFINITE TIME HORIZON

[2016 $ millions]

Primary Primary
estimate estimate
(7%) (3%)

PreSeNnt ValUE Of COSES .....iiuiiiiiiiiieieii ettt bt et b et e bt et e bt ae e bt e be e benaeetenbe et e naeeneean $6.43 $6.43
Present Value of Cost Savings 26.45 59.40
Present Value of Net Costs ..... (20.01) (52.97)
ANNUANIZEA COSES ....vieiiiiiieetieee ettt e et e e s ae e et e r e e s e e Re e s e e Rt e e eb e e e e e e e eanesreeanenre e e e sreennenreennens 0.42 0.19
ANNUALIZEA COSt SAVINGS ... s e e s 1.73 1.73
ANNUANIZEA NEE COSES ...ttt ettt ettt h e a et bt st e et e e ea bt e ohe e eat e e sbe e eabeeaheeeabeesaeeeabeeaabeenneesaeeennes (1.31) (1.54)

Note: Values in parentheses denote net negative costs (i.e., cost-savings).

VIII. Analysis of Environmental Impact

We have determined under 21 CFR
25.30(h) and 25.34(a) that this action is
of a type that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

IX. Paperwork Reduction Act of 1995

FDA concludes that this final rule
contains no collection of information
subject to review by the Office of
Management and Budget under the
Paperwork Reduction Act of 1995.
Rather, the final rule removes
requirements to submit multiple paper
copies of certain medical device

presubmissions and submissions and
replaces them with one copy in an
electronic format.

X. Federalism

We have analyzed this final rule in
accordance with the principles set forth
in E.O. 13132. FDA has determined that
the rule does not contain policies that
have substantial direct effects 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. Accordingly, we
conclude that the rule does not contain
policies that have federalism
implications as defined in the E.O. and,

consequently, a federalism summary
impact statement is not required.

XI. Consultation and Coordination With
Indian Tribal Governments

We have analyzed this final rule in

accordance with the principles set forth
in E.O. 13175. We have determined that
the rule does not contain policies that
would 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.
Accordingly, we conclude that the rule
does not contain policies that have
tribal implications as defined in the
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Executive Order and, consequently, a
tribal summary impact statement is not
required.

XII. References

The following references are on
display at Dockets Management Staff
(see ADDRESSES) and are available for
viewing by interested persons between
9 a.m. and 4 p.m., Monday through
Friday; they are also available
electronically at https://
www.regulations.gov. 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.

1. “eCopy Program for Medical Device
Submissions; Guidance for Industry and
Food and Drug Administration Staff”
available at: https://www.fda.gov/regulatory-
information/search-fda-guidance-documents/
ecopy-program-medical-device-submissions.

2. Electronic Submission Gateway
procedure for electronic regulatory
submission is available at: https://
www.fda.gov/industry/electronic-
submissions-gateway/about-esg.

3. “The Least Burdensome Provisions:
Concept and Principles; Guidance for
Industry and Food and Drug Administration
Staff” available at: https://www.fda.gov/
regulatory-information/search-fda-guidance-
documents/least-burdensome-provisions-
concept-and-principles.

4. Economic impacts analysis for this final
rule available at: https://www.fda.gov/about-
fda/economic-impact-analyses-fda-
regulations/medical-device-submissions-
amending-premarket-regulations-require-
multiple-copies-and-specify-paper.

List of Subjects
21 CFR Part 807

Confidential business information,
Imports, Medical devices, Reporting and
recordkeeping requirements.

21 CFR Part 812

Health records, Medical devices,
Medical research, Reporting and
recordkeeping requirements.

21 CFR Part 814

Administrative practice and
procedure, Confidential business
information, Medical devices, Medical
research, Reporting and recordkeeping
requirements.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under the
authority delegated to the Commissioner
of Food and Drugs, 21 CFR parts 807,
812, and 814 are amended as follows:

PART 807—ESTABLISHMENT
REGISTRATION AND DEVICE LISTING
FOR MANUFACTURERS AND INITIAL
IMPORTERS OF DEVICES

m 1. The authority citation for part 807
is revised to read as follows:

Authority: 21 U.S.C. 321, 331, 351, 352,
360, 360c, 360e, 360i, 360j, 360bbb-8b, 371,
374, 379k-1, 381, 393; 42 U.S.C. 264, 271.

m 2. Amend § 807.90 by revising
paragraph (a), removing and reserving
paragraph (b), and revising paragraph (c)
to read as follows:

§807.90 Format of a premarket notification
submission.
* * * * *

(a)(1) For devices regulated by the
Center for Devices and Radiological
Health, be addressed to the current
address displayed on the website
https://www.fda.gov/
cdrhsubmissionaddress.

(2) For devices regulated by the
Center for Biologics Evaluation and
Research, be addressed to the current
address displayed on the website
https://www.fda.gov/AboutFDA/
CentersOffices/
OfficeofMedicalProductsandTobacco/
CBER/ucm385240.htm; or for devices
regulated by the Center for Drug
Evaluation and Research, be addressed
to the Central Document Room, Center
for Drug Evaluation and Research, Food
and Drug Administration, 5901-B
Ammendale Rd., Beltsville, MD 20705—
1266. Information about devices
regulated by the Center for Biologics
Evaluation and Research is available at
https://www.fda.gov/
BiologicsBloodVaccines/
BloodBloodProducts/
ApprovedProducts/default.htm.

(3) All inquiries regarding a premarket
notification submission should be sent
to the address in this section or one of
the current addresses displayed on the
Food and Drug Administration’s

website.
* * * * *

(c) Be submitted as a single version in
electronic format.
* * * * *

m 3. Amend § 807.95 by revising
paragraph (b)(1) introductory text to
read as follows:

§807.95 Confidentiality of information.

* * * * *

(b) EE

(1) The person submitting the
premarket notification submission
requests in the submission that the Food
and Drug Administration hold as
confidential commercial information the

intent to market the device and submits
a certification to the Commissioner:
* * * * *

PART 812—INVESTIGATIONAL
DEVICE EXEMPTIONS

m 4. The authority citation for part 812
is revised to read as follows:

Authority: 21 U.S.C. 331, 351, 352, 353,
355, 360, 360c—360f, 360h—360j, 360bbb—8b,
371, 372, 374, 379e, 379k-1, 381, 382, 383;
42 U.S.C. 216, 241, 262, 263b—263n.

m 5. Amend § 812.19 by revising
paragraphs (a)(1) and (2) to read as
follows:

§812.19 Addresses for IDE
correspondence.

(a) * % %

(1) For devices regulated by the
Center for Devices and Radiological
Health, send it to the current address
displayed on the website https://
www.fda.gov/cdrhsubmissionaddress.

(2) For devices regulated by the
Center for Biologics Evaluation and
Research, send it to the current address
displayed on the website https://
www.fda.gov/AboutFDA/CentersOffices/
OfficeofMedicalProductsandTobacco/
CBER/ucm385240.htm.

* * * * *

m 6. Amend § 812.20 by revising
paragraph (a)(3) to read as follows:

§812.20 Application.

(a) * k%

(3) A sponsor shall submit a signed
“Application for an Investigational
Device Exemption” (IDE application),
together with accompanying materials
in electronic format, to one of the
addresses in § 812.19, and if eCopy by
registered mail or by hand. Subsequent
correspondence concerning an
application or a supplemental
application shall be submitted in
electronic format and if eCopy by
registered mail or by hand.

