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DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2015-0934; Directorate
Identifier 2014-NM-030-AD; Amendment
39-18287; AD 2015-20-08]

RIN 2120-AA64

Airworthiness Directives; Dassault
Aviation Airplanes

AGENCY: Federal Aviation
Administration (FAA), Department of
Transportation (DOT).

ACTION: Final rule.

SUMMARY: We are adopting a new
airworthiness directive (AD) for all
Model FAN JET FALCON, FAN JET
FALCON SERIES G, D, E, F, and G
airplanes; Model MYSTERE-FALCON
200 airplanes; and Model MYSTERE—
FALCON 20-C5, 20-D5, 20-E5, and 20—
F5 airplanes. This AD was prompted by
reports of defective fire extinguisher
tubes. It was determined the defects
were caused by corrosion. This AD
requires repetitive general visual
inspections of the fire extinguisher
tubes for cracking and corrosion, and
replacement of any cracked tube with a
serviceable tube, if necessary. We are
issuing this AD to detect and correct
cracking and corrosion in the fire
extinguisher tubes, which could impact
the capability to extinguish an engine
fire, and possibly result in damage to
the airplane and injury to the
passengers.

DATES: This AD becomes effective
November 12, 2015.

ADDRESSES: You may examine the AD
docket on the Internet at http://
www.regulations.gov/
#!docketDetail;D=FAA-2015-0934; or in
person at the Docket Management
Facility, U.S. Department of
Transportation, Docket Operations, M—

30, West Building Ground Floor, Room
W12-140, 1200 New Jersey Avenue SE.,
Washington, DC.

FOR FURTHER INFORMATION CONTACT: Tom
Rodriguez, Aerospace Engineer,
International Branch, ANM-116,
Transport Airplane Directorate, FAA,
1601 Lind Avenue SW., Renton, WA
98057-3356; telephone 425-227-1137;
fax 425-227-1149.

SUPPLEMENTARY INFORMATION:

Discussion

We issued a notice of proposed
rulemaking (NPRM) to amend 14 CFR
part 39 by adding an AD that would
apply to all Dassault Aviation Model
FAN JET FALCON, FAN JET FALCON
SERIES G, D, E, F, and G airplanes;
Model MYSTERE-FALCON 200
airplanes; and Model MYSTERE—
FALCON 20-C5, 20-D5, 20-E5, and 20—
F5 airplanes. The NPRM published in
the Federal Register on May 4, 2015 (80
FR 25254).

The European Aviation Safety Agency
(EASA), which is the Technical Agent
for the Member States of the European
Union, has issued Airworthiness
Directive 2013-0299, dated December
19, 2013 (referred to after this as the
Mandatory Continuing Airworthiness
Information, or ‘“‘the MCAI”’), to correct
an unsafe condition for all Dassault
Aviation Model FAN JET FALCON,
FAN JET FALCON SERIES C, D, E, F,
and G airplanes; Model MYSTERE—
FALCON 200 airplanes; and Model
MYSTERE-FALCON 20-C5, 20-D5, 20—
E5, and 20-F5 airplanes. The MCAI
states:

Several defective extinguisher tubes have
been reported on certain Dassault Aviation
Fan Jet Falcon aeroplanes. The results of the
investigations concluded that these
occurrences were caused by corrosion.

This condition, if not detected and
corrected, could impact the capability to
extinguish an engine fire, possibly resulting
in damage to the aeroplane and injury to the
occupants.

For the reason described above, this
[EASA] AD requires repetitive [general
visual] inspections [for cracking and
corrosion] of the fire extinguisher tubes and,
depending on findings, the replacement of an
affected part with a serviceable part
(improved fire extinguisher tube). It also
proposes the replacement of those tubes with
the “old Part Number” (P/N) with a
serviceable part with the new P/N as a
terminating action. In addition, this [EASA]
AD prohibits installation of an affected tube
on an aeroplane.

You may examine the MCAI in the
AD docket on the Internet at http://
www.regulations.gov/
#!documentDetail;D=FAA-2015-0934-
0002.

Comments

We gave the public the opportunity to
participate in developing this AD. We
received no comments on the NPRM (80
FR 25254, May 4, 2015) or on the
determination of the cost to the public.

Conclusion

We reviewed the relevant data and
determined that air safety and the
public interest require adopting this AD
as proposed, except for minor editorial
changes. We have determined that these
minor changes:

e Are consistent with the intent that
was proposed in the NPRM (80 FR
25254, May 4, 2015) for correcting the
unsafe condition; and

¢ Do not add any additional burden
upon the public than was already
proposed in the NPRM (80 FR 25254,
May 4, 2015).

Costs of Compliance

We estimate that this AD affects 170
airplanes of U.S. registry.

We also estimate that it will take
about 4 work-hours per product to
comply with the basic requirements of
this AD. The average labor rate is $85
per work hour. Based on these figures,
we estimate the cost of this AD on U.S.
operators to be $57,800, or $340 per
product.

We have received no definitive data
that will enable us to provide cost
estimates for the on-condition actions
specified in this AD.

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.

We are 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


http://www.regulations.gov/#!documentDetail;D=FAA-2015-0934-0002
http://www.regulations.gov/#!documentDetail;D=FAA-2015-0934-0002
http://www.regulations.gov/#!documentDetail;D=FAA-2015-0934-0002
http://www.regulations.gov/#!documentDetail;D=FAA-2015-0934-0002
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safety in air commerce. This regulation
is within the scope of that authority
because it addresses an unsafe condition
that is likely to exist or develop on
products identified in this rulemaking
action.

Regulatory Findings

We determined that 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. Is not a “significant rule” under the
DOT Regulatory Policies and Procedures
(44 FR 11034, February 26, 1979);

3. Will not affect intrastate aviation in
Alaska; and

4. 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.

Examining the AD Docket

You may examine the AD docket on
the Internet at http://
www.regulations.gov/
#!docketDetail;D=FAA-2015-0934; or in
person at the Docket Management
Facility between 9 a.m. and 5 p.m.,
Monday through Friday, except Federal
holidays. The AD docket contains this
AD, the regulatory evaluation, any
comments received, and other
information. The street address for the
Docket Operations office (telephone
800—647-5527) is in the ADDRESSES
section.

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):

2015-20-08 Dassault Aviation:
Amendment 39-18287. Docket No.

FAA-2015-0934; Directorate Identifier
2014-NM-030-AD.

(a) Effective Date
This AD becomes effective November 12,
2015.
(b) Affected ADs
None.
(c) Applicability

This AD applies to Dassault Aviation
Model FAN JET FALCON, FAN JET FALCON
SERIES C, D, E, F, and G airplanes; Model
MYSTERE-FALCON 200 airplanes; and
Model MYSTERE-FALCON 20-C5, 20-D5,
20-E5, and 20-F5 airplanes, certificated in
any category, all manufacturer serial
numbers.

(d) Subject

Air Transport Association (ATA) of
America Code 26, Fire protection.

(e) Reason

This AD was prompted by reports of
defective fire extinguisher tubes. It was

determined the defects were caused by
corrosion. We are issuing this AD to detect
and correct cracking and corrosion in the fire
extinguisher tubes, which could impact the
capability to extinguish an engine fire, and
possibly result in damage to the airplane and
injury to the passengers.

(f) Compliance

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

(g) Inspection

For airplanes identified in paragraphs
(g)(1), (g)(2), and (g)(3) of this AD: Within 13
months or 450 flight hours, whichever occurs
first after the effective date of this AD, do a
general visual inspection of the fire
extinguisher tubes for cracking and
corrosion, in accordance with a method
approved by the Manager, International
Branch, ANM-116, Transport Airplane
Directorate, FAA; or the European Aviation
Safety Agency (EASA); or Dassault Aviation’s
EASA Design Organization Approval (DOA).
Repeat the inspection thereafter at intervals
not to exceed 13 months.

(1) Model FAN JET FALCON airplanes and
Model FAN JET FALCON SERIES G, D, E, F,
and G airplanes, equipped with any fire
extinguisher tubes having part numbers
MY20791-101, MY20791-101-1, MY20791—
102, MY20791-102—1, MY20791-117, and
MY20791-112.

(2) Model MYSTERE-FALCON 200
airplanes equipped with any fire extinguisher
tubes having part numbers
M20H791000210B1 and M20H791000240B1.

(3) Model MYSTERE-FALCON 20-C5, 20—
D5, 20-E5, and 20-F5 airplanes equipped
with any fire extinguisher tubes having part
numbers M20R791101, M20R791101A1, and
M20R791102.

(h) Corrective Action

If, during any inspection required by
paragraph (g) of this AD, any cracking or
corrosion is found, before further flight,
replace the tube with a serviceable tube
having a part number specified in Table 1 to
paragraph (h) of this AD, as applicable.

TABLE 1 TO PARAGRAPH (H) OF THIS AD—SERVICEABLE FIRE EXTINGUISHER TUBES

For model—

Equipped with affected pin—

Replace with service-
able pin—

FAN JET FALCON, FAN JET FALCON SERIES
FAN JET FALCON, FAN JET FALCON SERIES
FAN JET FALCON, FAN JET FALCON SERIES
FAN JET FALCON, FAN JET FALCON SERIES
FAN JET FALCON, FAN JET FALCON SERIES
FAN JET FALCON, FAN JET FALCON SERIES
MYSTERE-FALCON 200 airplanes
MYSTERE-FALCON 200 airplanes
MYSTERE-FALCON 20-C5, 20-D5, 20-E5, and 20-F5 airplanes ....
MYSTERE-FALCON 20-C5, 20-D5, 20-E5, and 20-F5 airplanes
MYSTERE-FALCON 20-C5, 20-D5, 20-E5, and 20-F5 airplanes

C, D, E, F, and G airplanes ..
C, D, E, F, and G airplanes ..
C, D, E, F, and G airplanes ..
C, D, E, F, and G airplanes ..
C, D, E, F, and G airplanes ..
C, D, E, F, and G airplanes ..

MY20791-101
MY20791-101-1
MY20791-102 .....cooviiiiiiiee,
MY20791-102-1 .
MY20791-117 ..... .
MY20791-112 ..o,
M20H791000210B1
M20H791000240B1
M20R791101
M20R791101A1
M20R791102

MY20791-101-2.
MY20791-101-2.
MY20791-102-2.
MY20791-102-2.
MY20791-117n-1.
MY20791-112-1.
M20H791000210B2.
M20H791000240B2.
M20R791101A2.
M20R791101A3.
M20R791102A2.
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(i) Terminating Action for the Repetitive
Inspections

Replacement of an affected tube with a
serviceable tube, as required by paragraph (h)
of this AD, constitutes a terminating action
for the repetitive inspections required by
paragraph (g) of this AD.

(j) Parts Installation Prohibition

As of the effective date of this AD, no
person may install a tube having a part
number identified in paragraphs (g)(1), (g)(2),
and (g)(3) of this AD, on any airplane.

(k) Other FAA AD Provisions

The following provisions also apply to this
AD:

(1) Alternative Methods of Compliance
(AMOCs): The Manager, International
Branch, ANM-116, Transport Airplane
Directorate, FAA, has the authority to
approve AMOG:s 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 International Branch, send it to ATTN:
Tom Rodriguez, Aerospace Engineer,
International Branch, ANM-116, Transport
Airplane Directorate, FAA, 1601 Lind
Avenue SW., Renton, WA 98057-3356;
telephone 425-227-1137; fax 425-227-1149.
Information may be emailed to: 9-ANM-116-
AMOC-REQUESTS@faa.gov. Before using
any approved AMOG, notify your appropriate
principal inspector, or lacking a principal
inspector, the manager of the local flight
standards district office/certificate holding
district office. The AMOG approval letter
must specifically reference this AD.

(2) Contacting the Manufacturer: For any
requirement in this AD to obtain corrective
actions from a manufacturer, the action must
be accomplished using a method approved
by the Manager, International Branch, ANM-
116, Transport Airplane Directorate, FAA; or
the European Aviation Safety Agency
(EASA); or Dassault Aviation’s EASA Design
Organization Approval (DOA). If approved by
the DOA, the approval must include the
DOA-authorized signature.

(1) Related Information

Refer to Mandatory Continuing
Airworthiness Information (MCAI) EASA
Airworthiness Directive 2013—-0299, dated
December 19, 2013, for related information.
This MCAI may be found in the AD docket
on the Internet at http://
www.regulations.gov/
#!documentDetail;D=FAA-2015-0934-0002.

(m) Material Incorporated by Reference
None.
Issued in Renton, Washington, on
September 29, 2015.
Jeffrey E. Duven,

Manager, Transport Airplane Directorate,
Aircraft Certification Service.

[FR Doc. 2015-25492 Filed 10-7-15; 8:45 am]
BILLING CODE 4910-13-P

FEDERAL TRADE COMMISSION
16 CFR Part 4

Miscellaneous Rules

AGENCY: Federal Trade Commission.
ACTION: Final rules; technical correction.

SUMMARY: The Federal Trade
Commission published final rules on
May 6, 2015, revising certain of its rules
of practice. This document makes a
technical correction to those final rules.
DATES: Effective October 8, 2015.

FOR FURTHER INFORMATION CONTACT:
Josephine Liu, Attorney, (202) 326—
2170, Office of the General Counsel,
Federal Trade Commission, 600
Pennsylvania Avenue NW., Washington,
DC 20580.

SUPPLEMENTARY INFORMATION: This
document makes a technical correction
to two cross-references in Rule 4.4(a)(3).

List of Subjects in 16 CFR Part 4

Administrative practice and
procedure, Freedom of information,
Public record.

Accordingly, 16 CFR part 4 is
corrected by making the following
correcting amendment:

PART 4—MISCELLANEOUS RULES

m 1. The authority citation for part 4
continues to read as follows:

Authority: 15 U.S.C. 46, unless otherwise
noted.

§4.4 [Amended]

m 2.In § 4.4, amend the first sentence of
paragraph (a)(3) by removing “section
20(c)(7) of the FTC Act” and adding in
its place “section 20(c)(8) of the FTC
Act” and by removing ‘“‘section 20(c)(8)
of the FTC Act” and adding in its place
“section 20(c)(9) of the FTC Act”.

By direction of the Commission.
Donald S. Clark,
Secretary.
[FR Doc. 2015-25605 Filed 10-7—15; 8:45 am]
BILLING CODE 6750-01-P

DEPARTMENT OF LABOR

Office of the Secretary

29 CFR Part 20
RIN 1290-AA27

Administrative Wage Garnishment
Procedures

AGENCY: Office of the Secretary, Labor.

ACTION: Interim final rule with request
for comments.

SUMMARY: This rule will allow the U.S.
Department of Labor (Department) to
garnish the disposable wages of non-
federal workers who are indebted to the
Department without first obtaining a
court order. It implements the
administrative wage garnishment
provisions contained in the Debt
Collection Improvement Act of 1996
(DCIA) in accordance with the
regulations issued by the Secretary of
the Treasury.

DATES: This rule is effective October 8,
2015. Comments must be received
within 30 days of publication, which is
on or before November 9, 2015.

ADDRESSES: You may submit written
comments to the docket using any one
of the following methods:

(1) Federal eRulemaking Portal:
http://www.regulations.gov.

(2) Mail: Address comments
concerning this interim rule to Shelia
Alexander, Office of Chief Financial
Officer, U.S. Department of Labor,
Frances Perkins Building, Room S4030,
200 Constitution Avenue NW.,
Washington, DC 20210.

(3) Email: Comments may also be
submitted by electronic mail to
alexander.shelia@dol.gov.

Additionally, any comments that
concern information collection may be
sent to the Office of Information and
Regulatory Affairs, Attention OMB Desk
Officer for DOL, Office of Management
and Budget, Room 10235, New
Executive Office Building, Washington,
DC 20503.

FOR FURTHER INFORMATION CONTACT:
Shelia Alexander, Office of the Chief
Financial Officer, (202) 693—4472; or
Rachel Rikleen, Office of the Solicitor,
(202) 693-5702.

SUPPLEMENTARY INFORMATION:
I. Background

Section 31001(o0) of the Debt
Collection Improvement Act of 1996
(DCIA), which is codified at 31 U.S.C.
3720D, authorizes federal agencies to
use administrative procedure to garnish
the disposable pay of an individual to
collect delinquent non-tax debt owed to
the United States in accordance with
regulations promulgated by the
Secretary of the Treasury. Wage
garnishment is a process whereby an
employer withholds amounts from an
employee’s wages and pays those
amounts to the employee’s creditor
pursuant to a withholding order. Under
the DCIA, agencies may garnish up to
15% of a delinquent non-tax debtor’s
disposable wages. Prior to the
enactment of the DCIA, agencies were
generally required to obtain a court
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judgment before garnishing the wages of
non-Federal employees.