* * * * *

PART 814—PREMARKET APPROVAL
OF MEDICAL DEVICES

m 7. The authority citation for part 814
is revised to read as follows:

Authority: 21 U.S.C. 351, 352, 353, 360,
360c—360j, 360bbb—8b, 371, 372, 373, 374,
375, 379, 379e, 379k-1, 381.

m 8. Amend § 814.20 by:

m a. Revising paragraph (b) introductory
text and paragraph (b)(2);

m b. Removing the phrase “of the act”
and adding in its place “‘of the Federal
Food, Drug, and Cosmetic Act” in
paragraphs (b)(5) introductory text,
(b)(5)(i), and (b)(10);


https://www.fda.gov/regulatory-information/search-fda-guidance-documents/ecopy-program-medical-device-submissions
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/ecopy-program-medical-device-submissions
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/ecopy-program-medical-device-submissions
https://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CBER/ucm385240.htm
https://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CBER/ucm385240.htm
https://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CBER/ucm385240.htm
https://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CBER/ucm385240.htm
https://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CBER/ucm385240.htm
https://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CBER/ucm385240.htm
https://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CBER/ucm385240.htm
https://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CBER/ucm385240.htm
https://www.fda.gov/BiologicsBloodVaccines/BloodBloodProducts/ApprovedProducts/default.htm
https://www.fda.gov/BiologicsBloodVaccines/BloodBloodProducts/ApprovedProducts/default.htm
https://www.fda.gov/BiologicsBloodVaccines/BloodBloodProducts/ApprovedProducts/default.htm
https://www.fda.gov/BiologicsBloodVaccines/BloodBloodProducts/ApprovedProducts/default.htm
https://www.fda.gov/industry/electronic-submissions-gateway/about-esg
https://www.fda.gov/industry/electronic-submissions-gateway/about-esg
https://www.fda.gov/industry/electronic-submissions-gateway/about-esg
https://www.fda.gov/cdrhsubmissionaddress
https://www.fda.gov/cdrhsubmissionaddress
https://www.fda.gov/cdrhsubmissionaddress
https://www.fda.gov/cdrhsubmissionaddress
https://www.regulations.gov
https://www.regulations.gov
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/least-burdensome-provisions-concept-and-principles
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/least-burdensome-provisions-concept-and-principles
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/least-burdensome-provisions-concept-and-principles
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/least-burdensome-provisions-concept-and-principles
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/least-burdensome-provisions-concept-and-principles
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/least-burdensome-provisions-concept-and-principles
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/least-burdensome-provisions-concept-and-principles
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/least-burdensome-provisions-concept-and-principles
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/least-burdensome-provisions-concept-and-principles

68340

Federal Register/Vol. 84, No. 241/Monday, December 16, 2019/Rules and Regulations

m c. Removing the comma at the end of
paragraph (b)(5)(i) and adding a
semicolon in its place;

m d. Revising paragraphs (c) and (e)
introductory text;

m e. Removing the commas at the ends
of paragraphs (e)(1) and (2) and adding
semicolons in their place; and

m f. Revising paragraphs (f) and (h)(1)
and (2).

The revisions read as follows:

§814.20 Application.

* * * * *

(b) Unless the applicant justifies an
omission in accordance with paragraph
(d) of this section, a PMA shall include

in electronic format:
* * * * *

(2) A table of contents that specifies
the volume and page number for each
item referred to in the table. A PMA
shall include separate sections on
nonclinical laboratory studies and on
clinical investigations involving human
subjects. A PMA shall be submitted as
a single version. The applicant shall
include information that it believes to
be trade secret or confidential
commercial or financial information in
the PMA and identify the information
that it believes to be trade secret or
confidential commercial or financial

information.
* * * * *

(c) Pertinent information in FDA files
specifically referred to by an applicant
may be incorporated into a PMA by
reference. Information in a master file or
other information submitted to FDA by
a person other than the applicant will
not be considered part of a PMA unless
such reference is authorized in a record
submitted to FDA by the person who
submitted the information or the master
file. If a master file is not referenced
within 5 years after the date that it is
submitted to FDA, FDA will return the
master file to the person who submitted
it.

(e) The applicant shall periodically
update its pending application with
new safety and effectiveness
information learned about the device
from ongoing or completed studies that
may reasonably affect an evaluation of
the safety or effectiveness of the device
or that may reasonably affect the
statement of contraindications,
warnings, precautions, and adverse
reactions in the draft labeling. The
update report shall be consistent with
the data reporting provisions of the
protocol. The applicant shall submit any
update report in electronic format and
shall include in the report the number
assigned by FDA to the PMA. These

updates are considered to be
amendments to the PMA. The time
frame for review of a PMA will not be
extended due to the submission of an
update report unless the update is a
major amendment under § 814.37(c)(1).
The applicant shall submit these
reports—

(f) If a color additive subject to section
721 of the Federal Food, Drug, and
Cosmetic Act is used in or on the device
and has not previously been listed for
such use, then, in lieu of submitting a
color additive petition under part 71 of
this chapter, at the option of the
applicant, the information required to
be submitted under part 71 may be
submitted as part of the PMA. When
submitted as part of the PMA, the
information shall be submitted in
electronic format. A PMA for a device
that contains a color additive that is
subject to section 721 of the Federal
Food, Drug, and Cosmetic Act will not
be approved until the color additive is
listed for use in or on the device.

(h) * % %

(1) For devices regulated by the
Center for Devices and Radiological
Health, send it to the current address
displayed on the website https://
www.fda.gov/cdrhsubmissionaddress.

(2) For devices regulated by the
Center for Biologics Evaluation and
Research, send it to the current address
displayed on the website https://
www.fda.gov/AboutFDA/CentersOffices/
OfficeofMedicalProductsandTobacco/
CBER/ucm385240.htm.

* * * * *

m 9. Amend § 814.39 by revising
paragraph (c)(1) to read as follows:

§814.39 PMA supplements.

(c)(1) All procedures and actions that
apply to an application under § 814.20
also apply to PMA supplements except
that the information required in a
supplement is limited to that needed to
support the change. A summary under
§814.20(b)(3) is required for only a
supplement submitted for new
indications for use of the device,
significant changes in the performance
or design specifications, circuits,
components, ingredients, principles of
operation, or physical layout of the
device, or when otherwise required by
FDA. The applicant shall submit a PMA
supplement in electronic format and
shall include information relevant to the
proposed changes in the device. A PMA
supplement shall include a separate
section that identifies each change for
which approval is being requested and

explains the reason for each such
change. The applicant shall submit
additional information, if requested by
FDA, in electronic format. The time
frames for review of, and FDA action on,
a PMA supplement are the same as
those provided in § 814.40 for a PMA.

* * * * *

m 10. Amend § 814.104 by revising
paragraphs (d) introductory text and
(d)(1) and (2) to read as follows:

§814.104 Original applications.
* * * * *

(d) Address for submissions and
correspondence. All original HDEs,
amendments and supplements, as well
as any correspondence relating to an
HDE, must be provided in electronic
format. These materials must be sent or
delivered to one of the following:

(1) For devices regulated by the
Center for Devices and Radiological
Health, send it to the current address
found on the website https://
www.fda.gov/cdrhsubmissionaddress.

(2) For devices regulated by the
Center for Biologics Evaluation and
Research, send it to the current address
displayed on the website https://
www.fda.gov/AboutFDA/CentersOffices/
OfficeofMedicalProductsandTobacco/
CBER/ucm385240.htm.

* * * * *

Dated: December 9, 2019.
Brett P. Giroir,
Acting Commissioner of Food and Drugs.
[FR Doc. 2019-27047 Filed 12-13-19; 8:45 am]
BILLING CODE 4164-01-P

DEPARTMENT OF JUSTICE

Drug Enforcement Administration

21 CFR Part 1301

[Docket No. DEA-511]

Technical Correction to Regulation
Regarding Registration

AGENCY: Drug Enforcement
Administration, Department of Justice.

ACTION: Final rule; technical correction.

SUMMARY: This final rule corrects an
erroneous cross-reference in a Drug
Enforcement Administration regulation
involving registration and ocean vessels,
aircraft, and other entities. This change
will provide clarity.

DATES: This rule is effective December
16, 2019.