The DCIA requires the Secretary of
the Treasury to issue regulations
implementing the administrative wage
garnishment requirements. These
implementing regulations, which are at
31 CFR 285.11, provide for due process
for nontax debtors and require agencies
to publish regulations for administrative
wage garnishment hearings. Pursuant to
31 CFR 285.11(f), federal agencies must
either prescribe regulations for the
conduct of an administrative wage
garnishment hearing consistent with the
procedures set forth in section 285.11 or
adopt section 285.11 without change by
reference. Through this rule, the
Department has decided to issue its own
regulations consistent with the
procedural requirements of section
285.11.

This interim rule governs only
administrative wage garnishment.
Nothing in this regulation precludes the
use of collection remedies not contained
in the regulation. The Department and
other federal agencies may
simultaneously use multiple collection
remedies to collect a debt, except as
prohibited by law.

The Department may, but is not
required to, promulgate additional
policies, procedures, and
understandings consistent with this
regulation and other applicable Federal
laws, policies, and procedures, subject
to the approval of the Department’s
Chief Financial Officer or their delegate.
The Department does not intend for its
components, agencies, and entities to be
able to adopt different policies,
procedures, or understandings.

II. Public Participation

The Department is issuing this
interim final rule to provide the public
with an opportunity to comment. The
Department must receive comments by
the deadline stated above, which is no
later than 30 days after this notice
appears in the Federal Register.

III. Compliance With the Administraive
Procedure Act; The Paperwork
Reduction Act; The Regulatory
Flexibility Act; The Unfunded
Mandates Reform Act; and Executive
Orders 12866, 12988, and 13132

For purposes of the Administrative
Procedure Act, 5 U.S.C. 551-559, this
rule involves an agency procedure or
practice, and therefore no notice of
proposed rulemaking is required under
section 553. Nonetheless, this is an
interim rulemaking, with a provision for
a 30-day public comment period. The
Department will review all comments
received during the comment period

and will consider any modifications that
appear appropriate in adopting these
rules as final.

The Department has determined that
this rule contains no collection of
information subject to the Paperwork
Reduction Act, 44 U.S.C. 3501-3521.
However, the Department specifically
invites comments on this determination.
In addition to having an opportunity to
file comments with the Department,
comments about the paperwork
implications of the proposed regulations
may be addressed to the Office of
Management and Budget (OMB).
Comments to the OMB should be
directed to: Office of Information and
Regulatory Affairs, Attention OMB Desk
Officer for the DOL, Office of
Management and Budget, Room 10235,
Washington, DC 20503; Telephone:
202-395-7316/Fax: 202—395-6974
(these are not toll-free numbers). You
can also submit comments to the OMB
by email at OIRA_submission@
omb.eop.gov. The OMB will consider all
written comments that agency receives
within 30 days of publication of this
rule. (Commenters are encouraged, but
not required, to send a courtesy copy of
any comments submitted to the OMB
regarding the information collections by
mail or courier to: U.S. Department of
Labor-OASAM, Office of the Chief
Information Officer, Attn: Departmental
Information Compliance Management
Program, Room N1301, 200 Constitution
Avenue NW., Washington, DC 20210; or
by email: DOL PRA PUBLIC@dol.gov.)
As previously indicated, written
comments directed to the Department
may be submitted within 30 days of
publication of this notice. Should a
commenter believe this rule contains a
covered information collection, then the
Department and OMB seek comments
that:

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

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

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

(4) Minimize the burden of the
collection of information on those who
are to respond, including through the
use of appropriate automated,
electronic, mechanical, or other
technological collection techniques or
other forms of information technology,

e.g., permitting electronic submission of
responses.

The Regulatory Flexibility Act (RFA),
5 U.S.C. 601-612, requires
administrative agencies to consider the
effect of their actions on small entities,
including small businesses. Because no
notice of proposed rulemaking is
required for procedural rules, the
requirements of the RFA pertaining to
regulatory flexibility analysis do not
apply. However, even if the RFA were
to apply, the Department certifies that
this interim rule will not have a
significant impact on a substantial
number of small entities. Although the
employer of a delinquent debtor would
have to certify certain information about
the debtor such as the debtor’s
employment status and earnings, that
information is normally in the
employer’s payroll records. It would not
take a significant amount of time or
result in a significant cost for an
employer to make this certification. An
employer is not required to vary its
normal pay cycle to comply with a
garnishment order issued under these
regulations.

For purposes of the Unfunded
Mandates Reform Act (UMRA), 2 U.S.C.
1501-1516, the Department has
determined that the rule contains no
Federal mandates, as defined in Title II
of UMRA. Therefore the rule is not
subject to the requirements of section
202 and 205 of UMRA.

Executive Orders 12866 and 12988
require that each agency write
regulations that are easy to understand
and specify how individual civil
litigation rights will be affected. The
Department has determined that this
rule is drafted, to the extent practicable,
under the standards established in those
orders. However, the Secretary invites
comments on how to make these
proposed regulations easier to
understand.

Executive Order 13132 requires us to
ensure meaningful and timely input by
state and local elected officials in the
development of regulatory policies that
have federalism implications. The
interim rule does not 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.

IV. Summary of Key Aspects of the Rule

This rule applies to debts owed to the
Department or in connection with any
program administered by the
Department. The administrative wage
garnishment process will be applied
consistently throughout the Department.
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The Department can enter into
agreements, such as memoranda of
understanding, with other Federal
agencies permitting that agency to
administer part or all of the
Department’s administrative wage
garnishment process. Nothing in this
regulation requires the Department to
duplicate notices or administrative
proceedings required by contract, this
regulation, or other laws or regulations.
Thus, for example, the Department is
not required to provide a debtor with
two hearings on the same issue merely
because two different collection tools
are used, each of which requires that the
debtor be provided with a hearing.

Section 20.205 lists the notice
requirements, which includes an
explanation of the debtor’s rights. The
debtor is allowed to inspect Department
records related to the debt, enter into a
written repayment agreement, and have
a hearing. A debtor can request one of
two types of available hearings—a paper
hearing or an oral hearing. The format
of oral hearings is not limited to in-
person and telephone hearings and may
include new forms of technology. The
hearing official has the authority to
determine the kind of hearing and the
amount of time allotted each hearing.

If a hearing is held, the Department
can meet its initial burden by offering
documentation, including a copy of the
debt adjudication, which demonstrates
the existence of the debt and its amount.
Once the Department has established its
prima facie case, the debtor can dispute
the existence or amount of the debt. For
example, the debtor can meet his or her
burden by demonstrating that he or she
is not the person who owes a debt to the
Department, that he or she has not
received payments from the Department
or has not been fined by the
Department, or that he or she has
already paid the debt.

Additionally, the Federal Employees
Compensation Act (FECA), 5 U.S.C.
8101-8193, contains a provision that
precludes administrative and judicial
review of agency determinations, which
normally includes a repayment
schedule. As a result, for hearings
related to FECA debts, once the
Department has made its prima facie
case, the debtor has only two limited
grounds on which he or she can
demonstrate that an administrative wage
garnishment is not appropriate. The
debtor may not challenge the underlying
merits of the determination that created
the debt.

Section 20.209 describes how much
the Department can withhold through
administrative wage garnishment,
which is up to 15%, and the employer’s
administrative wage garnishment duties.

A withholding order for family support
would always have priority over an
administrative wage garnishment order.
If there are multiple federal garnishment
orders, priority depends on which
garnishment order was first obtained.
When a debtor’s disposable pay is
already subject to one or more
withholding orders with higher or equal
priority with the Department’s
administrative wage garnishment order,
the amount that the employer must
withhold and remit to the Department
would not be more than an amount
calculated by subtracting the amount(s)
withheld under the other withholding
order(s) from 25% of the debtor’s
disposable pay. For example, if the
employer is withholding 20% of a
debtor’s disposable pay for a family
support or prior withholding order, the
amount withheld for the subsequent
withholding order issued under this
section is limited to 5% of the debtor’s
disposable pay. When the family
support or prior withholding order
terminates, the amount withheld for the
subsequent withholding order issued
under this section may be increased to
15%.

List of Subjects in 29 CFR Part 20

Administrative wage garnishment,
debt collection, Labor.

Signed at Washington, DC, on this 29th day
of September, 2015.

Thomas E. Perez,
U.S. Secretary of Labor.

For the reasons set forth in the
preamble, the Department of Labor
amends part 20 of title 29 of the Code
of Federal Regulations as follows:

PART 20—FEDERAL CLAIMS
COLLECTION

m 1. The authority citation for part 20 is
revised to read as follows:

Authority: 31 U.S.C. 3711 et seq.; Subpart
D is also issued under 5 U.S.C. 5514; Subpart
E is also issued under 31 U.S.C. 3720A;
Subpart F is also issued under 31 U.S.C.
3720D.

m 2. Add subpart F to read as follows:

Subpart F—Administrative Wage
Garnishment

Sec.

20.201
20.202
20.203
20.204
20.205
20.206
20.207
20.208
20.209
20.210
20.211

Purpose.

Scope.

Definitions.

General rule.

Notice requirements.
Hearing.

Wage garnishment order.
Certification by employer.
Amounts withheld.
Exclusions from garnishment.
Financial hardship.

20.212
20.213
20.214
20.215

§20.201 Purpose.

This section provides procedures the
U.S. Department of Labor may use to
collect money from a debtor’s
disposable pay by means of
administrative wage garnishment to
satisfy delinquent nontax debt owed to
the Department. In accordance with the
procedures set forth in 31 U.S.C. 3720D
and 31 CFR 285.11, the Department may
request that a non-Federal employer
garnish the disposable pay of an
individual to collect delinquent non-tax
debt owed to the Department or in
connection with any program
administered by the Department.

Ending garnishment.

Actions prohibited by employer.
Refunds.

Right of Action.

§20.202 Scope.

(a) This subpart applies to any non-
tax debt owed to the U.S. Department of
Labor or in connection with any
program administered by the
Department and to any entity that
pursues recovery of such debt. The
Department can enter into arrangements
with other federal agencies to carry out
its responsibilities under this part.

(b) This subpart shall apply
notwithstanding any provision of State
law.

(c) Nothing in this subpart precludes
the compromise of a debt or the
suspension or termination of a
collection action in accordance with
applicable law. See, for example, the
Federal Claims Collection Standards
(FCCS), 31 CFR parts 900-904.

(d) The receipt of payments pursuant
to this subpart does not preclude the
Department from pursuing other debt
collection remedies separately or in
conjunction with administrative wage
garnishment, including the offset of
Federal payments, to satisfy delinquent
nontax debt owed to the Department.

(e) This subpart does not apply to the
collection of delinquent nontax debt
owed to the United States from the
wages of Federal employees from their
Federal employment. Federal pay is
subject to the Federal salary offset
procedures set forth in 5 U.S.C. 5514
and other applicable laws.

(f) Nothing in this subpart requires the
Department to duplicate notices or
administrative proceedings required by
contract, this subpart, or other laws,
regulations, or procedures.

§20.203 Definitions.

As used in this section the following
definitions shall apply:

(a) The term business day means
Monday through Friday, not including
Federal legal holidays. For purposes of
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computation, the last day of the period
will be included unless it is a Federal
legal holiday.

(b) The term day means calendar day.
For purposes of computation, the last
day of the period will be included
unless it is a Saturday, a Sunday, or a
Federal legal holiday.

(c) The term debt or claim means any
amount of money, funds or property
that has been determined by an
appropriate official of the Federal
Government to be owed to the
Department by an individual, including
debt administered by a third party as an
agent for the Federal Government.

(d) The term debtor means an
individual who owes a delinquent
nontax debt to the Department.

(e) The term delinquent nontax debt
means any nontax debt that has not
been paid by the date specified in the
initial written demand for payment, or
applicable agreement, unless other
satisfactory payment arrangements have
been made. For purposes of this section,
the terms “debt” and ““claim” are
synonymous and refer to delinquent
nontax debt.

(f) The term Department means the
United States Department of Labor.

(g) The term disposable pay means
that part of the debtor’s compensation
(including, but not limited to, salary,
bonuses, commissions, and vacation
pay) from an employer remaining after
the deduction of health insurance
premiums and any amounts required by
law to be withheld. For purposes of this
subpart, “amounts required by law to be
withheld” include amounts for
deductions such as social security taxes
and withholding taxes but do not
include any amount withheld pursuant
to a court order.

(h) The term employer means a person
or entity that employs the services of
others and that pays their wages or
salaries. The term employer includes,
but is not limited to, State and local
Governments but does not include an
agency of the Federal Government.

(i) The term evidence of service means
information retained by the Department
indicating the nature of the document to
which it pertains, the date of mailing of
the document, and to whom the
document is being sent. Evidence of
service may be retained electronically so
long as the manner of retention is
sufficient for evidentiary purposes.

(j) The term garnishment means the
process of withholding amounts from an
employee’s disposable pay and the
paying of those amounts to a creditor in
satisfaction of a withholding order.

(k) The term hearing official means
any qualified individual, as determined
by the Department.

(1) The term withholding order means
any order for withholding or
garnishment of pay issued by the
Department. For purposes of this
section, the terms “wage garnishment
order” and ‘“‘garnishment order”” have
the same meaning as “withholding
order.”

§20.204 General rule.

Whenever the Department determines
that a delinquent debt is owed by an
individual, to the Department or in
connection with any program
administered by the Department, the
Department may initiate proceedings
administratively to garnish the wages of
the delinquent debtor.

§20.205 Notice requirements.

(a) At least 30 days before the
initiation of garnishment proceedings,
the Department shall mail, by first class
mail to the debtor’s last known address
a written notice informing the debtor of:

(1) The nature and amount of the
debt;

(2) The intention of the Department to
initiate proceedings to collect the debt
through deductions from pay until the
debt and all accumulated interest,
penalties and administrative costs are
paid in full; and

(3) An explanation of the debtor’s
rights, including those set forth in
paragraph (b) of this section, and the
time frame within which the debtor may
exercise his or her rights.

(b) The debtor shall be afforded the
opportunity:

(1) To inspect and copy the
Department’s records related to the debt;

(2) To enter into a written repayment
agreement with the Department under
terms agreeable to the Department; and

(3) For a hearing in accordance with
§20.206 before a hearing official. The
debtor is not entitled to a hearing
concerning the terms of the proposed
repayment schedule if these terms have
been established by written agreement
under 20.206(b)(2).

(c) The Department will retain
evidence of service indicating the date
of mailing of the notice.

§20.206 Hearing.

(a) Request for hearing. If the debtor
submits a written request for a hearing
concerning the existence or amount of
the debt or the terms of the repayment
schedule, the Department shall provide
a written or oral hearing in accordance
with 31 CFR 285.11(f) before a hearing
official.

(b) Type of hearing or review. (1) For
purposes of this subpart, whenever the
Department is required to afford a
debtor a hearing, the Department shall

provide the debtor with a reasonable
opportunity for an oral hearing when
the hearing official determines that the
issues in dispute cannot be resolved by
review of the documentary evidence, for
example, when the validity of the claim
turns on the issue of credibility or
veracity.

(2) If a hearing official determines that
an oral hearing is appropriate, the time
and location of the hearing, including
the amount of time allotted for the
hearing, shall be at the discretion of the
hearing official. An oral hearing may, at
the discretion of the hearing official, be
conducted either in-person, by
telephone conference, or by other
electronic means. All travel expenses
incurred by the debtor in connection
with an in-person hearing will be borne
by the debtor. All charges incurred
during the hearing as a result of the use
of telephone conference or other
electronic means will be the
responsibility of the Department.

(3) In those cases when an oral
hearing is not required by this section,

a hearing official shall nevertheless
accord the debtor a “paper hearing,”
that is, a hearing official will decide the
issues in dispute based upon a review
of the written record. The hearing
official will establish a reasonable
deadline for the submission of evidence.

(c) Effect of timely request. Subject to
§20.206(k), if the debtor’s written
request is received by the Department
on or before the 15th business day
following the mailing of the notice
described in § 20.205(a), the Department
shall not issue a withholding order
under § 20.207 until the debtor has been
provided the requested hearing and a
decision in accordance with paragraphs
(h) and (i) of this section has been
rendered.

(d) Failure to timely request a hearing.
If the debtor’s written request is
received by the Department after the
15th business day following the mailing
of the notice described in § 20.205(a),
the Department shall provide the debtor
with a hearing before a hearing official.
However, the Department will not delay
issuance of a withholding order unless
the Department determines that the
delay in filing the request was caused by
factors beyond the debtor’s control or
the Department receives information
that the Department believes justifies a
delay or cancellation of the withholding
order.

(e) Procedure. After the debtor
requests a hearing, the hearing official
shall notify the debtor of:

(1) The date and time of a hearing
conducted by telephone conference or
other electronic means;
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(2) The date, time, and location of an
in-person oral hearing; or

(3) The deadline for the submission of
evidence for a written hearing.

(f) Burden of proof. (1) The agency
will have the burden of going forward
to prove the existence or amount of the
debt. The Department can satisfy this
burden by submitting a certified copy of
the adjudication or other document that
establishes the existence of the debt and
the amount of the debt.

(2) Thereafter, if the debtor disputes
the existence or amount of the debt, the
debtor must show by a preponderance
of the evidence that no debt exists or
that the amount of the debt is incorrect.
In addition, the debtor may present
evidence that:

(i) The terms of the repayment
schedule are unlawful;

(ii) The terms would cause a financial
hardship to the debtor; or

(iii) The collection of the debt may
not be pursued due to operation of law.

(3) Debts that arise under the Federal
Employees Compensation Act, 5 U.S.C.
8101-8193, are subject to preclusion of
administrative and judicial review, as
described at 5 U.S.C. 8128(b). As a
result, once the Department meets its
burden of showing the existence and
amount of a debt under this statute, the
debtor must prove by a preponderance
of the evidence that:

(i) The documentation put forward by
the agency to establish the debt was not
authentic; or

(ii) The debt was incurred by someone
other than the debtor as a result of
identity theft.

(g) Record. The hearing official must
maintain a summary record of any
hearing provided under this section.

(h) Hearing procedure. A hearing is an
informal process and the hearing official
is not bound by common law or
statutory rules of evidence or by
technical or formal rules of procedure.
However, witnesses who testify in oral
hearings must do so under affirmation,
so that 18 U.S.C. 1001 applies.

(i) Date of decision. The hearing
official shall issue a written opinion
stating his or her decision, as soon as
practicable, but not later than 60 days
after the date on which the request for
such hearing was received. If a hearing
official is unable to provide the debtor
with a hearing and render a decision
within 60 days after the receipt of the
request for such hearing:

(1) The Department may not issue a
withholding order until the hearing is
held and a decision rendered; or

(2) If the Department had previously
issued a withholding order to the
debtor’s employer, the Department must
suspend the withholding order

beginning on the 61st day after the
receipt of the hearing request and
continuing until a hearing is held and
a decision is rendered.

(j) Content of decision. The written
decision shall include:

(1) A summary of the facts presented;

(2) The hearing official’s findings,
analysis, and conclusions; and

(3) The terms of any repayment
schedules, if applicable.

(k) Final agency action. The hearing
official’s decision will be the final
agency action for the purposes of
judicial review under the
Administrative Procedure Act, 5 U.S.C.
701-706.

(1) Failure to appear. In the absence of
good cause shown to the hearing
official, a debtor who fails to appear at
a hearing scheduled pursuant to this
section will be deemed as not having
timely filed a request for a hearing.

§20.207 Wage garnishment order.

(a) Unless the Department receives
information that the Department
believes justifies a delay or cancellation
of the withholding order, the
Department shall send, by first class
mail, a withholding order to the debtor’s
employer:

(1) Within 30 days after the debtor
fails to make a timely request for a
hearing (i.e., within 15 business days
after the mailing of the notice described
in § 20.205(a), or,

(2) If a timely request for a hearing is
made by the debtor, within 30 days after
a final decision is made by the hearing
official, or,

(3) As soon as reasonably possible
thereafter.

(b) The withholding order sent to the
employer under paragraph (a) of this
section shall be in the form prescribed
by the Secretary of the Treasury. The
withholding order shall contain the
signature of, or the image of the
signature of, the Secretary of Labor or
his or her delegatee. The order shall
contain only the information necessary
for the employer to comply with the
withholding order. Such information
includes the debtor’s name, address,
and Employee Identification Number, as
well as instructions for withholding and
information as to where payments
should be sent.

(c) The Department will retain
evidence of service indicating the date
of mailing of the order.

§20.208 Certification by employer.

Along with the withholding order, the
agency shall send to the employer a
certification in the form prescribed by
the Secretary of the Treasury. The
employer shall complete and return the

certification to the Department within
the time frame prescribed in the
instructions to the form. The
certification will address matters such
as information about the debtor’s
employment status and disposable pay
available for withholding.

§20.209 Amounts withheld.

(a) After an employer receives a
garnishment order, the employer must
deduct from all disposable pay paid to
the applicable debtor during each pay
period the amount of garnishment
described in paragraph (b) of this
section.

(b) Subject to the provisions in
paragraphs (c) and (d) of this section,
the amount of garnishment shall be the
lesser of:

(1) The amount indicated on the
garnishment order up to 15 percent of
the debtor’s disposable pay; or

(2) The amount set forth in 15 U.S.C.
1673(a)(2) (Restriction on Garnishment).
The amount set forth at 15 U.S.C.
1673(a)(2) is the amount by which a
debtor’s disposable pay exceeds an
amount equivalent to thirty times the
minimum wage. See 29 CFR 870.10.

(c) When a debtor’s pay is subject to
withholding orders with priority the
following shall apply:

(1) Unless otherwise provided by
Federal law, withholding orders issued
under this subpart shall be paid in the
amounts set forth under paragraph (b) of
this section and shall have priority over
other withholding orders which are
served later in time. However,
withholding orders for family support
shall have priority over withholding
orders issued under this subpart.

(2) If amounts are being withheld
from a debtor’s pay pursuant to a
withholding order served on an
employer before a withholding order
issued pursuant to this subpart, or if a
withholding order for family support is
served on an employer at any time, the
amounts withheld pursuant to the
withholding order issued under this
subpart shall be the lesser of:

(i) The amount calculated under
paragraph (b) of this section, or

(ii) An amount equal to 25 percent of
the debtor’s disposable pay less the
amount(s) withheld under the
withholding order(s) with priority.

(3) If a debtor owes more than one
debt to the Department, the Department
may issue multiple withholding orders
provided that the total amount
garnished from the debtor’s pay for such
orders does not exceed the amount set
forth in paragraph (b) of this section.

(d) An amount greater than that set
forth in paragraphs (b) and (c) of this
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section may be withheld upon the
written consent of the debtor.

(e) The employer shall promptly pay
to the Department all amounts withheld
in accordance with the withholding
order issued pursuant to this subpart.

(f) An employer shall not be required
to vary its normal pay and disbursement
cycles in order to comply with the
withholding order.

(g) Any assignment or allotment by an
employee of his earnings shall be void
to the extent it interferes with or
prohibits execution of the withholding
order issued under this subpart, except
for any assignment or allotment made
pursuant to a family support judgment
or earlier withholding order.

(h) The employer shall withhold the
appropriate amount from the debtor’s
wages for each pay period until the
employer receives notification from the
Department to discontinue wage
withholding. The garnishment order
shall indicate a reasonable period of
time within which the employer is
required to commence wage
withholding.

§20.210 Exclusions from garnishment.

The Department may not garnish the
wages of a debtor who it knows has
been involuntarily separated from
employment until the debtor has been
reemployed continuously for at least 12
months. The debtor has the burden of
informing the Department (or any other
federal agency exercising the
Department’s authority under this
subpart) of the circumstances
surrounding an involuntary separation
from employment.

§20.211

(a) A debtor whose wages are subject
to a wage withholding order under this
subpart, may, at any time, request a
review by the Department of the amount
garnished, based on materially changed
circumstances such as disability,
divorce, or catastrophic illness which
result in financial hardship.

(b) A debtor requesting a review
under paragraph (a) of this section shall
submit the basis for claiming that the
current amount of garnishment results
in a financial hardship to the debtor,
along with supporting documentation.
The Department shall consider any
information submitted in accordance
with procedures and standards
established by the agency.

(c) If a financial hardship is found, the
Department shall downwardly and
temporarily adjust the amount
garnished to reflect the debtor’s
financial condition. The Department
will notify the employer of any

Financial hardship.

adjustments to the amounts to be

withheld.

§20.212 Ending garnishment.

(a) Once the Department has fully
recovered the amounts owed by the
debtor, including interest, penalties, and
administrative costs consistent with the
FCCS, the Department shall send the
debtor’s employer notification to
discontinue wage withholding.

(b) At least annually, the Department
shall review its debtors’ accounts to
ensure that garnishment has been
terminated for accounts that have been
paid in full.

§20.213 Actions prohibited by employer.

An employer may not discharge,
refuse to employ, or take disciplinary
action against the debtor due to the
issuance of a withholding order under
this subpart.

§20.214 Refunds.

(a) If a hearing official, at a hearing
held pursuant to § 20.206, determines
that a debt is not legally due and owing
to the Department, the Department shall
promptly refund any amount collected
by means of administrative wage
garnishment.

(b) Unless required by Federal law or
contract, refunds under this section
shall not bear interest.

§20.215 Right of action.

The Department may sue any
employer for any amount that the
employer fails to withhold from wages
owed and payable to an employee in
accordance with §§20.207 and 20.209.
However, a suit may not be filed before
the termination of the collection action
involving a particular debtor, unless
earlier filing is necessary to avoid
expiration of any applicable statute of
limitations period. For purposes of this
subpart, “termination of the collection
action” occurs when the agency has
terminated collection action in
accordance with the FCCS or other
applicable standards. In any event,
termination of the collection action will
have been deemed to occur if the agency
has not received any payments to satisfy
the debt from the particular debtor
whose wages were subject to
garnishment, in whole or in part, for a
period of 1 year.

[FR Doc. 2015-25427 Filed 10-7-15; 8:45 am]
BILLING CODE 4510-7C-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165
[Docket No. USCG—-2013-0320]
RIN 1625-AA00

Safety Zone, Chicago Harbor, Navy
Pier Southeast, Chicago, IL
AGENCY: Coast Guard, DHS.

ACTION: Notice of enforcement of
regulation.

SUMMARY: The Coast Guard will enforce
the Navy Pier Southeast Safety Zone
within the Chicago Harbor during
specified periods on from September 12,
2015 through October 31, 2015. This
action is necessary and intended to
ensure safety of life on the navigable
waters of the United States immediately
prior to, during, and immediately after
multiple firework events. During the
enforcement periods listed below, no
person or vessel may enter the safety
zone without permission of the Captain
of the Port Lake Michigan.

DATES: The regulations in 33 CFR
165.931 will be enforced at specified
times between 8:00 p.m. on September
12, 2015 through 10:00 p.m. on October
31, 2015.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this document,
call or email LT Lindsay Cook,
Waterways Management Division,
Marine Safety Unit Chicago, telephone
630-986—2155, email address D09-DG-
MSUChicago-Waterways@uscg.mil.

SUPPLEMENTARY INFORMATION: The Coast
Guard will enforce the Safety Zone;
Chicago Harbor, Navy Pier Southeast,
Chicago, IL listed in 33 CFR 165.931, on
September 12, 2015 at 8:00 p.m. until
9:00 p.m., September 27, 2015 at 7:45
p.m. until 8:30 p.m., and on October 31,
2015 at 9:15 p.m. until 10:00 p.m.

This safety zone encompasses the
waters of Lake Michigan within Chicago
Harbor bounded by coordinates
beginning at 41°53'26.5” N.,
087°35'26.5” W.; then south to
41°53’7.6” N., 087°35’26.3” W.; then
west to 41°53'7.6” N., 087°36'23.2” W_;
then north to 41°5326.5” N.,
087°36°24.6” W. then east back to the
point of origin (NAD 83). All vessels
must obtain permission from the
Captain of the Port Lake Michigan, or an
on-scene representative to enter, move
within or exit the safety zone. Vessels
and persons granted permission to enter
the safety zone shall obey all lawful
orders or directions of the Captain of the
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Port Lake Michigan, or an on-scene
representative.

This document is issued under
authority of 33 CFR 165.931 and 5
U.S.C. 552(a). In addition to this
publication in the Federal Register, the
Coast Guard will provide the maritime
community with advance notification of
these enforcement periods via broadcast
Notice to Mariners or Local Notice to
Mariners. If the Captain of the Port Lake
Michigan determines that the safety
zone need not be enforced for the full
duration stated in this notice, he or she
may suspend enforcement and provide
notice via a Broadcast Notice to
Mariners. The Captain of the Port Lake
Michigan or an on-scene representative
may be contacted via VHF Channel 16.

Dated: September 9, 2015.
K.M. Moser,

Commander, U.S. Coast Guard, Acting
Captain of the Port Lake Michigan.

[FR Doc. 2015-25728 Filed 10-7—-15; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165
[Docket Number USCG-2015—-0880]
RIN 1625-AA87

Security Zone: Escorted Vessels, Los
Angeles-Long Beach, CA, Captain of
the Port Zone

AGENCY: Coast Guard, DHS.

ACTION: Interim rule and request for
comments.

SUMMARY: The Coast Guard is
establishing a security zone around any
vessel escorted by one or more Coast
Guard, State, or local law enforcement
assets on the navigable waters of the
Captain of the Port (COTP) Zone, Los
Angeles-Long Beach, California. This
action is necessary to protect personnel,
vessels, and facilities from sabotage or
other subversive acts, accidents, or other
events of a similar nature. No vessel or
person is allowed in this zone unless
authorized by the Captain of the Port or
a designated representative.

DATES: This rule is effective without
actual notice from October 8, 2015. For
the purposes of enforcement, actual
notice will be used from September 18,
2015, until October 8, 2015.

Comments and related material must
be received by the Coast Guard on or
before December 17, 2015. Requests for
public meetings must be received by the

Coast Guard on or before November 18,
2015.

ADDRESSES: You may submit comments
identified by docket number USCG—
2015-0880 using the Federal
eRulemaking Portal at http://
www.regulations.gov. See the ‘“Public
Participation and Request for
Comments” portion of the
SUPPLEMENTARY INFORMATION section for
further instructions on submitting
comments.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this rule, call or
email LT Jevon James, Waterways
Management, U.S. Coast Guard;
telephone (310)521-3860, email
Jevon.L.James2@uscg.mil.

SUPPLEMENTARY INFORMATION:
Table of Acronyms

DHS Department of Homeland Security
FR Federal Register
NPRM Notice of Proposed Rulemaking

A. Public Participation and Request for
Comments

We view public participation as
essential to effective rulemaking, and
will consider all comments and material
received during the comment period.
Your comment can help shape the
outcome of this rulemaking. If you
submit a comment, please include the
docket number for this rulemaking,
indicate the specific section of this
document to which each comment
applies, and provide a reason for each
suggestion or recommendation. We
encourage you to submit comments
through the Federal eRulemaking Portal
at http://www.regulations.gov. If your
material cannot be submitted using
http://www.regulations.gov, contact the
person in the FOR FURTHER INFORMATION
CONTACT section of this document for
alternate instructions. We accept
anonymous comments. All comments
received will be posted without change
to http://www.regulations.gov and will
include any personal information you
have provided. For more about privacy
and the docket, you may review a
Privacy Act notice regarding the Federal
Docket Management System in the
March 24, 2005, issue of the Federal
Register (70 FR 15086). Documents
mentioned in this rule as being available
in the docket, and all public comments,
will be in our online docket at http://
www.regulations.gov and can be viewed
by following that Web site’s
instructions. Additionally, if you go to
the online docket and sign up for email
alerts, you will be notified when
comments are posted or a final rule is
published.

B. Regulatory History and Information

We did not publish a notice of
proposed rulemaking (NPRM) for this
regulation. Under 5 U.S.C. 553(b)(B), the
Coast Guard finds that good cause exists
for not publishing an NPRM. Publishing
a NPRM and delaying the effective date
would be impracticable, as publication
of an NPRM would delay the effective
date of this rule past the time where it
was needed. To ensure safe boating and
the appropriate distance away from the
escorted vessel is maintained, it is
imperative that a standard exclusionary
zone be broadcast and safe speeds be
followed for all escorted vessels.

For the same reason above, 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.

C. Basis and Purpose

The terrorist attacks of September
2001 heightened the need for
development of various security
measures throughout the seaports of the
United States, particularly around
vessels and facilities whose presence or
movement creates a heightened
vulnerability to terrorist acts; or those
for which the consequences of terrorist
acts represent a threat to national
security. The President of the United
States has found that the security of the
United States is and continues to be
endangered following the attacks of
September 11 (E.O. 13,273, 67 FR
56215, Sep. 3, 2002 and 79 FR 56475,
Sep. 19, 2014).

The Captain of the Port Los Angeles-
Long Beach, California conducts port
security operations involving vessels
that require additional security,
including, but not limited to, high
capacity passenger vessels, vessels
carrying sensitive Department of
Defense cargoes, vessels carrying
dangerous cargoes, and foreign naval
vessels. The Captain of the Port has
determined that these vessels have a
significant vulnerability to subversive
activity by other vessels or persons, or,
in some cases, themselves pose a risk to
a port and the public within the Captain
of the Port Zone, as described in 33 CFR
3.55-10. This rule enables the COTP Los
Angeles-Long Beach to provide effective
port security, while minimizing the
public’s confusion and easing the
administrative burden of implementing
separate temporary security zone rules
for each escorted vessel.