FOR FURTHER INFORMATION CONTACT:
Scott A. Brinks, Diversion Control
Division, Drug Enforcement
Administration; Mailing Address: 8701
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Morrissette Drive, Springfield, Virginia
22152; Telephone: (571) 362-3261.
SUPPLEMENTARY INFORMATION:

Legal Authority

The Controlled Substances Act (CSA)
grants the Attorney General authority to
promulgate rules and regulations
relating to the registration and control of
the manufacture, distribution, and
dispensing of controlled substances; as
well as the maintenance and submission
of records and reports of registrants; and
that are necessary and appropriate for
the efficient execution of his statutory
functions. 21 U.S.C. 821, 827, 871(b).
The Attorney General is further
authorized by the CSA to promulgate
rules and regulations relating to the
registration and control of importers and
exporters of controlled substances. 21
U.S.C. 958(f). The Attorney General has
delegated this authority to the
Administrator of the DEA. 28 CFR
0.100(b).

Technical Correction

This rule revises a reference to
“§1307.11(a)(4)” in 21 CFR
1301.25(f)(3) to the correct reference,
“§1307.11(a)(1)(iv).” This change is not
substantive and is only intended to
improve the clarity of 21 CFR
1301.25(f)(3).

Regulatory Analyses
Administrative Procedure Act

The Administrative Procedure Act
(APA) (5 U.S.C. 553) does not require
notice and the opportunity for public
comment where the agency for good
cause finds that notice and public
comment are unnecessary,
impracticable, or contrary to the public
interest under 5 U.S.C. 553(b)(B). This
rule contains a technical correction; it
imposes no new or substantive
requirement on the public or DEA
registrants. As such, DEA has
determined that notice and the
opportunity for public comment on this
rule are unnecessary. Because this is not
a substantive rule and as DEA finds
good cause under 5 U.S.C. 553(d)(3) for
the above reason, this final rule will
take effect upon date of publication in
the Federal Register.

Executive Orders 12866 (Regulatory
Planning and Review), 13563
(Improving Regulation and Regulatory
Review), and 13771 (Reducing
Regulation and Controlling Regulatory
Costs)

This final rule was developed in
accordance with the principles of
Executive Orders 12866, 13563, and
13771. Executive Order 12866 directs

agencies to assess all costs and benefits
of available regulatory alternatives and,
if regulation is necessary, to select
regulatory approaches that maximize
net benefits (including potential
economic, environmental, public health,
and safety effects; distributive impacts;
and equity). Executive Order 13563 is
supplemental to, and reaffirms, the
principles, structures, and definitions
governing regulatory review as
established in Executive Order 12866.
The Office of Information and
Regulatory Affairs has deemed this
rulemaking not significant under E.O.
12866. This rule is not an E.O. 13771
regulatory action because this rule is not
significant under E.O. 12866.

Executive Order 12988, Civil Justice
Reform

This final rule meets the applicable
standards set forth in sections 3(a) and
3(b)(2) of Executive Order 12988 to
eliminate drafting errors and ambiguity,
minimize litigation, provide a clear legal
standard for affected conduct, and
promote simplification and burden
reduction.

Executive Order 13132, Federalism

This final rule does not have
federalism implications warranting the
application of Executive Order 13132.
The final rule does not have substantial
direct effects on the States, on the
relationship between the Federal
Government and the States, or the
distribution of power and
responsibilities among the various
levels of government.

Executive Order 13175, Consultation
and Coordination With Indian Tribal
Governments

This final rule does not have tribal
implications warranting the application
of Executive Order 13175. This rule
does not have substantial direct effects
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.

Regulatory Flexibility Act

The Regulatory Flexibility Act (RFA)
(5 U.S.C. 601-612) applies to rules that
are subject to notice and comment
under section 553(b) of the APA. As
noted in the above discussion regarding
applicability of the APA, the DEA was
not required to publish a general notice
of proposed rulemaking prior to this
final rule. Consequently, the RFA does

not apply.

Unfunded Mandates Reform Act of 1995

The DEA has determined and certified
pursuant to the Unfunded Mandates
Reform Act of 1995 (UMRA), 2 U.S.C.
1501 et seq., that this action will not
result in any federal mandate that may
result in the expenditure by State, local
and tribal governments, in the aggregate,
or by the private sector, of $100,000,000
or more (adjusted annually for inflation)
in any one year. Therefore, neither a
Small Government Agency Plan nor any
other action is required under the
provisions of UMRA.

Paperwork Reduction Act of 1995

This action does not involve a
collection of information requirement
under the Paperwork Reduction Act, 44
U.S.C. 3501-3521. This action would
not impose recordkeeping or reporting
requirements on State or local
governments, individuals, businesses, or
organizations. An agency may not
conduct or sponsor, and a person is not
required to respond to, a collection of
information unless it displays a
currently valid OMB control number.

Congressional Review Act

This rule is not a major rule as
defined by the Congressional Review
Act (CRA), 5 U.S.C. 804. This rule will
not result in: An annual effect on the
economy of $100,000,000 or more; a
major increase in costs or prices for
consumers, individual industries,
Federal, State, or local government
agencies, or geographic regions; or
significant adverse effects on
competition, employment, investment,
productivity, innovation, or on the
ability of United States-based
companies to compete with foreign-
based companies in domestic and
export markets. However, pursuant to
the CRA, the DEA is submitting a copy
of this final rule to both Houses of
Congress and to the Comptroller
General.

List of Subjects in 21 CFR Part 1301

Administrative practice and
procedure, Drug traffic control, Security
measures.

For the reasons set out above, 21 CFR
part 1301 is amended as follows:

PART 1301—REGISTRATION OF
MANUFACTURERS, DISTRIBUTORS,
AND DISPENSERS OF CONTROLLED
SUBSTANCES

m 1. The authority citation for part 1301
continues to read as follows:
AuthOI‘ity: 21 U.S.C. 821, 822, 823, 824,

831, 871(b), 875, 877, 886a, 951, 952, 956,
957, 958, 965 unless otherwise noted.
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§1301.25 [Amended]
m 2. Amend § 1301.25(f)(3) by removing
“1307.11(a)(4)” and adding in its place
“1307.11(a)(1)(@iv)”.

Dated: December 4, 2019.
Uttam Dhillon,
Acting Administrator.
[FR Doc. 2019-27097 Filed 12—13—19; 8:45 am]
BILLING CODE 4410-09-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard
33 CFR Part 52
[Docket No. USCG—2019-0929]

Board for Correction of Military
Records; Technical Amendment

AGENCY: Coast Guard, DHS.
ACTION: Final rule.

SUMMARY: The Board for Correction of
Military Records of the Coast Guard
(BCMR) is updating its mailing address
in the Code of Federal Regulations. On
April 29, 2019 the BCMR moved from
245 Murray Lane, Washington, DC
20528 to 2707 Martin Luther King Jr.
Avenue SE, Washington, DC 20528.
This rule only updates the BCMR’s
mailing address for submitting an
application for correction of a Coast
Guard record and does not create or
change any substantive requirements.
DATES: This final rule is effective on
December 16, 2019.

ADDRESSES: Documents mentioned in
this preamble as being available in the
docket are part of docket number
USCG-2019-0929, which is available at
https://www.regulations.gov.

FOR FURTHER INFORMATION CONTACT: For
information about this document call or
email Julia Andrews, Chair, BCMR,
telephone 202-447-4099, email at
cgbcmr@hq.dhs.gov.

SUPPLEMENTARY INFORMATION:
1. Discussion of the Rule

On April 29, 2019 the Board for
Correction of Military Records of the
Coast Guard (BCMR) mailing address
changed from 245 Murray Lane,
Washington, DC 20528 to 2707 Martin
Luther King Jr. Avenue SE, Stop 0485,
Washington, DC 20528-0485. Through
this technical amendment, the BCMR is
making a corresponding change to the
BCMR’s mailing address in the Code of
Federal Regulations (CFR) in 33 CFR
52.21(a). Section 52.21(a) provides the
BCMR mailing address for submitting an
application for correction of a Coast

Guard record on DD Form 149
(Application for Correction of Military
or Naval Record). The BCMR has
already updated the mailing address on
the DD Form 149 and the BCMR’s
website to reflect the change in address.
This rule is issued under the authority
of 5 U.S.C. 552; 14 U.S.C. 501 and 503;
and Department of Homeland Security
Delegation Nos. 0160.1 and 0170.1.