D. Discussion of the Interim Rule

This rule establishes a security zone
that prohibits persons and vessels from
coming within 500 yards of all escorted
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vessels within navigable waters, as
defined in 33 CFR 2.36, of the Captain
of the Port Zone Los Angeles-Long
Beach, CA, as described in 33 CFR 3.55—
10. Persons or vessels that receive
permission to enter the security zone
must proceed at a minimum safe speed,
at a safe distance from the escorted
vessel as directed by the on scene Coast
Guard, State, or local law enforcement
agency, and must comply with all
orders issued by the COTP or a
designated representative. Outside of
this arrangement, no vessel or person
may enter within a 500-yard radius of
an escorted vessel.

An escorted vessel is defined as a
vessel, other than a large U.S. naval
vessel as defined in 33 CFR 165.2015,
that is accompanied by one or more
Coast Guard assets or other Federal,
State or local law enforcement agency
assets clearly identifiable by lights,
vessel markings, or with agency insignia
as listed below:

(1) Coast Guard surface or air asset
displaying the Coast Guard insignia.

(2) State and/or local law enforcement
asset displaying the applicable agency
markings and/or equipment associated
with the agency.

When escorted vessels are moored,
dayboards or other visual indications
such as lights or buoys may be used. In
all cases, broadcast notice to mariners
will be issued to advise mariners of
these restrictions.

E. Regulatory Analyses

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

1. Regulatory Planning and Review

E.O.s 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. E.O. 13563 emphasizes the
importance of quantifying both costs
and benefits, of reducing costs, of
harmonizing rules, and of promoting
flexibility. This rule has not been
designated a “‘significant regulatory
action,” under E.O. 12866. Accordingly,
the rule has not been reviewed by the
Office of Management and Budget. The
limited geographic area impacted by the
security zone will not restrict the
movement or routine operation of
commercial or recreational vessels
through the Ports within the Captain of
the Port Zone Los Angeles-Long Beach.

2. Impact on Small Entities

The Regulatory Flexibility Act of 1980
(RFA), 5 U.S.C. 601-612, as amended,
requires Federal agencies to consider
the potential impact of regulations on
small entities during rulemaking. The
Coast Guard certifies under 5 U.S.C.
605(b) that this rule will not have a
significant economic impact on a
substantial number of small entities.
This rule may affect the following
entities, some of which may be small
entities: The owners or operators of
vessels intending to transit in the
vicinity of escorted vessels. This rule
would not have a significant impact on
a substantial number of small entities
because the zones are limited in size, in
most cases leaving ample space for
vessels to navigate around them. The
zones will not significantly impact
commercial and passenger vessel traffic
patterns, and mariners will be notified
of the zones via Broadcast Notice to
Mariners. Where such space is not
available and security conditions
permit, the Captain of the Port will
attempt to provide flexibility for
individual vessels to transit through the
zones as needed.

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

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

3. 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).

4. 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
determined that this rule does not have
implications for federalism.

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.

5. 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.

6. Environment

We have analyzed this rule under
Department of Homeland Security
Management Directive 023—01 and
Commandant Instruction M16475.1D,
which guide the Coast Guard in
complying with the National
Environmental Policy Act of 1969
(NEPA) (42 U.S.C. 4321-4370f), and
have determined that this action is one
of a category of actions that do not
individually or cumulatively have a
significant effect on the human
environment. This rule is categorically
excluded from further review under
paragraph 34(g) of Figure 2—1 of the
Commandant Instruction. An
environmental analysis checklist
supporting this determination and a
Categorical Exclusion Determination are
available in the docket where indicated
under ADDRESSES. We seek any
comments or information that may lead
to the discovery of a significant
environmental impact from this rule.

7. Protest Activities

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

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

m 2. Add §165.11731 to read as follows:

§165.11731 Security Zone: Escorted
Vessels, Los Angeles-Long Beach, CA,
Captain of the Port Zone.

(a) Definitions. The following
definitions apply to this section:

COTP means Captain of the Port Los
Angeles—Long Beach, CA (LALB).

Designated representatives means
Coast Guard Patrol Commanders
including Coast Guard coxswains, petty
officers and other officers operating
Coast Guard vessels, and Federal, State,
and local officers designated by or
assisting the COTP, in the enforcement
of the security zone.

Escorted vessel means a vessel, other
than a large U.S. naval vessel as defined
in § 165.2015, that is accompanied by
one or more Coast Guard assets or other
Federal, State or local law enforcement
agency assets clearly identifiable by
lights, vessel markings, or with agency
insignia as listed below:

(1) Coast Guard surface or air asset
displaying the Coast Guard insignia.

(2) State and/or local law enforcement
asset displaying the applicable agency
markings and/or equipment associated
with the agency.

(3) When escorted vessels are moored,
dayboards or other visual indications
such as lights or buoys may be used. In
all cases, broadcast notice to mariners
will be issued to advise mariners of
these restrictions.

Minimum safe speed means the speed
at which a vessel proceeds when it is
fully off plane, completely settled in the
water and not creating excessive wake.
Due to the different speeds at which
vessels of different sizes and

configurations may travel while in
compliance with this definition, no
specific speed is assigned to minimum
safe speed. In no instance should
minimum safe speed be interpreted as a
speed less than that required for a
particular vessel to maintain
steerageway. A vessel is not proceeding
at minimum safe speed if it is:

(1) On a plane;

(2) In the process of coming up onto
or coming off a plane; or

(3) Creating an excessive wake.

(b) Regulated area. All navigable
waters, as defined in 33 CFR 2.36,
within the Captain of the Port Zone, Los
Angeles—Long Beach, California 33 CFR
3.55-10.

(c) Security zone. A 500-yard security
zone is established around each
escorted vessel within the regulated area
described in paragraph (b) of this
section. This is a moving security zone
when the escorted vessel is in transit
and becomes a fixed zone when the
escorted vessel is anchored or moored.
A security zone will not extend beyond
the boundary of the regulated area in
this section.

(d) Regulations. (1) The general
regulations for security zones contained
in § 165.33 apply to this section.

(2) A vessel may request the
permission of the COTP LALB or a
designated representative to enter the
security zone described in paragraph (c)
of this section. If permitted to enter the
security zone, a vessel must proceed at
the minimum safe speed and must
comply with the orders of the COTP or
a designated representative.

(e) Notice of security zone. The COTP
will inform the public of the existence
or status of the security zones around
escorted vessels in the regulated area by
Broadcast Notice to Mariners. Coast
Guard assets or other Federal, State or
local law enforcement agency assets will
be clearly identified by lights, vessel
markings, or with agency insignia.
When escorted vessels are moored,
dayboards or other visual indications
such as lights or buoys may be used.

(f) Contact information. The COTP
LALB may be reached via phone at (310)
521-3801. Any on scene Coast Guard or
designated representative assets may be
reached via VHF—FM channel 16.

Dated: September 15, 2015.

J. F. Williams,

Captain, U.S. Coast Guard, Captain of the
Port Los Angeles—Long Beach.

[FR Doc. 2015-25557 Filed 10-7—-15; 8:45 am]
BILLING CODE 9110-04-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52

[EPA-R04-OAR-2015-0384; FRL-9935-22—-
Region 4]

Approval and Promulgation of
Implementation Plans; Kentucky: New
Sources in or Impacting Nonattainment
Areas

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

SUMMARY: The Environmental Protection
Agency (EPA) is taking final action to
approve the Commonwealth of
Kentucky’s September 23, 2011, State
Implementation Plan (SIP) revision,
submitted through the Kentucky
Division for Air Quality (KY DAQ),
which modifies the SIP by making
changes to Kentucky regulation,
“Review of new sources in or impacting
upon nonattainment areas.” EPA has
determined that Kentucky’s requested
SIP revision meets the applicable
provisions of the Clean Air Act (CAA or
Act) and EPA regulations regarding
Nonattainment New Source Review
(NNSR) permitting.

DATES: This rule is effective November
9, 2015.

ADDRESSES: EPA has established a
docket for this action under Docket
Identification No. EPA-R04-OAR-
2015-0384. All documents in the docket
are listed on the www.regulations.gov
Web site. Although listed in the index,
some information is not publicly
available, i.e., Confidential Business
Information or other information whose
disclosure is restricted by statute.
Certain other material, such as
copyrighted material, is not placed on
the Internet and will be publicly
available only in hard copy form.
Publicly available docket materials are
available either electronically through
www.regulations.gov or in hard copy at
the Air Regulatory Management Section,
Air Planning and Implementation
Branch, Air, Pesticides and Toxics
Management Division, U.S.
Environmental Protection Agency,
Region 4, 61 Forsyth Street SW.,
Atlanta, Georgia 30303-8960. EPA
requests that if at all possible, you
contact the person listed in the FOR
FURTHER INFORMATION CONTACT section to
schedule your inspection. The Regional
Office’s official hours of business are
Monday through Friday 8:30 a.m. to
4:30 p.m., excluding Federal holidays.

FOR FURTHER INFORMATION CONTACT: Zuri
Farngalo, Air Regulatory Management
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Section, Air Planning and
Implementation Branch, Pesticides and
Toxics Management Division, Region 4,
U.S. Environmental Protection Agency,
61 Forsyth Street SW., Atlanta, Georgia
30303-8960. Mr. Farngalo can be
reached by telephone at (404) 562—9152
and via electronic mail at farngalo.zuri@
epa.gov.

SUPPLEMENTARY INFORMATION:

I. Background

On September 23, 2011, KY DAQ
submitted a SIP revision to EPA for
approval that makes several changes to
Kentucky’s regulations at 401 Kentucky
Administrative Regulations (KAR)
51:052, Review of new sources in or
impacting nonattainment areas. These
regulations establish air quality
permitting requirements for the
construction or modification of major
stationary sources located within, or
impacting upon, areas designated
nonattainment for any primary national
ambient air quality standard. To ensure
improvement of air quality in those
areas, the emissions resulting from
construction or modification of a major
stationary source must be offset with
compensating emission reductions.

Kentucky’s requested SIP revision
would revise 401 KAR 51:052 by: (1)
Changing Section 5, paragraph (6)(b) to
authorize new or modified sources to
offset their emission increases with
emission reductions achieved by
shutting down an existing unit or
curtailing production or operating hours
prior to the new source application date
(if specified conditions are met), (2)
adding new and more comprehensive
language to Section 5, paragraph (6)(b)
describing how to calculate offsetting
emission reductions obtained from a
source shutdown or curtailment (3)
amending Section 4, paragraph (3)(a) to
establish an offset ratio of at least 1:1 for
pollutants other than volatile organic
compounds and nitrogen oxides, and (4)
making changes to the introductory
paragraph to 401 KAR 51:052 and
Section 5, paragraph (3)(e) that update
and clarify these provisions.

In a notice of proposed rulemaking
(NPR) published on August 11, 2015,
EPA proposed to approve Kentucky’s
revisions to 401 KAR 51:052, Review of
new sources in or impacting
nonattainment areas revisions. See 80
FR 48051. The details of Kentucky’s
submittal and the rationale for EPA’s
action are provided in the NPR. EPA did
not receive any relevant comments on
the proposed action.

II. Incorporation by Reference

In this rule, EPA is finalizing
regulatory text that includes

incorporation by reference. In
accordance with requirements of 1 CFR
51.5, EPA is finalizing the incorporation
by reference of Kentucky Rule 401 KAR
51:052 entitled “Review of new sources
in or impacting nonattainment areas,”
which became effective in the
Commonwealth of Kentucky on August
4, 2011. EPA has made, and will
continue to make, these documents
generally available electronically
through www.regulations.gov and/or in
hard copy at the Region 4 office (see the
ADDRESSES section of this preamble for
more information).

I1I. Final Action

EPA is taking final action to approve
the Commonwealth of Kentucky’s
September 23, 2011, SIP revision. EPA
has determined that the changes to
Kentucky’s Rule 401 KAR 51:052,
Review of new sources in or impacting
nonattainment areas, are approvable
because they are consistent with CAA
section 110 and EPA’s regulations
regarding NNSR permitting at 40 CFR
51.165.

IV. Statutory and Executive Order
Reviews

Under the CAA, the Administrator is
required to approve a SIP submission
that complies with the provisions of the
Act and applicable Federal regulations.
See 42 U.S.C. 7410(k); 40 CFR 52.02(a).
Thus, in reviewing SIP submissions,
EPA’s role is to approve state choices,
provided that they meet the criteria of
the CAA. Accordingly, this action
merely approves state law as meeting
Federal requirements and does not
impose additional requirements beyond
those imposed by state law. For that
reason, this action:

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

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

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

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

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

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

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

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

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

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

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

Under section 307(b)(1) of the CAA,
petitions for judicial review of this
action must be filed in the United States
Court of Appeals for the appropriate
circuit by December 7, 2015. Filing a
petition for reconsideration by the
Administrator of this final rule does not
affect the finality of this action for the
purposes of judicial review nor does it
extend the time within which a petition
for judicial review may be filed, and
shall not postpone the effectiveness of
such rule or action. This action may not
be challenged later in proceedings to
enforce its requirements. See section
307(b)(2).
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List of Subjects in 40 CFR Part 52

Environmental protection, Air
pollution control, Incorporation by
reference, Intergovernmental relations,
Nitrogen dioxide, Ozone, Particulate
matter, Reporting and recordkeeping
requirements and Volatile organic
compounds.

Dated: September 24, 2015.
Heather McTeer Toney,
Regional Administrator, Region 4.

40 CFR parts 52 is amended as
follows:

PART 52—APPROVAL AND
PROMULGATION OF
IMPLEMENTATION PLANS

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

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

Subpart S—Kentucky

m 2.In §52.920, table 1 in paragraph (c)
is amended under Chapter 51 by
revising the entry for “401 KAR 51:052”
to read of follows:

§52.920 Identification of plan.
* * * *
(C) * x %

TABLE 1—EPA-APPROVED KENTUCKY REGULATIONS

State citation

Title/subject date

State effective

EPA approval

date Explanation

* *

* * *

* *

Chapter 51 Attainment and Maintenance of the National Ambient Air Quality Standards

* *

401 KAR 51:052 ................
ment areas.

Review of new sources in or impacting nonattain-

* * *

8/4/2011

* *

10/8/2015 [Insert Federal
Register citation]

* *

* * * * *
[FR Doc. 2015-25575 Filed 10-7-15; 8:45 am]
BILLING CODE 6560-50-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 679
[Docket No. 141021887-5172-02]
RIN 0648—-XE224

Fisheries of the Exclusive Economic
Zone Off Alaska; Reallocation of Atka
Mackerel in the Bering Sea and
Aleutian Islands Management Area

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

ACTION: Temporary rule; reallocation.

SUMMARY: NMFS is reallocating the
projected unused amount of the 2015
Atka mackerel incidental catch
allowance (ICA) for the Bering Sea

subarea and Eastern Aleutian district
(BS/EAI) to the Amendment 80
cooperative allocations in the Bering
Sea and Aleutian Islands management
area (BSAI). This action is necessary to
allow the 2015 total allowable catch of
Atka mackerel in the BSAI to be fully
harvested.
DATES: Effective 12 hrs Alaska local time
(A.l.t.), October 5, 2015 through 2400
hrs, A.l.t., December 31, 2015.
FOR FURTHER INFORMATION CONTACT:
Steve Whitney, 907-586—-7228.
SUPPLEMENTARY INFORMATION: NMFS
manages the groundfish fishery in the
BSAI according to the Fishery
Management Plan for Groundfish of the
Bering Sea and Aleutian Islands
Management Area (FMP) prepared by
the North Pacific Fishery Management
Council under authority of the
Magnuson-Stevens Fishery
Conservation and Management Act.
Regulations governing fishing by U.S.
vessels in accordance with the FMP
appear at subpart H of 50 CFR part 600
and 50 CFR part 679.

The 2015 Atka mackerel ICA for the
BS/EAI is 1,000 metric tons (mt) and

2015 Atka mackerel total allowable
catch allocated to the Amendment 80
cooperatives is 20,696 mt as established
by the final 2015 and 2016 harvest
specifications for groundfish in the
BSAI (80 FR 11919, March 5, 2015).

The Administrator, Alaska Region,
NMFS, has determined that 700 mt of
the Atka mackerel ICA for the BS/EAI
will not be harvested. Therefore, in
accordance with §679.91(f), NMFS
reallocates 700 mt of Atka mackerel
from the BS/EAI ICA to the Amendment
80 cooperatives in the BSAI In
accordance with §679.91(f), NMFS will
reissue cooperative quota permits for
the reallocated Atka mackerel following
the procedures set forth in § 679.91(f)(3).