II. Regulatory History

The Coast Guard did not publish a
notice of proposed rulemaking for this
rule. Under Title 5 of the United States
Code (U.S.C.), Section 553(b)(A), this
final rule is exempt from notice and
public comment rulemaking
requirements because the change
involves rules of agency organization,
procedure, or practice. In addition,
under 5 U.S.C. 553(b)(B), an agency may
waive the notice and comment
requirements if it finds, for good cause,
that notice and comment is
impracticable, unnecessary, or contrary
to the public interest. The Coast Guard
finds that notice and comment is
unnecessary under 5 U.S.C. 553(b)(B)
because the mailing address change is
an agency procedural correction that
will have no substantive effect on the
public. For the same reasons, the Coast
Guard finds that good cause exists
under 5 U.S.C. 553(d) for making this
final rule effective immediately upon
publication.

III. Regulatory Analyses

The Coast Guard developed this rule
after considering numerous statutes and
executive orders related to rulemaking.
Below are summarized analyses based
on these statutes or executive orders.

A. Regulatory Planning and Review

Executive Orders 12866 (Regulatory
Planning and Review) and 13563
(Improving Regulation and Regulatory
Review) direct agencies to assess the
costs and benefits of available regulatory
alternatives and, if regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety
effects, distributive impacts, and
equity). Executive Order 13563
emphasizes the importance of
quantifying both costs and benefits, of
reducing costs, of harmonizing rules,
and of promoting flexibility. Executive
Order 13771 (Reducing Regulation and
Controlling Regulatory Costs) directs
agencies to reduce regulation and
control regulatory costs and provides
that “for every one new regulation
issued, at least two prior regulations be
identified for elimination, and that the

cost of planned regulations be prudently
managed and controlled through a
budgeting process.”

The Office of Management and Budget
(OMB) has not designated this rule a
significant regulatory action under
section 3(f) of Executive Order 12866.
Accordingly, OMB has not reviewed it.
Because this rule is not a significant
regulatory action, this rule is exempt
from the requirements of Executive
Order 13771. See the OMB
Memorandum titled “Guidance
Implementing Executive Order 13771,
titled ‘Reducing Regulation and
Controlling Regulatory Costs™” (April 5,
2017). This rule involves non-
substantive changes and internal agency
practices and procedures; it will not
impose any additional costs on the
public. The benefit of the non-
substantive change that updates a
mailing address is increased clarity and
accuracy of regulations for the public.

B. Small Entities

Under the Regulatory Flexibility Act,
5 U.S.C. 601-612, the Coast Guard has
considered whether this rule would
have a significant economic impact on
a substantial number of small entities.
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.

This rule is not preceded by a notice
of proposed rulemaking. Therefore, it is
exempt from the requirements of the
Regulatory Flexibility Act (5 U.S.C.
601-612). The Regulatory Flexibility
Act does not apply when notice and
comment rulemaking is not required.
This rule consists of a technical
amendment to a mailing address and
does not have any substantive effect on
the regulated industry or small
businesses.

C. Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996, Public Law 104-
121, the Coast Guard offers to assist
small entities in understanding this rule
so that they can better evaluate its
effects on them and participate in the
rulemaking. 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.

D. Collection of Information

This rule calls for no new collection
of information under the Paperwork
Reduction Act of 1995, 44 U.S.C. 3501—
3520.
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E. Federalism

A rule has implications for federalism
under Executive Order 13132
(Federalism) if it has a substantial direct
effect on 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. The Coast
Guard has analyzed this rule under
Executive Order 13132 and has
determined that it is consistent with the
fundamental federalism principles and
preemption requirements described in
Executive Order 13132.

F. 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. Although this rule
will not result in such expenditure, the
Coast Guard does discuss the effects of
this rule elsewhere in this preamble.

G. 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).

H. 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.

I Protection of Children

The Coast Guard has 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 would not create an
environmental risk to health or risk to
safety that might disproportionately
affect children.

J. Indian Tribal Governments

This rule does not have tribal
implications under Executive Order
13175 (Consultation and Coordination
with Indian Tribal Governments),
because it would 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.

K. Energy Effects

The Coast Guard has analyzed this
rule under Executive Order 13211
(Actions Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use). It is not a
“significant energy action” under that
order because it is not a “‘significant
regulatory action”” under Executive
Order 12866 and is not likely to have a
significant adverse effect on the supply,
distribution, or use of energy.

L. Technical Standards

The National Technology Transfer
and Advancement Act, codified as a
note to 15 U.S.C. 272, directs agencies
to use voluntary consensus standards in
their regulatory activities unless the
agency provides Congress, through
OMB, with an explanation of why using
these standards would be inconsistent
with applicable law or otherwise
impractical. Voluntary consensus
standards are technical standards (e.g.,
specifications of materials, performance,
design, or operation; test methods;
sampling procedures; and related
management systems practices) that are
developed or adopted by voluntary
consensus standards bodies.

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

M. Environment

The Coast Guard has analyzed this
rule under Department of Homeland
Security Instruction Manual 023-01-
001-01, Rev. 1, and U.S. Coast Guard
Environmental Planning Policy
(COMDTINST 5090.1), which guide the
Coast Guard in complying with the
National Environmental Policy Act of
1969 (42 U.S.C. 4321-4370f), and
concluded that this action is one of a
category of actions that do not
individually or cumulatively have a
significant effect on the human
environment. A final Record of
Environmental Consideration
supporting this determination is
available in the docket where indicated
in the ADDRESSES section of this
preamble. This final rule involves a
non-substantive technical amendment
that updates a mailing address in
existing Coast Guard regulations.
Therefore, this rule is categorically
excluded under paragraphs A3 and L54
in Appendix A, Table 1, of DHS
Instruction Manual 023-01-001-01,
Rev. 1. Paragraphs A3 and L54 pertain
to regulations which are editorial or
procedural.

List of Subjects in 33 CFR Part 52

Administrative practice and
procedure, Archives and records,
Military personnel.

For the reason stated in the preamble,
the Coast Guard amends 33 CFR part 52
as follows:

PART 52—BOARD FOR CORRECTION
OF MILITARY RECORDS OF THE
COAST GUARD

m 1. Revise the authority citation for part
52 to read as follows:

Authority: 10 U.S.C. 1552; 14 U.S.C. 501,
633; Department of Homeland Security
Delegations No. 0160.1(II)(B)(1),
0170.1(I0)(23).

§52.21 [Amended]

m 2.In §52.21(a), remove the text,
“Mailstop 485, 245 Murray Lane,
Washington, DC 20528” and add, in its
place, the text “2707 Martin Luther King
Jr. Avenue SE, Stop 0485, Washington,
DC 20528-0485"".

Dated: December 10, 2019.
M.W. Mumbach,

Chief, Office of Regulations and
Administrative Law, U.S. Coast Guard.

[FR Doc. 2019-26996 Filed 12—13-19; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165
[Docket Number USCG-2019-0904]
RIN 1625-AA00

Safety Zone; Isabel Holmes Bridge,
Wilmington, NC

AGENCY: Coast Guard, DHS.
ACTION: Temporary final rule.

SUMMARY: The Coast Guard is
establishing two temporary safety zones
on the navigable waters of the Cape Fear
River at the Isabel Holmes Bridge in
Wilmington, North Carolina. These
temporary safety zones are intended to
restrict vessel traffic on the Cape Fear
River from December 15, 2019, through
February 15, 2020, while work crews
repair the bridge and replace power
cables crossing under the river. This
rule prohibits vessels or persons from
being in the safety zones unless
specifically authorized by the Captain of
the Port (COTP) North Carolina or a
designated representative.