The harvest specifications for Atka
mackerel included in the harvest
specifications for groundfish in the
BSAI (80 FR 11919, March 5, 2015) are
revised as follows: 300 mt of Atka
mackerel for the BS/EAI ICA and 21,395
mt of Atka mackerel for the Amendment
80 cooperative allocations in the BS/
EAL Table 6 is revised and republished
in its entirety as follows:
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TABLE 6—FINAL 2015 SEASONAL AND SPATIAL ALLOWANCES, GEAR SHARES, CDQ RESERVE, INCIDENTAL CATCH
ALLOWANCE, AND AMENDMENT 80 ALLOCATIONS OF THE BSAI ATKA MACKEREL TAC
[Amounts are in metric tons]

2015 Allocation by area
Sector! Season?34 Eastern Aleutian Central Aleutian Western Aleutian
District/Bering Sea Districts District
TAC e 27,000 17,000 10,500
CDQ reserve 2,889 1,819 1,124
1,445 910 562
n/a 546 337
1,445 910 562
n/a 546 337
ICA e 300 75 40
JIgO e 116 0 0
BSAI traw! limited access 2,301 1,511 0
1,150 755 0
n/a 453 0
1,150 755 0
n/a 453 0
Amendment 80 sectors ........ccccveeeennn. 21,395 13,595 9,337
10,697 6,798 4,668
10,697 6,798 4,668
Alaska Groundfish Cooperative .......... 12,030 8,111 5,741
6,015 4,056 2,871
n/a 2,433 1,722
6,015 4,056 2,871
n/a 2,433 1,722
Alaska Seafood Cooperative .............. 9,365 5,484 3,595
4,683 2,742 1,798
n/a 1,645 1,079
4,683 2,742 1,798
n/a 1,645 1,079

1Section 679.20(a)(8)(ii) allocates the Atka mackerel TACs, after subtracting the CDQ reserves, jig gear allocation, and ICAs to the Amend-
ment 80 and BSAI trawl limited access sectors. The allocation of the ITAC for Atka mackerel to the Amendment 80 and BSAI trawl limited ac-
cess sectors is established in Table 33 to part 679 and §679.91. The CDQ reserve is 10.7 percent of the TAC for use by CDQ participants (see

§§679.20(b)(1)(ii)(C) and 679.31).

2Regulations at §§679.20(a)(8)(ii)(A) and 679.22(a) establish temporal and spatial limitations for the Atka mackerel fishery.
3The seasonal allowances of Atka mackerel are 50 percent in the A season and 50 percent in the B season.
4 Section 679.23(e)(3) authorizes directed fishing for Atka mackerel with trawl gear during the A season from January 20 to June 10 and the B

season from June 10 to December 31.

5 Section 679.20(a)(8)(ii)(C)(7)(i) limits no more than 60 percent of the annual TACs in Areas 542 and 543 to be caught inside of critical habi-
tat; (a)(ii)(C)(7)(ii) equally divides the annual TACs between the A and B seasons as defined at §679.23(e)(3); and (a)(8)(ii))(C)(2) requires the
TAC in Area 543 shall be no more than 65 percent of ABC.

6 Section 679.20(a)(8)(i) requires that up to 2 percent of the Eastern Aleutian District and the Bering Sea subarea TAC be allocated to jig gear
after subtracting the CDQ reserve and ICA. The amount of this allocation is 0.5 percent. The jig gear allocation is not apportioned by season.

Note: Seasonal or sector apportionments may not total precisely due to rounding.

This will enhance the socioeconomic
well-being of harvesters dependent
upon Atka mackerel in this area. The
Regional Administrator considered the
following factors in reaching this
decision: (1) The current catch of Atka
mackerel ICA in the BS/EAI (2) the
harvest capacity and stated intent on
future harvesting patterns of the
Amendment 80 cooperatives that
participate in this BS/EAI fishery.

Classification

This action responds to the best
available information recently obtained
from the fishery. The Assistant
Administrator for Fisheries, NOAA
(AA), finds good cause to waive the
requirement to provide prior notice and
opportunity for public comment
pursuant to the authority set forth at 5
U.S.C. 553(b)(B) as such requirement is
impracticable and contrary to the public

interest. This requirement is
impracticable and contrary to the public
interest as it would prevent NMFS from
responding to the most recent fisheries
data in a timely fashion and would
delay the reallocation of Atka mackerel
from the BS/EAI ICA to the Amendment
80 cooperatives in the BSAIL Since the
fishery is currently open, it is important
to immediately inform the industry as to
the revised allocations. Immediate
notification is necessary to allow for the
orderly conduct and efficient operation
of this fishery, to allow the industry to
plan for the fishing season, and to avoid
potential disruption to the fishing fleet
as well as processors. NMFS was unable
to publish a notice providing time for
public comment because the most
recent, relevant data only became
available as of September 25, 2015.

The AA also finds good cause to
waive the 30-day delay in the effective
date of this action under 5 U.S.C.
553(d)(3). This finding is based upon
the reasons provided above for waiver of
prior notice and opportunity for public
comment.

This action is required by §679.91
and is exempt from review under
Executive Order 12866.

Authority: 16 U.S.C. 1801 et seq.
Dated: October 5, 2015

Emily H. Menashes,

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

[FR Doc. 2015-25676 Filed 10-5—15; 4:15 pm]
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.

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 880
[Docket No. FDA-2015-N-0701]

General Hospital and Personal Use
Devices: Renaming of Pediatric
Hospital Bed Classification and
Designation of Special Controls for
Pediatric Medical Crib; Classification
of Medical Bassinet

AGENCY: Food and Drug Administration,
HHS.

ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is proposing to
rename pediatric hospital beds as
pediatric medical cribs and establish
special controls for these devices. FDA
is also proposing to establish a separate
classification regulation for medical
bassinets, previously under the
pediatric hospital bed classification
regulation, as a class II (special controls)
device. The proposed regulation for
both pediatric medical cribs and
medical bassinets would also include
the Consumer Product Safety
Commission’s (CPSC) mattress
flammability standards for the
mattresses intended for use with these
devices. In addition, this proposed rule
would require prescription use of
pediatric medical cribs and bassinets.
DATES: Submit either electronic or
written comments by December 7, 2015.
See section VII of this document for the
proposed effective date of a final rule
based on this proposed rule.
ADDRESSES: You may submit comments
as follows:

Electronic Submissions

Submit electronic comments in the
following way:

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

including attachments, to http://
www.regulations.gov will be posted to
the docket unchanged. Because your
comment will be made public, you are
solely responsible for ensuring that your
comment does not include any
confidential information that you or a
third party may not wish to be posted,
such as medical information, your or
anyone else’s Social Security number, or
confidential business information, such
as a manufacturing process. Please note
that if you include your name, contact
information, or other information that
identifies you in the body of your
comments, that information will be
posted on http://www.regulations.gov.
¢ If you want to submit a comment
with confidential information that you
do not wish to be made available to the
public, submit the comment as a
written/paper submission and in the
manner detailed (see “Written/Paper
Submissions” and “Instructions”).

Written/Paper Submissions

Submit written/paper submissions as
follows:

e Mail/Hand delivery/Courier (for
written/paper submissions): Division of
Dockets Management (HFA-305), Food
and Drug Administration, 5630 Fishers
Lane, Rm. 1061, Rockville, MD 20852.

o For written/paper comments
submitted to the Division of Dockets
Management, FDA will post your
comment, as well as any attachments,
except for information submitted,
marked and identified, as confidential,
if submitted as detailed in
“Instructions.”

Instructions: All submissions received
must include the Docket No. FDA—
2015-N-0701 for “General Hospital and
Personal Use Devices: Renaming of
Pediatric Hospital Bed Classification
and Designation of Special Controls for
Pediatric Medical Crib; Classification of
Medical Bassinet.” Received comments
will be placed in the docket and, except
for those submitted as “‘Confidential
Submissions,” publicly viewable at
http://www.regulations.gov or at the
Division of Dockets Management
between 9 a.m. and 4 p.m., Monday
through Friday.

¢ Confidential Submissions—To
submit a comment with confidential
information that you do not wish to be
made publicly available, submit your
comments only as a written/paper
submission. You should submit two
copies total. One copy will include the

information you claim to be confidential
with a heading or cover note that states
“THIS DOCUMENT CONTAINS
CONFIDENTIAL INFORMATION”. The
Agency will review this copy, including
the claimed confidential information, in
its consideration of comments. The
second copy, which will have the
claimed confidential information
redacted/blacked out, will be available
for public viewing and posted on
http://www.regulations.gov. Submit
both copies to the Division of Dockets
Management. If you do not wish your
name and contact information to be
made publicly available, you can
provide this information on the cover
sheet and not in the body of your
comments and you must identify this
information as “‘confidential.” Any
information marked as “confidential”
will not be disclosed except in
accordance with 21 CFR 10.20 and other
applicable disclosure law. For more
information about FDA’s posting of
comments to public dockets, see 80 FR
56469, September 18, 2015, or access
the information at: http://www.fda.gov/
regulatoryinformation/dockets/
default.htm.

Docket: For access to the docket to
read background documents or the
electronic and written/paper comments
received, go to http://
www.regulations.gov and insert the
docket number, found in brackets in the
heading of this document, into the
“Search” box and follow the prompts
and/or go to the Division of Dockets
Management, 5630 Fishers Lane, Rm.
1061, Rockville, MD 20852.

FOR FURTHER INFORMATION CONTACT:
Michael J. Ryan, Center for Devices and
Radiological Health, Food and Drug
Administration, 10903 New Hampshire
Ave., Bldg. 66, Rm. 1615, Silver Spring,
MD 20993-0002, 301-796-6283.
SUPPLEMENTARY INFORMATION:

I. Regulatory Authorities

The Federal Food, Drug, and Cosmetic
Act (the FD&C Act) (21 U.S.C. 301 et
seq.), as amended by the Medical Device
Amendments of 1976 (the 1976
amendments) (Pub. L. 94—-295), the Safe
Medical Device Amendments of 1990
(SMDA) (Pub. L. 101-629), the Food and
Drug Administration Modernization Act
of 1997 (Pub. L. 105-115), the Food and
Drug Administration Amendments Act
of 2007 (Pub. L. 110-85), and the FDA
Safety and Innovation Act (Pub. L. 112—
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144), among other amendments,
establishes a comprehensive system for
the regulation of medical devices
intended for human use. Section 513 of
the FD&C Act (21 U.S.C. 360c)
establishes three categories (classes) of
devices, based on the regulatory
controls needed to provide reasonable
assurance of their safety and
effectiveness. The three categories of
devices are class I (general controls),
class II (special controls), and class III
(premarket approval).

Most generic types of devices that
were on the market before May 28, 1976,
the date of the 1976 amendments
(generally referred to as preamendments
devices), have been classified by FDA
through the issuance of regulations in
accordance with the procedures set
forth in section 513(c) and (d) of the
FD&C Act into one of these three
regulatory classes. Devices introduced
into interstate commerce for the first
time on or after May 28, 1976 (generally
referred to as post-amendments
devices), are classified automatically by
statute (section 513(f) of the FD&C Act)
into class III without any FDA
rulemaking process. These devices
remain in class Il and require
premarket approval, unless FDA
initiates one of the following
procedures: (1) FDA reclassifies the
device into class I or II; (2) FDA issues
an order classifying the device into class
I or I in accordance with section
513(f)(2) of the FD&C Act; or (3) FDA
issues an order finding the device to be
substantially equivalent, under section
513(i), to a predicate device that is
already legally marketed. The Agency
determines whether new devices are
substantially equivalent to predicate
devices through review of premarket
notifications under section 510(k) of the
FD&C Act (21 U.S.C. 360(k)). Section
510(k) of the FD&C Act and its
implementing regulations, codified in
Title 21 of the Code of Federal
Regulations (21 CFR part 807, subpart
E), require persons who intend to
market a new device that does not
require a premarket approval
application under section 515 of the
FD&C Act (21 U.S.C. 360e) to submit a
premarket notification report (510(k))
containing information that allows FDA
to determine whether the new device is
“substantially equivalent’”” within the
meaning of section 513(i) of the FD&C
Act to a legally marketed device that
does not require premarket approval.

Section 513(a)(1)(B) of the FD&C Act
defines class II devices as those devices
for which the general controls in section
513(a)(1)(A) by themselves are
insufficient to provide reasonable
assurance of safety and effectiveness,

but for which there is sufficient
information to establish special controls
to provide such assurance, including the
issuance of performance standards,
postmarket surveillance, patient
registries, development and
dissemination of guidelines,
recommendations, and any other
appropriate actions the Agency deems
necessary to provide such assurance
(see also 21 CFR 860.3(c)(2)).

Section 510(m)(2) of the FD&C Act
provides that FDA may exempt a class
I device from the premarket notification
requirements on its own initiative or
upon petition of an interested person, if
FDA determines that a 510(k) is not
necessary to provide reasonable
assurance of the safety and effectiveness
of the device. Devices under the
pediatric hospital bed classification
regulation were exempted from
premarket notification, subject to certain
limitations, in accordance with section
510(m) of the FD&C Act (63 FR 59222
at 59229, November 3, 1998).

II. Regulatory History and Description
of the Devices

FDA classified pediatric hospital beds
(21 CFR 880.5140) as class II devices (45
FR 69678 at 69694, October 21, 1980),
and later exempted them from
premarket notification (510(k)), in a
final rule published in the Federal
Register of November 3, 1998 (63 FR
59222 at 59229). In § 880.5140, a
pediatric hospital bed is defined as “a
device intended for medical purposes
that consists of a bed or crib designed
for the use of a pediatric patient, with
fixed end rails and movable and
latchable side rails. The contour of the
bed surface may be adjustable.”

A medical bassinet is a non-powered
device that consists of two components:
(1) A basket, the sleep or bed
component, which is typically made of
plastic and (2) a durable frame with
wheels, which holds the basket or bed
component (FDA refers to this
component as a ‘‘basket or bed
component” in this proposed rule). The
basket or bed component is a box-like
structure, generally made of a clear,
high-impact resistant plastic material,
with an open top and four stationary
walls to keep the baby in place. Medical
bassinets are typically used in hospital
settings for infants up to 5 months in
age. Medical bassinets currently fall
under the pediatric hospital bed
classification regulation.

III. Proposed Regulation

Pediatric medical cribs that meet the
definition of a device in section 201(h)
of the FD&C Act (21 U.S.C. 321(h)) are
regulated by FDA (referred to as

pediatric medical cribs or cribs intended
for medical purposes) (product code
FMS) and, if this rule is finalized, will
have to comply with the special controls
identified in the final regulation for
pediatric medical cribs. Cribs outside of
the device definition (referred to as cribs
for non-medical purposes) must meet
the CPSC’s regulations and guidelines.
A crib designed for the use of a pediatric
patient may meet the medical device
definition if it is intended for use in the
cure, mitigation or treatment of disease
(see section 201(h) of the FD&C Act).

In the Federal Register of December
28, 2010 (75 FR 81766), the CPSC issued
a final rule prohibiting the use of the
drop-side rail design for non-medical
cribs in consumer households as of June
28, 2011. Child care facilities, family
child care homes, and places of public
accommodation (e.g., hotels and motels)
had to comply with the rule as of
December 28, 2012. CPSC’s rule
establishes new standards for full-size
and non-full-size cribs used for non-
medical purposes, which effectively
prohibit the manufacture or sale of cribs
for non-medical purposes with a drop-
side rail design in households, child
care facilities, family child care homes,
and places of public accommodation.
This rule did not affect pediatric
medical cribs regulated by FDA, which
may contain a drop-side rail design that
includes movable and latchable side
and end rails.

Because drop-side rail cribs for non-
medical purposes and pediatric medical
cribs are regulated by different agencies,
CPSC consulted with FDA about the
impact their final rule could have on
settings, such as nursery schools and
day care centers, where pediatric
medical cribs with drop-side rails are
often used for pediatric patients after
they have been discharged from a health
care facility. CPSC, which regulates
consumer products, including drop-side
rail cribs not intended for medical
purposes, received reports of deaths of
children attributable to entrapment and/
or strangulation caused by the
malfunctioning of drop-side rail cribs.

Although drop-side cribs for non-
medical purposes are now prohibited,
there is still a need for pediatric medical
cribs with drop-side rails inside and
outside of traditional health care
settings. CPSC and FDA have heard
from medical device consumers and
health care providers that pediatric
medical cribs with drop-side rails are
extremely helpful for patient care in
hospital settings and even outside of
traditional health care settings, such as
day care centers caring for infants and
children with disabilities, because they
allow parents and care givers easy
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access to children to perform routine
and emergency medical procedures,
including, but not limited to, CPR,
blood collection, IV insertion,
respiratory care, and skin care. These
drop-side rail cribs also make it easier
for hospital staff to facilitate safe patient
transport and reduce the chance of
caregiver injury. Health care workers
have stated that they need to have
continued access to these medical cribs
with drop-side rails (Ref. 1). Therefore,
FDA is proposing to permit
manufacturers to continue to
manufacture and sell medical cribs with
the drop-side rail design in traditional
health care settings and to permit the
use of pediatric medical cribs with
drop-side rail designs outside of
traditional health care settings through
prescription use only (it is noted that
State child care licensing agencies are
generally responsible for overseeing day
care providers while FDA is responsible
for medical devices).