DATES: This rule is effective without
actual notice from December 16, 2019
through February 15, 2020. For the
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purposes of enforcement, actual notice
will be used from December 15, 2019,
through December 16, 2019.
ADDRESSES: To view documents
mentioned in this preamble as being
available in the docket, go to https://
www.regulations.gov, type USCG-2019—
0904 in the “SEARCH” box and click
“SEARCH.” Click on Open Docket
Folder on the line associated with this
rule.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this rule, contact
Petty Officer Matthew Tyson,
Waterways Management Division, U.S.
Coast Guard Sector North Carolina,
Wilmington, NC; telephone: (910) 772—
2221, email: Matthew.I. Tyson@uscg.mil.
SUPPLEMENTARY INFORMATION:

1. Table of Abbreviations

CFR Code of Federal Regulations

COTP Captain of the Port

DHS Department of Homeland Security

FR Federal Register

NCDOT North Carolina Department of
Transportation

NPRM Notice of proposed rulemaking

§ Section

U.S.C. United States Code

II. Background Information and
Regulatory History

The Coast Guard is issuing this
temporary 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 because the
North Carolina Department of
Transportation (NCDOT) did not notify
the Coast Guard of the details of the
bridge maintenance project until
November 28, 2019. Immediate action is
needed to protect persons and vessels
from the hazards associated with this
project. It is impracticable and contrary
to the public interest to publish an
NPRM because a final rule needs to be
in place by December 15, 2019, to
protect against hazards to the work crew
and the public during the project.

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. Delaying the effective date of
this rule would be impracticable and
contrary to public interest because

immediate action is needed to protect
persons and vessels from the hazards
associated with this bridge maintenance
project, which begins on December 15,
2019.

III. Legal Authority and Need for Rule

The Coast Guard is issuing this rule
under authority in 46 U.S.C. 70034
(previously, 33 U.S.C. 1231). The COTP
North Carolina has determined that
potential hazards associated with the
bridge maintenance project, scheduled
from December 15, 2019, through
February 15, 2020, is a safety concern
for workers and mariners on the Cape
Fear River at the Isabel Holmes Bridge
in Wilmington, North Carolina. This
rule is necessary to protect safety of life
from the potential hazards associated
with the project.

IV. Discussion of the Rule

This rule establishes two safety zones
on a portion of the Cape Fear River from
December 15, 2019, through February
15, 2020, to be enforced while NCDOT
conducts a bridge maintenance project.
The project will be in two parts: The
repair of the Isabel Holmes Bridge, and
replacement of the power cables
crossing under the river. The bridge
repair portion will impact, but not close,
the navigable channel. The cable
replacement portion will require the
navigable channel to be closed. NCDOT
will begin staging equipment around the
bridge on December 15, 2019.

The first of the two safety zones will
extend 100 feet from equipment while it
is within the navigable channel during
the entire maintenance period. The
normal horizontal clearance of the
channel beneath the bridge is 200 feet.
As aresult, smaller vessels will be able
to transit under the bridge during this
work phase. Maintenance equipment
will be able to be relocated outside of
the navigable channel for larger vessels
during this stage of the project if at least
a 48-hour notice is given. This advance
notice shall be given to the bridge
tender at (910) 251-5774 or via VHF—-
FM marine channel 13 (165.65 MHz).

The second safety zone will be
enforced, within 300 feet of the bridge,
located at approximate position,
34°15’06” N, 077°57°03” W (NAD 1983)
during the cable replacement portion of
the project. This cable replacement may
last from 6 a.m. to 6 p.m. on four
separate days, finishing on February 15,
2020. The public will be notified at least
48 hours in advance of each complete
closure via broadcast notice to mariners.

The duration of these zones is
intended to protect persons, vessels, and
the marine environment on the
navigable waters of the Cape Fear River

during the bridge maintenance project.
No vessel or person will be permitted to
enter either safety zone unless
specifically authorized by the Captain of
the Port North Carolina or a designated
representative.

V. Regulatory Analyses

We developed this rule after
considering numerous statutes and
Executive orders related to rulemaking.
Below we summarize our analyses
based on a number of these statutes and
Executive orders, and we discuss First
Amendment rights of protestors.

A. Regulatory Planning and Review

Executive Orders 12866 and 13563
direct agencies to assess the costs and
benefits of available regulatory
alternatives and, if regulation is
necessary, to select regulatory
approaches that maximize net benefits.
Executive Order 13771 directs agencies
to control regulatory costs through a
budgeting process. This rule has not
been designated a “‘significant
regulatory action,” under Executive
Order 12866. Accordingly, this rule has
not been reviewed by the Office of
Management and Budget (OMB), and
pursuant to OMB guidance it is exempt
from the requirements of Executive
Order 13771.

This regulatory action determination
is based on the size, location, and
duration of the safety zones. The ability
of vessels to enter or transit a portion of
the Cape Fear River near the Isabel
Holmes Bridge will be impacted while
two safety zones are in place during a
bridge maintenance project lasting two
months, from December 25, 2019,
through February 15, 2020. The project
will be in two parts: The repair of the
Isabel Holmes Bridge, and replacement
of the power cables crossing under the
river. The bridge repair portion will
impact, but not close, the navigable
channel. Smaller vessels will be able to
transit under the bridge during the
repair work. Larger vessels will be
allowed to transit the channel during
the repair work provided that they
provide a 48-hour notice requesting that
equipment be relocated from the
channel. The Coast Guard will issue a
Local Notice to Mariners and transmit a
Broadcast Notice to Mariners via VHF—
FM marine channel 16 regarding the
safety zone. The cable replacement
portion will require the navigable
channel to be closed. Specific
enforcement dates and times for
complete channel closures will be
broadcast at least 48 hours in advance.
However, this portion of the Cape Fear
River is a low traffic area during this
time of the year.
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B. Impact on Small Entities

The Regulatory Flexibility Act of
1980, 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.

While some owners or operators of
vessels intending to transit the safety
zone may be small entities, for the
reasons stated in section V.A above, this
rule will not have a significant
economic impact on any vessel owner
or operator.

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 call or email the
person listed in the FOR FURTHER
INFORMATION CONTACT section.

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.

C. 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).

D. Federalism and Indian Tribal
Governments

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
have determined that it is consistent
with the fundamental federalism
principles and preemption requirements
described in Executive Order 13132.

Also, 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. If you
believe this rule has implications for
federalism or Indian tribes, please call
or email the person listed in the FOR
FURTHER INFORMATION CONTACT section
above.

E. 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 an expenditure,
we do discuss the effects of this rule
elsewhere in this preamble.

F. Environment

We have analyzed this rule under
Department of Homeland Security
Directive 023—-01, Rev. 1, associated
implementing instructions, and
Environmental Planning COMDTINST
5090.1 (series), which guide the Coast
Guard in complying with the National
Environmental Policy Act of 1969 (42
U.S.C. 4321-4370f1), 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 two
safety zones lasting two months. The
first will prohibit entry within 100 feet
of work equipment at the Isabel Holmes
Bridge on the Cape Fear River, and the
second lasting 12 hours on four separate
days that will prohibit entry within 300
feet of the bridge while new power
cables are placed under the navigable
channel. The rule is categorically
excluded from further review under
paragraph L60a of Appendix A, Table 1
of DHS Instruction Manual 023-01—
001-01, Rev. 1. A Record of
Environmental Consideration
supporting this determination is

available in the docket where indicated
under ADDRESSES.

G. Protest Activities

The Coast Guard respects the First
Amendment rights of protesters.
Protesters are asked to call or email 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.