FDA is proposing to revise the
identification in § 880.5140 to include
only pediatric medical cribs, establish
special controls for this device, and
change the name of the classification
regulation from ““pediatric hospital bed”
to “pediatric medical crib.” The Agency
is taking these actions to clarify the
devices that fall under this particular
classification regulation and establish
special controls the Agency believes are
necessary for a reasonable assurance of
safety and effectiveness. In addition,
FDA is proposing that use of a pediatric
medical crib be restricted to
prescription use in accordance with 21
CFR 801.109. In order to use or
administer use of pediatric medical
cribs, authorization must be made by a
practitioner licensed by law through a
prescription for the device.

This rule also proposes to create a
separate regulation for medical bassinets
and establish special controls for this
device type to provide a reasonable
assurance of safety and effectiveness. In
addition, FDA is proposing that use of
medical bassinets be restricted to
prescription use in accordance with 21
CFR 801.109. In order to use or
administer use of medical bassinets,
authorization must be made by a
practitioner licensed by law through a
prescription for the device. FDA
proposes not to change the 510(k)
exempt status of pediatric medical cribs
and medical bassinets.

Devices currently under the pediatric
hospital bed classification regulation
include: Open pediatric medical cribs,
medical bassinets, pediatric cribs with
integrated air mattresses, youth beds,
pediatric stretchers, crib enclosure beds,
and cuddle-carrier infant beds. If this

proposed rule is finalized, devices that
do not meet the definition of “pediatric
medical crib”’ will be administratively
moved to more appropriate class II
regulations, and no longer be under the
revised pediatric hospital bed
classification regulation. At that time,
FDA proposes to send manufacturers of
the remaining pediatric hospital beds
notices identifying the new
classification regulation and product
code under which the device will be
classified.

If this proposed rule is finalized, FDA
intends to move the following medical
devices listed under § 880.5140 to
devices with similar intended uses and
class I regulations: Pediatric cribs with
integrated air mattresses to 21 CFR
890.5170, ‘“Powered flotation therapy
bed;” youth beds to either 21 CFR
880.5100, “AC powered adjustable
hospital bed,” or 21 CFR 880.5120,
“Manual adjustable hospital bed,”
depending on whether they are powered
or not; pediatric stretchers to 21 CFR
880.6910, “Wheeled stretchers;” and
crib enclosure beds to 21 CFR 880.6760,
“Protective restraint.” This action
would not have any substantive effect
on the current marketing status of the
devices. However, manufacturers of
these devices would need to refer to the
new regulation classification and
product code provided by the Agency in
future interactions with FDA.

As discussed in section IV, an
analysis of Medical Device Reports
(MDRs) submitted to the Manufacturer
and User Facility Device Experience
(MAUDE) database from January 1,
2005, to September 1, 2015, indicated
516 adverse events associated with
pediatric medical cribs including 15
serious injuries. The adverse events
associated with pediatric medical cribs
were assessed to better understand the
risks and establish the proposed special
controls for this device. FDA believes
that sufficient information is available
to establish special controls to provide
a reasonable assurance of the safety and
effectiveness of the device.

As discussed further in section VI,
FDA believes risks to health resulting
from use of these cribs would be
effectively mitigated by the special
controls proposed in this rule, and that
these controls, in combination with the
general controls, would provide a
reasonable assurance of safety and
effectiveness for pediatric medical cribs
for their intended use. Therefore, FDA
is proposing new safety requirements
and allowing medical cribs in homes
and day cares only when medically
necessary.

FDA is also taking this opportunity to
address adverse event reports pertaining

to medical bassinets by proposing to
establish special controls for these
devices to provide a reasonable
assurance of safety and effectiveness.
FDA has received adverse events from
hospitals regarding incidents of medical
bassinet tipping and improper cleaning
of the basket or bed component that
caused cracks and crazing, which have
resulted in patient injury. The Agency is
proposing to separate medical bassinets
from other types of pediatric hospital
beds to allow for more targeted
postmarket surveillance of these
devices. FDA believes the special
controls it is proposing here, in
combination with the general controls,
would provide a reasonable assurance of
safety and effectiveness for medical
bassinets.

IV. Risks to Health

A. Pediatric Medical Crib

Between January 1, 2005, and
September 1, 2015, FDA received 516
adverse event reports, or MDRs,
associated with open pediatric medical
cribs, through the Agency’s MAUDE
database. There were 15 adverse event
reports of serious injuries including 6
reports of entrapment, which were
predominantly extremity entrapments of
legs or arms. The majority of MDRs for
medical cribs were for malfunctions
such as drop-side rails not latching or
lowering, brakes not holding, wheels or
casters breaking, and where applicable,
scales not reading correct weights.
These malfunctions (501 reports) were
not associated with any adverse health
effects. After considering available
information, FDA determined that the
following risks to health are associated
with the use of pediatric medical cribs:

e Injury resulting from mechanical or
structural failure of the device—
Mechanical or structural failure of the
crib can result in failure of load-bearing
components such as the wheels or
casters, or failure of the latches or other
locking mechanisms that secure the
sides of the crib. These failures can
result in injuries, as demonstrated by
the MDRs received in FDA’s database.

e Pinching, laceration, splinters, and
foreign body ingestion—Depending on
the material of the pediatric crib, certain
cribs may peel or crack and may expose
pediatric patients to substances or
materials that may be toxic or may cause
abrasions or lacerations if the surface of
the crib material is compromised.

e Entrapment, falls, and
strangulation—Pediatric medical cribs
may cause entrapment of patient limbs
if the width of the side rails are not
correct and if there are gaps between the
mattress and crib frame that are larger
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than the width of two fingers.
Depending on the height requirements
of the rails a pediatric patient may
escape or fall from the crib. The term
“entrapment” refers to circumstances
where a patient is caught, trapped, or
entangled in the space in or about the
bed rail, mattress, or hospital bed frame.

e Burns—Certain flammable materials
used in the construction of pediatric
medical cribs may allow for the spread
of fire, which may result in serious
injuries. Fires can spread easily in
hospital rooms with a patient using
oxygen. The free-flowing oxygen can
intensify a fire, which can rapidly
spread to flammable objects in the room,
including crib mattresses.

e Use error—Use error may contribute
to or exacerbate any of the previously
mentioned adverse events. For example,
a user may be unaware that a side rail
did not latch, or may fail to properly
maintain a pediatric medical crib.
Therefore, adequate instructions for use
and user education are essential to safe
device operation.

B. Medical Bassinet

Between January 1, 2005, and
September 1, 2015, FDA received 40
adverse event reports associated with
this device type. The most common
MDRs for medical bassinets include
reports of malfunctions such as casters
or wheels not working, which have
caused tipping, and broken bassinet
base components, such as doors and
drawers, or collapse or breakage of
utility shelves or chart holders. There
are also reports of the plastic sleep
basket or bed component crazing
(cracking), resulting in sharp edges and
cuts to hospital personnel.

FDA has considered the available
information and determined that the
following risks to health are associated
with medical bassinets:

e Injury resulting from mechanical or
structural failure of the device—
Mechanical or structural failure of the
bassinet can result in failure of load-
bearing components such as the wheels

or casters, or failure of the latches or
other locking mechanisms that secure
the drawers of the bassinet. These
failures can result in injuries,
particularly if the bassinet tips over, as
demonstrated by the MDRs received in
FDA’s database.

o Burns—Certain flammable materials
used in the construction of pediatric
medical bassinets may allow for the
spread of fire, which may result in
serious injuries. Fires can spread easily
in hospital rooms with a patient using
oxygen. The free-flowing oxygen can
intensify a fire, which can rapidly
spread to flammable objects in the room,
including bassinet mattresses.

e Crazing or cracking of basket or bed
component—The basket or bed
component of the bassinet that the
pediatric patient is placed in may craze
or crack due to improper care or
handling, such as cleaning the plastic
material of the basket or bed component
with inappropriate cleaning solutions.
Crazing or cracking may result in
injuries such as cuts.

e Use error—Use error may contribute
to, or exacerbate, any of the previously
mentioned risks. For example, a user
may accidentally leave a door or drawer
in the base component of the bassinet
open or place too much weight in a
drawer or on a shelf, which may present
a tipping hazard. Also, a user may fail
to properly maintain a medical bassinet.

V. Establishment of Special Controls

Under section 513(a)(1)(B) of the
FD&C Act, as amended by the SMDA,
class II devices are defined as devices
for which general controls by
themselves are insufficient to provide
reasonable assurance of safety and
effectiveness, but for which there is
sufficient information to establish
special controls to provide such
assurance. Special controls may include
the issuance of performance standards,
postmarket surveillance, patient
registries, development and
dissemination of guidelines,

recommendations, and other
appropriate actions the Agency deems
necessary to provide such assurance
(see also § 860.3(c)(2)).

Under this authority, FDA is
proposing to establish special controls
for pediatric medical cribs (§ 880.5140)
and pediatric medical bassinets (§ 880.
5145). The Agency believes that the
applicable special controls, together
with the general controls, would
provide reasonable assurance of the
safety and effectiveness of these devices.

VI. Proposed Special Controls
A. Pediatric Medical Crib

FDA consulted with health care
providers in children’s hospitals,
registered nurses in pediatric units,
biomedical engineers, and technicians,
and analyzed the associated adverse
events with pediatric medical cribs.
Specifically, FDA consulted with
MedSun hospitals regarding their 2011
survey on clinicians’ experiences with
pediatric medical cribs with drop-side
rails used in MedSun’s hospitals (Ref.
1). The MedSun survey summary
highlights the clinical perspective and
the importance of this device in medical
and health care settings. The most
common issues and concerns in the
survey were the lack of understanding
of side rail operation and the need for
reinforcing patient safety when the side
rails are raised or lowered. Many
respondents of the survey suggested
further improvements for pediatric
medical cribs, for instance, improved
labeling, specific distance between slats
and emergency releases on side rails for
faster access to pediatric patients. The
adverse events identified in the MedSun
survey are similar to the MDRs FDA has
received on this device. FDA believes
that the special controls proposed in
this proposed rule, in combination with
the general controls, would provide a
reasonable assurance of safety and
effectiveness for pediatric medical cribs
their intended use.

TABLE 1—HEALTH RISKS AND MITIGATION MEASURES FOR PEDIATRIC MEDICAL CRIB

Identified risks to health

Mitigation measures

Injury Resulting from Mechanical or Structural Failure of the Device

Pinching, Lacerations, Splinters, and Foreign Body Ingestion

Entrapment, Falls, and Strangulation

Burns
Use Error

Performance Testing.
Design Testing.

Labeling.
Performance Testing.

Labeling.

Appropriate Materials Free From Surface Defects.

Rail and End Panel Design.

Side Rail Spacing and Safety Features.
Appropriate Fitting of Mattress.

CPSC’s Mattress Flammability Standard.
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As provided in Table 1, the Agency
believes the following special controls,
in combination with the general
controls, would effectively mitigate the
identified risks to health and provide
reasonable assurance of the safety and
effectiveness of the device:

1. Design and performance testing
must be conducted to ensure the
mechanical and structural stability of
the crib under expected conditions of
use, including the security of latches
and other locking mechanisms when
engaged. These requirements are
derived from sections 6.2 and 6.3 of
ASTM (formerly the American Society
for Testing and Materials) International
Standard F1169-13, entitled ‘““Standard
Consumer Safety Specification for Full-
Size Baby Cribs”’ (Ref. 2) and sections
5.7 and 6.3 of ASTM International
Standard F2710-13, entitled “Standard
Consumer Safety Performance
Specification for Commercial Cribs”
(Ref. 3), which was developed with
input from crib manufacturers.

2. To reduce possible injury of
pinching, lacerations, and crushing, the
crib shall be designed and constructed
in a manner that eliminates hardware
accessible to a child within the crib.
This requirement is derived from
section 5.10 of ASTM International
Standard F1169-13, entitled “Standard
Consumer Safety Specification for Full-
Size Baby Cribs” (Ref. 2), which was
developed with input from crib
manufacturers. Also, materials used
shall be appropriate for the conditions
of use, allow for proper sanitation, and
free from surface defects of the device
that could result in injuries.

3. To reduce the risk of head and limb
entrapment, the distance between side
rail components (such as slats, spindles,
corner posts, and rods) shall be
designed to reduce potential entrapment
of pediatric patients and the distance
between such components shall not
exceed 2%s inches (6 centimeters) apart.
In addition, the rails and end panels of
a crib must be of a height to mitigate the
possibility of falls and/or escapes by the
patient. These requirements are derived
from sections 5.7.2 and 5.8.1 of ASTM
International Standard F1169-13,
entitled “Standard Consumer Safety
Specification for Full-Size Baby Cribs”
(Ref. 2), which was developed with
input from crib manufacturers.

4. To reduce the risk of head and limb
entrapment, no gap shall exist between
the edge of the bottom rail and the top
of the mattress surface and the mattress
must fit tightly around all four sides of
the crib. These requirements are derived
from section 5.9 of ASTM International
Standard F1169-13, entitled “Standard
Consumer Safety Specification for Full-
Size Baby Cribs” (Ref. 2), which was
developed with input from crib
manufacturers.

5. To reduce flammability and the risk
of burns, the mattress for the crib shall
meet the CPSC Standard for the
Flammability of Mattresses and Mattress
Pads and its Standard for the
Flammability (Open Flame) of Mattress
Sets, 16 CFR parts 1632 and 1633,
respectively. This proposed special
control would clarify for manufacturers
the standards necessary for mattresses
intended to be used with pediatric
medical cribs to prevent the spread of
fires that can easily occur in hospital
rooms with a patient using oxygen. The
free-flowing oxygen can intensify a fire,
which can rapidly spread to most of the
flammable objects in the room
especially mattresses. The consumer
standards for flammability of mattresses
in 16 CFR parts 1632 and 1633 are also
accepted by the Joint Commission
(formerly the Joint Commission on
Accreditation of Healthcare
Organizations). CPSC’s mattress and
mattress pad flammability standard
under 16 CFR part 1632 addresses
mattress fires ignited by open flame
sources, including matches, candles,
lighters, and other related scenarios. It
prescribes a test to determine the
ignition resistance of a mattress or a
mattress pad when exposed to a lighted
cigarette. CPSC’s standard for the
flammability of mattress sets under 16
CFR part 1633 is a broader standard
designed to reduce deaths and injuries
caused by mattress fires, particularly
those fires ignited by, among others
things, oxygen use or electrical
equipment sources that may occur in a
patient’s room. In addition, CPSC’s
regulations require that manufacturers
meet an established fire safety
performance standard, based on ASTM
E2187-09, entitled “International’s
Standard Test Method for Measuring the
Ignition Strength of Cigarettes” (Ref. 4),
which was developed with input from
crib manufacturers.

6. To reduce flammability and the risk
of burns, the labeling must bear all
information required pursuant to the
CPSC Standard for the Flammability of
Mattresses and Mattress Pads and its
Standard for the Flammability (Open
Flame) of Mattress Sets, 16 CFR parts
1632 and 1633, respectively.

7. To reduce the risk of use error,
which may result in mechanical or
structural failure of the crib due to
inadequate care or maintenance,
pediatric medical crib labeling must
include adequate instructions for users
to care for and maintain their crib.
These requirements are derived from
sections 5.18 of ASTM International
Standard F1169-13, entitled “Standard
Consumer Safety Specification for Full-
Size Baby Cribs” (Ref. 2).

FDA believes that the special controls
proposed in this rule would provide a
reasonable assurance of safety and
effectiveness of pediatric medical cribs
in their intended use. The ASTM and
CPSC standards noted above apply to all
mattresses and mattress pads intended
or promoted for sleeping upon, as
defined in 16 CFR 1632.1(a), including
medical mattresses that are regulated by
FDA as an accessory to medical beds.
Therefore, FDA anticipates that
manufacturers would be able to meet
the requirements imposed by the
proposed special controls in this
proposed rule without undue burden.
FDA invites comments on this
conclusion, including comments
regarding the types of performance
testing manufacturers conduct for
pediatric medical cribs, particularly to
ensure the performance of medical crib
latches on drop-side rails.