List of Subjects in 33 CFR Part 165

Harbors, Marine safety, Navigation
(water), Reporting and recordkeeping
requirements, Security measures,
Waterways.

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: 46 U.S.C. 70034, 70051; 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.T05-0904 to read as
follows:

§165.T05-0904 Safety Zone; Isabel
Holmes Bridge, Wilmington, NC.

(a) Location. The following areas are
safety zones:

(1) Safety Zone 1. All navigable
waters of the Cape Fear River within
100 feet of work equipment at the Isabel
Holmes Bridge in Wilmington, NGC;

(2) Safety Zone 2. All navigable
waters of the Cape Fear River within a
300 foot radius of the Isabel Holmes
Bridge in Wilmington, NC, centered at
approximate position 34°15°06” N,
077°57°03” W (NAD 1983).

(b) Definitions. As used in this
section—

Captain of the Port means the
Commander, Sector North Carolina.

Designated representative means a
Coast Guard Patrol Commander,
including a Coast Guard commissioned,
warrant, or petty officer designated by
the Captain of the Port North Carolina
(COTP) for the enforcement of the safety
zone.

Work crews means persons and
vessels involved in the bridge
maintenance project.

(c) Regulations. (1) The general
regulations governing safety zones in
§ 165.23 apply to the areas described in
paragraph (a) of this section.

(2) With the exception of work crews,
entry into or remaining in either safety
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zone is prohibited unless authorized by
the COTP North Carolina or the COTP
North Carolina’s designated
representative. All other vessels must
depart the zone(s) immediately upon
activation.

(3) Larger vessels may request
maintenance equipment be relocated
outside of the navigable channel if at
least a 48-hour notice is given. This
advance notice shall be given to the
bridge tender at (910) 251-5774 or via
VHF-FM marine channel 13 (165.65
MHz).

(4) The Captain of the Port, North
Carolina can be reached through the
Coast Guard Sector North Carolina
Command Duty Officer, Wilmington,
North Carolina at telephone number
910-343-3882.

(5) The Coast Guard and designated
security vessels enforcing the safety
zone can be contacted on VHF-FM
marine band radio channel 13 (165.65
MHz) and channel 16 (156.8 MHz).

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

(e) Enforcement periods. This section
will be enforced for:

(1) Safety Zone 1 from December 15,
2019 through February 15, 2020; and

(2) Safety Zone 2 from 6 a.m. through
6 p.m. on days when power cables are
being placed under the navigable
channel.

(f) Public notification. The Coast
Guard will notify the public of the
active enforcement times at least 48
hours in advance by transmitting
Broadcast Notice to Mariners via VHF—
FM marine channel 16.

Dated: December 11, 2019.
Bion B. Stewart,

Captain, U.S. Coast Guard, Captain of the
Port North Carolina.

[FR Doc. 2019-27063 Filed 12-13-19; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Federal Emergency Management
Agency
44 CFR Part 64

[Docket ID FEMA-2019-0003; Internal
Agency Docket No. FEMA-8609]

Suspension of Community Eligibility

AGENCY: Federal Emergency
Management Agency, DHS.
ACTION: Final rule.

SUMMARY: This rule identifies
communities where the sale of flood

insurance has been authorized under
the National Flood Insurance Program
(NFIP) that are scheduled for
suspension on the effective dates listed
within this rule because of
noncompliance with the floodplain
management requirements of the
program. If the Federal Emergency
Management Agency (FEMA) receives
documentation that the community has
adopted the required floodplain
management measures prior to the
effective suspension date given in this
rule, the suspension will not occur and
a notice of this will be provided by
publication in the Federal Register on a
subsequent date. Also, information
identifying the current participation
status of a community can be obtained
from FEMA’s Community Status Book
(CSB). The CSB is available at https://
www.fema.gov/national-flood-
insurance-program-community-status-
book.

DATES: The effective date of each
community’s scheduled suspension is
the third date (“Susp.”) listed in the
third column of the following tables.
FOR FURTHER INFORMATION CONTACT: If
you want to determine whether a
particular community was suspended
on the suspension date or for further
information, contact Adrienne L.
Sheldon, PE, CFM, Federal Insurance
and Mitigation Administration, Federal
Emergency Management Agency, 400 C
Street SW, Washington, DC 20472, (202)
212-3966.

SUPPLEMENTARY INFORMATION: The NFIP
enables property owners to purchase
Federal flood insurance that is not
otherwise generally available from
private insurers. In return, communities
agree to adopt and administer local
floodplain management measures aimed
at protecting lives and new construction
from future flooding. Section 1315 of
the National Flood Insurance Act of
1968, as amended, 42 U.S.C. 4022,
prohibits the sale of NFIP flood
insurance unless an appropriate public
body adopts adequate floodplain
management measures with effective
enforcement measures. The
communities listed in this document no
longer meet that statutory requirement
for compliance with program
regulations, 44 CFR part 59.
Accordingly, the communities will be
suspended on the effective date in the
third column. As of that date, flood
insurance will no longer be available in
the community. We recognize that some
of these communities may adopt and
submit the required documentation of
legally enforceable floodplain
management measures after this rule is
published but prior to the actual

suspension date. These communities
will not be suspended and will continue
to be eligible for the sale of NFIP flood
insurance. A notice withdrawing the
suspension of such communities will be
published in the Federal Register.

In addition, FEMA publishes a Flood
Insurance Rate Map (FIRM) that
identifies the Special Flood Hazard
Areas (SFHASs) in these communities.
The date of the FIRM, if one has been
published, is indicated in the fourth
column of the table. No direct Federal
financial assistance (except assistance
pursuant to the Robert T. Stafford
Disaster Relief and Emergency
Assistance Act not in connection with a
flood) may be provided for construction
or acquisition of buildings in identified
SFHAs for communities not
participating in the NFIP and identified
for more than a year on FEMA’s initial
FIRM for the community as having
flood-prone areas (section 202(a) of the
Flood Disaster Protection Act of 1973,
42 U.S.C. 4106(a), as amended). This
prohibition against certain types of
Federal assistance becomes effective for
the communities listed on the date
shown in the last column. The
Administrator finds that notice and
public comment procedures under 5
U.S.C. 553(b), are impracticable and
unnecessary because communities listed
in this final rule have been adequately
notified.

Each community receives 6-month,
90-day, and 30-day notification letters
addressed to the Chief Executive Officer
stating that the community will be
suspended unless the required
floodplain management measures are
met prior to the effective suspension
date. Since these notifications were
made, this final rule may take effect
within less than 30 days.

National Environmental Policy Act.
FEMA has determined that the
community suspension(s) included in
this rule is a non-discretionary action
and therefore the National
Environmental Policy Act of 1969 (42
U.S.C. 4321 et seq.) does not apply.

Regulatory Flexibility Act. The
Administrator has determined that this
rule is exempt from the requirements of
the Regulatory Flexibility Act because
the National Flood Insurance Act of
1968, as amended, Section 1315, 42
U.S.C. 4022, prohibits flood insurance
coverage unless an appropriate public
body adopts adequate floodplain
management measures with effective
enforcement measures. The
communities listed no longer comply
with the statutory requirements, and
after the effective date, flood insurance
will no longer be available in the
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communities unless remedial action
takes place.

Regulatory Classification. This final
rule is not a significant regulatory action
under the criteria of section 3(f) of
Executive Order 12866 of September 30,
1993, Regulatory Planning and Review,
58 FR 51735.

Executive Order 13132, Federalism.
This rule involves no policies that have
federalism implications under Executive
Order 13132.

Executive Order 12988, Civil Justice

Reform. This rule meets the applicable

standards of Executive Order 12988.

Paperwork Reduction Act. This rule
does not involve any collection of
information for purposes of the
Paperwork Reduction Act, 44 U.S.C.
3501 et seq.

List of Subjects in 44 CFR Part 64

Flood insurance, Floodplains.

Accordingly, 44 CFR part 64 is
amended as follows:

PART 64—[AMENDED]

§64.6 [Amended]

m 2. The tables published under the
authority of § 64.6 are amended as
follows:

m 1. The authority citation for Part 64
continues to read as follows:

Authority: 42 U.S.C. 4001 et seq.;
Reorganization Plan No. 3 of 1978, 3 CFR,
1978 Comp.; p. 329; E.O. 12127, 44 FR 19367,
3 CFR, 1979 Comp.; p. 376.

Date certain
Federal assist-

. Communit Effective date authorization/cancellation of | Current effective
State and location No. Y sale of flood insurance in community map date an;:\;eairr:bllgr}%er
SFHAs
Region V
Minnesota: Halstad, City of, Norman County 270324 | February 5, 1975, Emerg; June 15, 1979, Dec. 20, 2019. Dec. 20, 2019.
Reg; December 20, 2019, Susp.
Region VI
Texas:
Aransas County, Unincorporated Areas 485452 | June 19, 1970, Emerg; August 6, 1971, | ...... do* .. Do.
Reg; December 20, 2019, Susp.
Austin, City of, Hays, Travis and 480624 | May 9, 1975, Emerg; September 2, 1981, | ...... [o [o R Do.
Williamson Counties. Reg; December 20, 2019, Susp.
Leroy, City of, McLennan County .......... 481314 | N/A, Emerg; January 30, 1980, Reg; De- | ...... (o [o TR Do
cember 20, 2019, Susp.
Mount Calm, City of, Hill County ........... 480863 | March 16, 2010, Emerg; June 2, 2011, | ..... do e Do.
Reg; December 20, 2019, Susp.
Taylor, City of, Williamson County ........ 480670 | November 7, 1974, Emerg; March 1, 1982, | ...... (o [o TR Do.
Reg; December 20, 2019, Susp.
Weir, City of, Williamson County ........... 481674 | N/A, Emerg; April 19, 1996, Reg; December | ...... do . Do.
20, 2019, Susp.
West, City of, McLennan County .......... 480931 | N/A, Emerg; June 4, 2015, Reg; December | ...... [o [o R Do.
20, 2019, Susp.
Region ViI
lowa:
Atkins, City of, Benton County .............. 190548 | N/A, Emerg; June 18, 2010, Reg; Decem- | ...... (o [o TR Do.
ber 20, 2019, Susp.
Beaman, City of, Grundy County .......... 190400 | July 27, 2005, Emerg; October 19, 2005, | ...... do e, Do.
Reg; December 20, 2019, Susp.
Belle Plaine, City of, Benton County ..... 190015 | May 9, 1975, Emerg; August 1, 1986, Reg; | ...... {o [o TR Do.
December 20, 2019, Susp.
Benton County, Unincorporated Areas 190845 | N/A, Emerg; September 10, 2008, Reg; De- | ...... do . Do.
cember 20, 2019, Susp.
Blairstown, City of, Benton County ....... 190320 | October 30, 2007, Emerg; June 3, 2008, | ...... [o [o R Do.
Reg; December 20, 2019, Susp.
Conrad, City of, Grundy County ............ 190401 | N/A, Emerg; March 30, 2009, Reg; Decem- | ...... (o [o TR Do.
ber 20, 2019, Susp.
Dike, City of, Grundy County ................ 190402 | August 17, 1976, Emerg; August 19, 1986, | ...... (o [o IR Do.
Reg; December 20, 2019, Susp.
Ellsworth, City of, Hamilton County ....... 190136 | December 29, 1975, Emerg; August 1, | ... (o [o TR Do.
1987, Reg; December 20, 2019, Susp.
Garrison, City of, Benton County .......... 190321 | December 12, 2007, Emerg; June 3, 2008, | ...... [o o IR Do.
Reg; December 20, 2019, Susp.
Grundy Center, City of, Grundy County 190403 | August 15, 2005, Emerg; October 19, 2005, | ...... (o [o TN Do.
Reg; December 20, 2019, Susp.
Grundy County, Unincorporated Areas 190870 | N/A, Emerg; April 21, 2006, Reg; December | ...... (o [o TR Do.
20, 2019, Susp.
Holland, City of, Grundy County ........... 190404 | November 7, 1979, Emerg; July 17, 1986, | ...... [o [o R Do.
Reg; December 20, 2019, Susp.
Jewell, City of, Hamilton County ........... 190600 | September 18, 1996, Emerg; March 1, | ...... do i Do.
2001, Reg; December 20, 2019, Susp.
Kamrar, City of, Hamilton County ......... 190406 | N/A, Emerg; December 6, 2005, Reg; De- | ...... do i Do.
cember 20, 2019, Susp.
Morrison, City of, Grundy County .......... 190953 | N/A, Emerg; October 31, 2005, Reg; De- | ...... [o [o R Do.
cember 20, 2019, Susp.
Newhall, City of, Benton County ........... 190626 | N/A, Emerg; August 4, 2011, Reg; Decem- | ...... [o [o R Do.
ber 20, 2019, Susp.
Norway, City of, Benton County ............ 190632 | January 21, 1994, Emerg; March 1, 1997, | ...... [o [o R Do.

Reg; December 20, 2019, Susp.
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State and location No. Y sale of flood insurance in community map date ance no Ion_ger
available in
SFHAs
Reinbeck, City of, Grundy County ......... 190646 | N/A, Emerg; January 29, 2008, Reg; De- | ...... o [o TR Do.
cember 20, 2019, Susp.
Shellsburg, City of, Benton County ....... 190319 | September 2, 1993, Emerg; September 3, | ...... o [o TR Do.
1997, Reg; December 20, 2019, Susp.
Urbana, City of, Benton County ............ 190672 | N/A, Emerg; September 12, 2011, Reg; De- | ...... o [o TR Do.
cember 20, 2019, Susp.
Vinton, City of, Benton County .............. 190016 | July 18, 1974, Emerg; March 2, 1981, Reg; | ...... o [o TR Do.
December 20, 2019, Susp.
Webster City, City of, Hamilton County 190137 | August 23, 1974, Emerg; August 1, 1978, | ...... o [o TR Do.
Reg; December 20, 2019, Susp.
Wellsburg, City of, Grundy County ........ 190680 | N/A, Emerg; April 21, 2006, Reg; December | ...... o [o TR Do.
20, 2019, Susp.
Region Vil
Colorado:
Arvada, City of, Adams and Jefferson 085072 | April 30, 1971, Emerg; June 23, 1972, Reg; | ...... o [o TR Do.
Counties. December 20, 2019, Susp.
Clear Creek County, Unincorporated 080034 | November 27, 1973, Emerg; March 11, | ... o [o TR Do.
Areas. 1980, Reg; December 20, 2019, Susp.
Georgetown, Town of, Clear Creek 080035 | April 9, 1974, Emerg; June 5, 1989, Reg; | ...... o [o TR Do.
County. December 20, 2019, Susp.
Golden, City of, Jefferson County ......... 080090 | June 19, 1975, Emerg; May 15, 1985, Reg; | ...... {o [o TR Do.
December 20, 2019, Susp.
Idaho Springs, City of, Clear Creek 080036 | December 4, 1973, Emerg; November 15, | ...... o [o TR Do.
County. 1978, Reg; December 20, 2019, Susp.
Jefferson County, Unincorporated 080087 | July 5, 1973, Emerg; August 5, 1986, Reg; | ...... o [o TR Do.
Areas. December 20, 2019, Susp.
Region IX
California:
Carlsbad, City of, San Diego County .... 060285 | July 2, 1975, Emerg; June 14, 1977, Reg; | ...... {o [o TR Do.
December 20, 2019, Susp.
Chula Vista, City of, San Diego County 065021 | January 29, 1971, Emerg; August 15, 1983, | ...... {o [o TR Do.
Reg; December 20, 2019, Susp.
Coronado, City of, San Diego County ... 060287 | February 22, 1974, Emerg; June 1, 1982, | ..... {o [o TR Do.
Reg; December 20, 2019, Susp.
Del Mar, City of, San Diego County ...... 060288 | May 19, 1975, Emerg; August 15, 1983, | ..... {o [o TR Do.
Reg; December 20, 2019, Susp.
Encinitas, City of, San Diego County .... 060726 | October 22, 1987, Emerg; July 15, 1988, | ...... {o [o TR Do.
Reg; December 20, 2019, Susp.
National City, City of, San Diego Coun- 060293 | January 28, 1972, Emerg; February 15, | ... o [o TR Do.
ty. 1979, Reg; December 20, 2019, Susp.
Oceanside, City of, San Diego County 060294 | June 30, 1975, Emerg; September 5, 1984, | ...... {o [o TR Do.
Reg; December 20, 2019, Susp.