In addition, FDA is proposing to
restrict these devices to prescription use
under section 520(e) of the FD&C Act
(see §801.109 (prescription devices)). In
order to use or administer use of
pediatric medical cribs, authorization
must be made by a practitioner licensed
by law.

B. Medical Bassinet

Table 2 lists the risks to health FDA
has identified for Medical Bassinets, as
described in the Risks to Health, section
IV of this proposed rule, along with the
corresponding proposed mitigation
measures for each risk.

TABLE 2—HEALTH RISKS AND MITIGATION MEASURES FOR MEDICAL BASSINET

Identified risks to health

Mitigation measures

Injury Resulting from Mechanical or Structural Failure of the Device

Performance Testing.
Labeling.

CPSC’s Mattress Flammability Standard.
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TABLE 2—HEALTH RISKS AND MITIGATION MEASURES FOR MEDICAL BASSINET—Continued

Identified risks to health

Mitigation measures

Crazing or Cracking of Basket or Bed Component

Use Error

Performance Testing.
Labeling.
Labeling.

The Agency believes the following
special controls, in combination with
the general controls, would effectively
mitigate the identified risks to health
and provide reasonable assurance of the
safety and effectiveness of medical
bassinets:

1. To mitigate crazing, cracking, and
deterioration of the basket or bed
component of the device, the
manufacturer must conduct
performance testing to determine
material compatibility with cleansing
products labeled to clean the device.

2. To reduce flammability and the risk
of burns, the bassinet shall meet CPSC’s
Standard for the Flammability of
Mattresses and Mattress Pads and its
Standard for the Flammability (Open
Flame) of Mattress Sets, 16 CFR parts
1632 and 1633, respectively.

3. To reduce the risk of injury
resulting from mechanical or structural
failure of the device, and particularly,
device tipping that can result from those
failures; manufacturers shall conduct
performance testing to ensure the
mechanical and structural stability of
the bassinet under expected use
conditions, including transport of
patients in the bassinet.

4. To reduce the risk of use error,
specifically error that may result in
bassinet tipping, FDA proposes that
manufacturers shall have a label on the
front of the bassinet cabinet with the
following warning statement:

WARNING: To avoid tipping hazards of
this device, make sure that the basket or bed
component sits firmly in the base and that all
doors, drawers, and casters are secure.

The label must be affixed to the front
of the bassinet base cabinet and the text
shall be in letters not less than 10
millimeters in height.

FDA believes this warning is
necessary because even if performance
testing demonstrates that a bassinet does
not present a tipping hazard under
expected use conditions, users may
exceed these expected use conditions,
particularly during transport of a patient
in the bassinet.

5. To reduce the risk of use error,
which may result in mechanical or
structural failure of the bassinet due to
inadequate care or maintenance,
medical bassinet labeling must include
adequate instructions for users to care
for and maintain the bassinet.

FDA believes that the special controls
proposed in this rule would provide a
reasonable assurance of safety and
effectiveness of medical bassinets in
their intended use. The CPSC standards
noted previously apply to all mattresses
and mattress pads intended or promoted
for sleeping upon, as defined in 16 CFR
1632.1(a), including medical mattresses
that are regulated by FDA as an
accessory to medical beds. Therefore,
FDA believes most manufacturers are
already complying with the proposed
special control for mattress flammability
set forth in this proposed rule. FDA
invites comments on the types of
performance testing manufacturers
conduct for medical bassinets.

In addition, FDA is proposing to
restrict these devices to prescription use
under section 520(e) of the FD&C Act
(see §801.109 (Prescription devices)). In
order to use or administer use of
medical bassinets, authorization must
be made by a practitioner licensed by
law.

VIL Proposed Effective Date

FDA proposes that any final rule
based on this proposal become effective
60 days after its publication in the
Federal Register.

VIII. Environmental Impact, No
Significant Impact

The Agency has determined under 21
CFR 25.34(b) 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. Economic Analysis of Impacts

FDA has examined the impacts of the
proposed rule under Executive Order
12866, Executive Order 13563, the
Regulatory Flexibility Act (5 U.S.C.
601-612) and the Unfunded Mandates
Reform Act of 1995 (Pub. L. 104—4).
Executive Orders 12866 and 13563
direct Agencies 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). The Agency
believes that this proposed rule is not a
significant regulatory action as defined
by Executive Order 12866.

The Regulatory Flexibility Act
requires Agencies to analyze regulatory
options that would minimize any
significant impact of a rule on small
entities. Because the expected costs
associated with this rule are expected to
be modest, we propose to certify that
this rule would not have a significant
economic impact on a substantial
number of small entities.

Section 202(a) of the Unfunded
Mandates Reform Act of 1995 requires
that Agencies 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 $144
million, using the most current (2014)
Implicit Price Deflator for the Gross
Domestic Product. We do not expect
this proposed rule to result in any 1-
year expenditure that would meet or
exceed this amount.

A. Objective of the Rule

Pediatric hospital beds are classified
as class II, 510(k) exempt medical
devices intended for the treatment, care,
or diagnosis of diseases or illnesses of
pediatric patients. In this proposed rule,
FDA proposes to amend § 880.5140 by
revising the identification and
establishing special controls for
pediatric medical cribs. This rule would
also change the name of the
classification regulation from ‘“‘pediatric
hospital bed” to “pediatric medical
crib,” and place medical bassinets,
previously under the pediatric hospital
beds classification regulation, as a
separate class II, 510(k) exempt device,
subject to its own special controls.

Pediatric medical cribs used in health
care settings contain a drop-side rail
design that includes movable and
latchable side and end rails. As stated
previously, the CPSC issued a final rule
prohibiting the use of the drop-side rail
design for non-medical cribs in
consumer households as of June 28,
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2011 (December 28, 2010, 75 FR 81766).
CPSC’s rule establishes new standards
for full-size and non-full-size cribs used
for non-medical purposes, which
effectively prohibit the manufacture or
sale of cribs for non-medical purposes
with a drop-side rail design in
households, child care facilities, family
child care homes, and places of public
accommodation. The compliance date
for this same rule for child care
facilities, family child care homes, and
places of public accommodation was
December 28, 2012 (75 FR 81766).
CPSC'’s rule was established in response
to infant deaths that occurred when the
side rail of a crib used for non-medical
purposes detached or disengaged. In
contrast, there have been no deaths and
a few serious injuries reported to FDA
associated with pediatric medical cribs,
which are made of more durable
materials and construction in
comparison to cribs used for non-
medical purposes. Additionally, FDA
has determined that drop-side rails are
essential for patient care in hospital
settings and even outside of traditional
health care settings to allow parents and
care givers easy access to their patients
in order to perform both routine and
emergency medical procedures. To
address concerns raised by CPSC’s
reports on consumer drop-side rail cribs
and account for the medical need of this
device, FDA is proposing to establish
special controls and require a
prescription for this device when used

outside of traditional health care setting.

Thus, FDA has determined that cribs
with drop-side rail designs may remain
on the market when intended for
medical use, and can be used outside of
traditional health care settings through
prescription use only. In addition, this
proposed rule adds specific special
controls for medical bassinets to
mitigate health risks such as tipping of
the device and crazing of the plastic
basket or bed component. Regulation of
this device under a separate regulation
would also allow for more targeted post
market surveillance for this device.

B. Benefits

FDA’s Registration and Listing
database identifies 38 manufacturers of
medical cribs and bassinets. FDA has
reviewed the safety standards of several
large pediatric crib and bassinet
manufacturers in order to determine the
compliance burden associated with the
proposed special controls. The Agency
concludes that many of the special
controls proposed by this rule are
consistent with current industry
practice among many medical crib and
bassinet manufacturers. The proposed
special control that is not currently

practiced is the warning labeling
requirements for medical bassinets. For
new pediatric medical crib and bassinet
manufacturers entering the market or
manufacturers that may not be currently
following the practices required by the
proposed special controls, if this
proposed rule is finalized, its special
controls will clarify safety standards
and minimize the risk of injury to
pediatric patients.

The beneficial features of medical
bassinets are portability, ease of
cleaning, and, when it is made of a clear
material, the ability to see the baby from
all sides. The proposed special controls
would require bassinet manufacturers to
place labels on their devices warning
against device tipping. This requirement
would apply to new bassinets; bassinets
that have already been sold would not
be required to add the new labels to
their devices. The warning label is
intended to prevent tipping of the
device, which may be caused by
unlatched drawers, dislodged wheels, or
too much weight on the shelves. The
Agency has not received any reports of
death or serious injury related to
medical bassinets, although there have
been a small number of reports of
malfunctioning casters, which may
cause device tipping. The benefits of the
new warning label are not readily
quantifiable, but it is expected to reduce
the risk of the bassinet from tipping and
thus, reduce potential injury to pediatric
patients.

The provision allowing for the
medical cribs outside of traditional
health care settings would benefit
pediatric patients who require the
specialized care provided by these
devices outside of traditional health
care settings. Due to the CPSC rule
regarding cribs used for non-medical
purposes, discussed previously,
consumers and child care facilities are
restricted from using cribs with a drop-
side rail design. If this proposed rule is
finalized, it will allow consumers and
child care facilities to utilize the
pediatric medical cribs if they are
prescribed by a health care professional.

The special controls regarding the
mechanical structure of pediatric
medical cribs are intended to minimize
the risk of injury, including entrapment
or strangulation of pediatric patients.
The spacing specifications of the side
rail components are designed to prevent
head or neck entrapment and
strangulation incidents in which infants
may slip between the openings of the
slats, and the performance testing
requirements are designed to ensure the
side rail latches of pediatric medical
cribs will perform as intended and
remain secure when the latches are

engaged. The special control requiring
specific height of the rails and end
panels may prevent falls and/or escapes
by the patient. Also, by having pediatric
medical crib manufacturers use
materials that are appropriate for the
conditions of use and allow for proper
sanitation, these special controls may
help mitigate surface defects that can
cause injury to the patient.

Additionally, the mattress size
standards for cribs and bassinets are
intended to reduce the risk of significant
gaps between the mattress and the
device structure, which could
potentially create an entrapment hazard.
The flammability standard is intended
to reduce deaths and injuries related to
mattress fires, particularly those
initially ignited by open flame sources
such as lighters, candles, and matches.
Although the practices proposed in
these special controls are believed to be
followed by almost all manufacturers of
products currently on the market, the
proposed special controls would
reinforce safety standards for such
manufacturers and ensure that other
manufacturers and manufacturers of
new products adhere to the same safety
standards.

C. Costs

The economic impact of the proposed
regulation is determined primarily by
whether manufacturers currently
comply with the proposed special
controls. As stated previously, the
special controls that are not currently
practiced by industry, of which FDA is
aware, are the bassinet warning labeling
and the performance testing
requirements. FDA is also aware that
many manufacturers of pediatric
medical cribs and medical bassinets
registered with the FDA currently
conform to the risk mitigations and
structural requirements that are being
proposed as special controls, and thus
conforming to these special controls, if
finalized, would not result in an
increase in cost to pediatric medical crib
manufacturers and only cause a small
increase in cost for medical bassinet
manufactures. Additionally, the
renaming of pediatric medical cribs and
redesignation in the CFR for medical
bassinets and the remaining devices
under the pediatric hospital bed
classification are administrative in
nature, and are not expected to result in
any cost burdens.

The new warning labeling
requirements for medical bassinets will
apply to manufacturers of new bassinets
only. FDA does not expect bassinets that
are currently on the market to be
relabeled. If manufacturers of new
bassinets add labels to the devices at the
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time of production, the cost burden to
manufacturers would be minimized.
Although we do not have direct
estimates of labeling costs for these
devices, the best estimate of these costs
is derived from FDA'’s labeling cost
model. Because FDA would require
specific language and format of the
labels, we consider this to be a minor
labeling change that would not require
label design, market tests, or analytical
tests. Labeling costs would include
labor and material, and are estimated to
be, on average, approximately $140 per
unit. Then we use the number of live
births per year as reported by the Center
for Disease Control and Prevention in
order to determine the number of
bassinets produced per year for medical
use (Ref. 5). Using an estimate of 4
million births per year and 11,000 births
per day, we estimate that each birth
requires an average hospital stay of 3
days. This yields a total supply of
approximately 33,000 medical bassinets
in the United States. Given an average
yearly replacement rate of 20 percent for
all medical bassinets, we estimate that
approximately 6,600 new bassinets will
be produced annually. Applying the
$140 per unit labeling cost yields a total
yearly cost of $924,000 associated with
the new bassinet warning label
requirement.

The special controls require
performance testing for medical
bassinets to reduce the risk of crazing of
the plastic basket or bed component. We
assume that the performance testing
may be conducted as an extension to
current product testing and may be
performed at the same testing facilities
currently utilized by bassinet
manufacturers. FDA projects that a
maximum of an additional week of
testing would be required. The costs
associated with the performance testing
include the labor costs of mechanical
engineers, who typically perform these
tests. The mean 2012 hourly wage for
mechanical engineers is $40.75, as
reported by the Occupational
Employment Statistics provided by the
Bureau of Labor Statistics (Ref. 6).
Applying a multiplier of 1.45 to adjust
for benefits, hourly labor costs are
estimated to be approximately $59.
Assuming a 40-hour work week, the
total maximum estimated cost for each
manufacturer to perform these
additional tests is approximately $2,360.
It is uncertain the exact number of
manufacturers that do not currently
conduct performance testing and would
therefore be required to extend current
testing practices. However, given the
relatively small number of medical
bassinet manufacturers, FDA anticipates

that even the upper-bound total cost
would be modest.

The prescription use of pediatric
medical cribs outside of traditional
health care settings may potentially
increase Medicaid spending for eligible
pediatric patients. According to our
review of Healthcare Common
Procedure Coding System billing codes
for the Medicaid program, currently,
States typically offer Medicaid coverage
for prescribed rental or purchase of
hospital beds and pediatric cribs (Ref.
7). We estimate the number of
additional prescriptions for pediatric
medical cribs to be filled annually as a
result of this proposed rule would be
less than 100. Medicaid expenditure on
pediatric medical cribs is estimated to
be on average $2,500 per device. This
yields a maximum annual total cost of
$250,000.

Although it is unlikely that these
devices would require physical
modification to meet the standards
proposed by the special controls in this
proposed rule, there may be
manufacturers on the market of which
we are unaware that do not conform to
the requirements proposed in the
special controls. The proposed special
controls could have a significant impact
on firms that are not currently in
compliance with the special controls, as
their products may require
modifications. The special control that
may cause additional costs for
manufacturers is the special control
concerning the mechanical structure of
pediatric medical cribs. We are not able
to estimate the actual compliance costs
for manufacturers of pediatric medical
cribs because such costs may vary by
firm size and the amount of
modification required. Alternatively, we
provide an estimate of the modification
cost by using aggregate industry market
price information and cost data. The
costs associated with these
modifications may include the costs
associated with product design and
testing, labor, material, and production.
We use data from the Annual Survey of
Manufacturers to calculate aggregate
labor and materials costs as a percentage
of total sales for manufacturers
represented by North American Industry
Classification System code 339113 (Ref.
8). The data indicate that labor and
materials represent approximately 45
percent of total sales. Allowing market
price to represent per unit revenue at
the firm level, we estimate the cost of
modification to be approximately 45
percent of the average price of a
pediatric medical crib. After surveying
market prices of pediatric medical cribs,
we estimate an average per unit price of
$2,500. This yields an average cost of

approximately $1,125 to modify a
pediatric medical crib to be in
compliance with the proposed special
controls.

FDA invites comments on the
compliance of manufacturers with the
special controls, including the
performance testing, mechanical
structure, flammability requirements,
and bassinet labeling requirements, as
well as cost information if modifications
are required.

X. Paperwork Reduction Act of 1995

The proposed rule refers to previously
approved collections of information
found in FDA regulations. These
collections of information are subject to
review by the Office of Management
Budget (OMB) and the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501—
3520). The collections of information,
regarding premarket notification
submissions (21 CFR part 807, subpart
E), are approved under OMB control
number 0910-0120. The collections of
information, regarding labeling (21 CFR
part 801), including prescription device
labeling and adequate directions for use,
are approved under OMB control
number 0910-0485. The collections of
information regarding current good
manufacturing practice quality systems
(21 CFR part 820), including design
controls (as referenced in proposed
§880.5140(b)(1) and proposed
§880.5145(b)(1) and (b)(3) of this
document), are approved under OMB
control number 0910-0073. The
collections of information in 16 CFR
1632 and 1633, regarding mattress
flammability, are approved under OMB
control number 3041-0014.

In addition, FDA concludes that the
warning label for bassinets does not
constitute a “collection of information”
under the PRA. Rather, the labeling
statement is “public disclosure(s) of
information originally supplied by the
Federal government to the recipient for
the purpose of disclosure to the public.”
(5 CFR 1320.3(c)(2)).