s do =Ditto

Dated: December 10, 2019.
Eric Letvin,
Deputy Assistant Administrator for
Mitigation, Federal Insurance and Mitigation
Administration—FEMA Resilience,
Department of Homeland Security, Federal
Emergency Management Agency.
[FR Doc. 2019-26956 Filed 12-13—19; 8:45 am]
BILLING CODE 9110-12-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 648

[RTID 0648-XX030]

Fisheries of the Northeastern United
States; Summer Flounder Fishery;
Quota Transfer From NC to VA

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

ACTION: Notice; quota transfer.

SUMMARY: NMFS announces that the
State of North Carolina is transferring a
portion of its 2019 commercial summer

flounder quota to the Commonwealth of
Virginia. This quota adjustment is
necessary to comply with the Summer
Flounder, Scup, and Black Sea Bass
Fishery Management Plan quota transfer
provisions. This announcement informs
the public of the revised 2019
commercial quotas for North Carolina
and Virginia.

DATES: Effective December 13, 2019,
through December 31, 2019.

FOR FURTHER INFORMATION CONTACT:
Laura Hansen, Fishery Management
Specialist, (978) 281-9225.

SUPPLEMENTARY INFORMATION:
Regulations governing the summer
flounder fishery are found in 50 CFR
648.100 through 648.110. These
regulations require annual specification
of a commercial quota that is
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apportioned among the coastal states
from Maine through North Carolina. The
process to set the annual commercial
quota and the percent allocated to each
state is described in § 648.102 and final
2019 allocations were published on May
17, 2019 (84 FR 22392).

The final rule implementing
Amendment 5 to the Summer Flounder
Fishery Management Plan (FMP), as
published in the Federal Register on
December 17, 1993 (58 FR 65936),
provided a mechanism for transferring
summer flounder commercial quota
from one state to another. Two or more
states, under mutual agreement and
with the concurrence of the NMFS
Greater Atlantic Regional Administrator,
can transfer or combine summer

flounder commercial quota under
§648.102(c)(2). The Regional
Administrator is required to consider
three criteria in the evaluation of
requests for quota transfers or
combinations: The transfer or
combinations would not preclude the
overall annual quota from being fully
harvested; the transfer addresses an
unforeseen variation or contingency in
the fishery; and, the transfer is
consistent with the objectives of the
FMP and the Magnuson-Stevens Act.
The Regional Administrator has
determined these three criteria have
been met for the transfer approved in
this notice.

North Carolina is transferring 7,500 1b
(3,402 kg) of summer flounder

commercial quota to Virginia. This
transfer was requested to repay landings
made by a North Carolina-permitted
vessel in Virginia under a safe harbor
agreement. Based on the revised
Summer Flounder, Scup, and Black Sea
Bass Specifications, the summer
flounder quotas for 2019 are now: North
Carolina, 2,879,055 1b (1,305,917 kg);
and, Virginia, 2,405,916 1b (1,091,305
kg).

Authority: 16 U.S.C. 1801 et seq.

Dated: December 10, 2019.
Jennifer M. Wallace,

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

[FR Doc. 2019-26970 Filed 12-13-19; 8:45 am]
BILLING CODE 3510-22-P
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This section of the FEDERAL REGISTER
contains notices to the public of the proposed
issuance of rules and regulations. The
purpose of these notices is to give interested
persons an opportunity to participate in the
rule making prior to the adoption of the final
rules.

FEDERAL HOUSING FINANCE
AGENCY

12 CFR Part 1238

RIN 2590-AB05

Proposed Amendments to the Stress
Test Rule

AGENCY: Federal Housing Finance
Agency.

ACTION: Notice of proposed rulemaking
with request for comment.

SUMMARY: The Federal Housing Finance
Agency (FHFA) is requesting comment
on a proposed rule that would amend its
stress testing rule, consistent with
section 401 of the Economic Growth,
Regulatory Relief, and Consumer
Protection Act (EGRRCPA). Specifically,
the proposed rule would revise the
minimum threshold for the regulated
entities to conduct stress tests from $10
billion to $250 billion, remove the
requirements for Federal Home Loan
Banks (Banks) subject to stress testing,
and remove the adverse scenario from
the list of required scenarios. These
amendments align FHFA’s rule with
rules adopted by other financial
institution regulators that implement
the Dodd-Frank Wall Street Reform and
Consumer Protection Act (Dodd-Frank
Act) stress testing requirements, as
amended by EGRRCPA. The proposed
rule also makes certain conforming and
technical changes.

DATES: Comments on the proposed
amendments must be received on or
before January 15, 2020.

ADDRESSES: You may submit your
comments, identified by regulatory
identification number (RIN) 2590-AB05,
by any of the following methods:

o Agency Website: www.fhfa.gov/
open-for-comment-or-input.

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the
instructions for submitting comments. If
you submit your comment to the
Federal eRulemaking Portal, please also
send it by email to FHFA at
RegComments@fhfa.gov to ensure

timely receipt by the agency. Please
include “RIN 2590-AB05” in the
subject line of the message.

e Hand Delivered/Courier: The hand
delivery address is: Alfred M. Pollard,
General Counsel, Attention: Comments/
RIN 2590-ABO05, Federal Housing
Finance Agency, Eighth Floor, 400
Seventh Street SW, Washington, DC
20219. Deliver the package to the
Seventh Street entrance Guard’s Desk,
First Floor, on business days between 9
a.m. and 5 p.m.

e U.S. Mail, United Parcel Service,
Federal Express, or Other Mail Service:
The mailing address for comments is:
Alfred M. Pollard, General Counsel,
Attention: Comments/RIN 2590-AB05,
Federal Housing Finance Agency,
Eighth Floor, 400 Seventh Street SW,
Washington, DC 20219. Please note that
all mail sent to FHFA via U.S. Mail is
routed through a national irradiation
facility, a process that may delay
delivery by approximately two weeks.

See SUPPLEMENTARY INFORMATION for
additional information on submission
and posting of comments.

FOR FURTHER INFORMATION CONTACT: Naa
Awaa Tagoe, Senior Associate Director,
Office of Financial Analysis, Modeling
and Simulations, (202) 649-3140,
naaawaa.tagoe@fhfa.gov; Karen Heidel,
Assistant General Counsel, Office of
General Counsel, (202) 649-3073,
karen.heidel@fhfa.gov; or Mark D.
Laponsky, Deputy General Counsel,
Office of General Counsel, (202) 649—
3054, mark.laponsky@fhfa.gov. The
telephone number for the
Telecommunications Device for the Deaf
is (800) 877—8339.

SUPPLEMENTARY INFORMATION:
I. Comments

FHFA invites comment on all aspects
of the proposed amendments and will
take all comments into consideration
before adopting amendments through a
final rule. Copies of all comments
received will be posted without change
on the FHFA website at http://
www.fhfa.gov, and will include any
personal information you provide, such
as your name, address, email address,
and telephone number. In addition,
copies of all comments received will be
available for examination by the public
through the electronic rulemaking
docket for this proposed rule also
located on the FHFA website.