XI. References

The following references have been
placed on display in the Division of
Dockets Management (see ADDRESSES)
and may be seen by interested persons
between 9 a.m. and 4 p.m., Monday
through Friday, and are available
electronically at http://
www.regulations.gov. (FDA has verified
the Web site addresses, but FDA is not
responsible for any subsequent changes
to the Web sites after this document
publishes in the Federal Register.)

1. MedSun: Newsletter #66: ‘“‘Pediatric

Hospital Cribs: MedSun Small Sample
Survey Summary”’ (November 2011),
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available at http://www.fda.gov/
downloads/MedicalDevices/Safety/
MedSunMedicalProductSafetyNetwork/
Newsletters/UCM422131.pdf.

2. ASTM International (formerly the
American Society for Testing and
Materials), “Standard Consumer Safety
Specifications for Full-Size Baby Cribs,”
Designation: F1169-13, available at
http://www.astm.org/Standards/
F1169.htm, 2013.

3. ASTM International (formerly the
American Society for Testing and
Materials), “Standard Consumer Safety
Performance Specification for
Commercial Cribs,” Designation: F2710-
13, available at http://www.astm.org/
Standards/F2710.htm, 2013.

4. ASTM International, “Standard Test
Method for Measuring the Ignition
Strength of Cigarettes,” Designation:
E2187-09 Standard, available at http://
www.astm.org/Standards/E2187.htm.

5. Centers for Disease Control and Prevention
(CDC), National Vital Statistics System,
Birth Data, available at http://
www.cdc.gov/nchs/births.htm.

6. Occupational Employment Statistics
provided by the Bureau of Labor
Statistics, May 2012 Occupational
Employment Statistics, available at
http://www.bls.gov/oes/2012/may/oes
stru.htm.

7. Centers for Medicare & Medicaid Services,
HCPCS 2015 Code: E0300, available at
http://www.cms.gov/Medicare/Coding/
MedHCPCSGenlInfo/
index.html?redirect=/medhcpcsgeninfo/.

8. U.S. Census Bureau, 2013 Annual Survey
of Manufacturers, available at http://
www.census.gov/manufacturing/asm/
index.html.

List of Subjects in 21 CFR Part 880

Medical devices.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, it is proposed that
21 CFR part 880 be amended as follows:

PART 880—GENERAL HOSPITAL AND
PERSONAL USE DEVICES

m 1. The authority citation for 21 CFR
part 880 continues to read as follows:

Authority: 21 U.S.C. 351, 360, 360c, 360e,
360j, 371.

m 2. Revise § 880.5140 to read as
follows:

§880.5140 Pediatric medical crib.

(a) Identification. A pediatric medical
crib is a prescription device intended
for medical purposes for use with a
pediatric patient that consists of an
open crib, fixed-end rails, movable and
latchable side rail components, and
possibly an accompanying mattress. The
contour of the crib surface may be
adjustable.

(b) Classification. Class II (special
controls). The device is exempt from the

premarket notification procedures in
subpart E of part 807 of this chapter
subject to § 880.9. The special controls
for this device are:

(1) Crib design and performance
testing shall demonstrate the
mechanical and structural stability of
the crib under expected conditions of
use, including the security of latches
and other locking mechanisms when
engaged;

(2) Materials used shall be appropriate
for the conditions of use, allow for
proper sanitation and free from surface
defects that could result in injuries;

(3) Rails and end panels shall be
designed taking into account the crib’s
height at its lowest point to the top of
the mattress to prevent patient falls and/
or escape. Hardware and fasteners shall
be designed and constructed to
eliminate mechanical hazards to the
patient;

(4) The distance between components
of the side rail (such as slats, spindles,
and corner posts) shall not be greater
than 234 inches (6 centimeters (cm))
apart at any point. Side rails shall
contain safety features for locking and
adjust the lowest position of the crib to
a height that shall be 20 inches (51 cm)
above the top of the mattress;

(5) The device shall not have a gap
between the bottom of the rail and the
top surface of the mattress and the
mattress pad must fit tightly around all
four sides of the crib;

(6) The mattress for the crib shall
meet the Consumer Product Safety
Commission (CPSC) Standard for the
Flammability of Mattresses and Mattress
Pads and Standard for the Flammability
(Open Flame) of Mattress Sets, 16 CFR
parts 1632 and 1633, respectively;

(7) The labeling must bear all
information required pursuant to the
CPSC Standard for the Flammability of
Mattresses and Mattress Pads and
Standard for the Flammability (Open
Flame) of Mattress Sets, 16 CFR parts
1632 and 1633, respectively; and

(8) Pediatric medical crib labeling
must include adequate instructions for
users to care for and maintain their crib.
m 3. Add § 880.5145 to subpart F to read
as follows:

§880.5145 Medical bassinet.

(a) Identification. A medical bassinet
is a prescription device that is a small
bed intended for use with pediatric
patients, generally from birth to
approximately 5 months of age. It is
intended for medical purposes for use in
a nursery, labor and delivery unit, or
patient room, but may also be used
outside of traditional health care
settings. A medical bassinet is a non-
powered device that consists of two

components: The plastic basket or bed
component and a durable frame with
wheels, which holds the basket or bed
component. The basket or bed
component is a box-like structure,
generally made of a clear, high impact-
resistant plastic material, with an open
top and four stationary walls to hold the
pediatric patient. The frame can include
drawers, shelving or cabinetry that
provides space to hold baby care items.
The wheels or casters allow the bassinet
to transport the baby throughout the
care setting.

(b) Classification. Class II (special
controls). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to § 880.9. The special controls
for this device are:

(1) The manufacturer must conduct
performance testing to determine
material compatibility with cleansing
products labeled to clean the device.
Testing must demonstrate that the
cleaning instructions provided by the
manufacturer do not cause crazing,
cracking, or deterioration of the device;

(2) The mattress for the device shall
meet the Consumer Product Safety
Commission Standard for the
Flammability of Mattresses and Mattress
Pads and Standard for the Flammability
(Open Flame) of Mattress Sets, 16 CFR
parts 1632 and 1633, respectively;

(3) Manufacturers shall conduct
performance testing to ensure the
mechanical and structural stability of
the bassinet under expected use
conditions, including transport of
patients in the bassinet. Testing must
demonstrate that failures such as wheel
or caster breakage do not occur, and that
the device does not present a tipping
hazard due to any mechanical failures,
under expected use conditions;

(4) Each device must have affixed a
label on the front of the bassinet cabinet
with the following language in text of at
least 10 millimeters in height:

WARNING: To avoid tipping hazards of
this device, make sure that the basket or bed
component sits firmly in the base and that all
doors, drawers, and casters are secure.

(5) Labeling must include adequate
instructions for users to care for and
maintain their bassinet.

Dated: October 2, 2015.

Leslie Kux,

Associate Commissioner for Policy.

[FR Doc. 2015-25627 Filed 10-7-15; 8:45 a.m.]
BILLING CODE 4164-01-P
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ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 372

[EPA-HQ-TRI-2015-0352; FRL 9935-38—
OEI]

Ethylene Glycol Monobutyl Ether;
Community Right-To-Know Toxic
Chemical Release Reporting

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Denial of petition.

SUMMARY: Environmental Protection
Agency (EPA) is denying a petition to
remove ethylene glycol monobutyl ether
(EGBE) from the category Certain Glycol
Ethers under the list of chemicals
subject to reporting under section 313 of
the Emergency Planning and
Community Right-to-Know Act (EPCRA)

of 1986 and section 6607 of the
Pollution Prevention Act (PPA) of 1990.
EPA has reviewed the available data on
this chemical and has determined that
EGBE does not meet the deletion
criterion of EPCRA section 313(d)(3).
Specifically, EPA is denying this
petition because EPA’s review of the
petition and available information
resulted in the conclusion that EGBE
meets the listing criterion of EPCRA
section 313(d)(2)(B) due to its potential
to cause serious or irreversible chronic
health effects in humans, specifically,
liver toxicity and concerns for
hematological effects.

DATES: EPA denied this petition on
September 24, 2015.

FOR FURTHER INFORMATION CONTACT:
Daniel R. Bushman, Environmental
Analysis Division, Office of Information
Analysis and Access (2842T),
Environmental Protection Agency, 1200

Pennsylvania Ave. NW., Washington,
DC 20460; telephone number: 202-566—
0743; fax number: 202—566—0677; email:
bushman.daniel@epa.gov, for specific
information on this notice. For general
information on EPCRA section 313,
contact the Emergency Planning and
Community Right-to-Know Hotline, toll
free at (800) 424—9346 (select menu
option 3) or (703) 412-9810 in Virginia
and Alaska or toll free, TDD (800) 553—
7672, http://www.epa.gov/superfund/
contacts/infocenter/.

SUPPLEMENTARY INFORMATION:
I. General Information
A. Does this notice apply to me?

You may be potentially affected by
this action if you manufacture, process,
or otherwise use EGBE. Potentially
affected categories and entities may
include, but are not limited to:

Category

Examples of potentially affected entities

Industry

Federal Government Federal facilities.

Facilities included in the following NAICS manufacturing codes (corresponding to SIC codes 20 through 39): 311,*
312,* 313, 314,* 315,* 316, 321, 322, 323, 324, 325,* 326,* 327, 331, 332, 333, 334,* 335, 336, 337, 339,*
111998,* 211112,* 212324,* 212325,* 212393,* 212399, 488390, 511110, 511120, 511130, 511140, 511191,
511199, 512220, 512230,* 519130, 541712, or 811490.*

*Exceptions and/or limitations exist for these NAICS codes.

Facilities included in the following NAICS codes (corresponding to SIC codes other than SIC codes 20 through 39):
212111, 212112, 212113 (correspond to SIC 12, Coal Mining (except 1241)); or 212221, 212222, 212231, 212234,
212299 (correspond to SIC 10, Metal Mining (except 1011, 1081, and 1094)); or 221111, 221112, 221113, 221118,
221121, 221122, 221330 (Limited to facilities that combust coal and/or oil for the purpose of generating power for
distribution in commerce) (correspond to SIC 4911, 4931, and 4939, Electric Utilities); or 424690, 425110, 425120
(Limited to facilities previously classified in SIC 5169, Chemicals and Allied Products, Not Elsewhere Classified); or
424710 (corresponds to SIC 5171, Petroleum Bulk Terminals and Plants); or 562112 (Limited to facilities primarily
engaged in solvent recovery services on a contract or fee basis (previously classified under SIC 7389, Business
Services, NEC)); or 562211, 562212, 562213, 562219, 562920 (Limited to facilities regulated under the Resource
Conservation and Recovery Act, subtitle C, 42 U.S.C. 6921 et seq.) (correspond to SIC 4953, Refuse Systems).

This table is not intended to be
exhaustive, but rather provides a guide
for readers regarding entities likely to be
affected by this action. Some of the
entities listed in the table have
exemptions and/or limitations regarding
coverage, and other types of entities not
listed in the table could also be affected.
To determine whether your facility
would be affected by this action, you
should carefully examine the
applicability criteria in part 372 subpart
B of Title 40 of the Code of Federal
Regulations. If you have questions
regarding the applicability of this action
to a particular entity, consult the person
listed in the preceding FOR FURTHER
INFORMATION CONTACT section.

B. How can I get copies of this document
and other related information?

1. Docket. EPA has established a
docket for this action under Docket ID
No. EPA-HQ-TRI-2015-0352. Publicly
available docket materials are available
either electronically in

www.regulations.gov or in hard copy at
the OEI Docket, EPA/DC, EPA West,
Room 3334, 1301 Constitution Ave.
NW., Washington, DC. This Docket
Facility is open from 8:30 a.m. to 4:30
p-m., Monday through Friday, excluding
legal holidays. The telephone number
for the Public Reading Room is (202)
566—1744, and the telephone number for
the OEI Docket is (202) 566—1752.

2. Electronic Access. You may access
this Federal Register document
electronically from the Government
Printing Office under the “Federal
Register” listings at FDSys (http://
www.gpo.gov/fdsys/browse/
collection.action?collectionCode=FR).

I1. Introduction

Section 313 of EPCRA, 42 U.S.C.
11023, requires certain facilities that
manufacture, process, or otherwise use
listed toxic chemicals in amounts above
reporting threshold levels to report their
environmental releases and other waste
management quantities of such

chemicals annually. These facilities
must also report pollution prevention
and recycling data for such chemicals,
pursuant to section 6607 of the PPA, 42
U.S.C. 13106. Congress established an
initial list of toxic chemicals that
comprised more than 300 chemicals and
20 chemical categories.

EPCRA section 313(d) authorizes EPA
to add or delete chemicals from the list
and sets criteria for these actions.
EPCRA section 313(d)(2) states that EPA
may add a chemical to the list if any of
the listing criteria in Section 313(d)(2)
are met. Therefore, to add a chemical,
EPA must demonstrate that at least one
criterion is met, but need not determine
whether any other criterion is met.
EPCRA section 313(d)(3) states that a
chemical may be deleted if the
Administrator determines there is not
sufficient evidence to establish any of
the criteria described in EPCRA section
313(d)(2)(A)—(C). The EPCRA section
313(d)(2)(A)—(C) criteria are:
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e The chemical is known to cause or
can reasonably be anticipated to cause
significant adverse acute human
health effects at concentration levels
that are reasonably likely to exist
beyond facility site boundaries as a
result of continuous, or frequently
recurring, releases.

e The chemical is known to cause or
can reasonably be anticipated to cause
in humans:

O Cancer or teratogenic effects, or

O serious or irreversible—

= reproductive dysfunctions,

= neurological disorders,

= heritable genetic mutations, or

» other chronic health effects.

e The chemical is known to cause or
can be reasonably anticipated to
cause, because of:

O its toxicity,

O its toxicity and persistence in the

environment, or

O its toxicity and tendency to

bioaccumulate in the environment,

a significant adverse effect on the
environment of sufficient seriousness,
in the judgment of the Administrator,
to warrant reporting under this
section.

EPA often refers to the section
313(d)(2)(A) criterion as the “acute
human health effects criterion;” the
section 313(d)(2)(B) criterion as the
“‘chronic human health effects
criterion;” and the section 313(d)(2)(C)
criterion as the “environmental effects
criterion.”

Under section 313(e)(1), any person
may petition EPA to add chemicals to or
delete chemicals from the list. EPA
issued a statement of petition policy and
guidance in the Federal Register of
February 4, 1987 (52 FR 3479) to
provide guidance regarding the
recommended content and format for
submitting petitions. On May 23, 1991
(56 FR 23703), EPA issued guidance
regarding the recommended content of
petitions to delete individual members
of the section 313 metal compounds
categories. EPA published in the
Federal Register of November 30, 1994
(59 FR 61432) a statement clarifying its
interpretation of the section 313(d)(2)
and (d)(3) criteria for modifying the
section 313 list of toxic chemicals.

III. What is the description of the
petition?

On January 23, 2015, EPA received a
petition from American Chemistry
Council (ACC) Ethylene Glycol Ethers
Panel requesting EPA to delete EGBE
(Chemical Abstracts Service Registry
Number (CASRN) 111-76-2) from the
list of chemicals subject to reporting
under EPCRA section 313 and PPA
section 6607 (Reference (Ref. 1)). EGBE

is not individually listed under EPCRA
section 313 but rather is reportable
under the Certain Glycol Ethers
category. The petitioner contends that
the available scientific data show that
EGBE has low potential hazard to
human health and the environment.
Therefore, the petitioner believes that
under EPA’s policy for listing decisions
under EPCRA section 313, potential
exposures should be considered. The
petitioner believes that their analysis
shows that exposure levels are well
below the concern levels for human
health and ecological effects.

IV. What is EPA’s evaluation of the
toxicity of EGBE?

EPA’s evaluation of the toxicity of
EGBE included a review of the human
health and ecological effects data. EPA’s
Integrated Risk Information System
(IRIS) toxicological review of EBGE (Ref.
2) was the primary source used to
determine the human health effects of
EGBE. EPA also prepared an assessment
of the chemistry, fate, and ecological
effects for EGBE (Ref. 3).

A. What is EPA’s review of the human
health toxicity data for EGBE?

EPA’s evaluation of the toxicity of
EGBE included a review (Ref. 4) of the
IRIS toxicological review of EGBE (Ref.
2). EPA also reviewed the findings of
studies published since the IRIS
toxicological review of EGBE, but found
no data relevant to include in this
evaluation. This Unit outlines the
evidence of human health toxicity from
the 2010 IRIS toxicological review of
EGBE. Unit IV.B. below discusses the
conclusions regarding EGBE’s potential
human health toxicity.

1. Toxicokinetics. In humans, EGBE is
absorbed and rapidly distributed
following inhalation, ingestion, or
dermal exposure (Refs. 5, 6, 7, and 8).
Several reviews have described the
metabolism of EGBE in detail (Refs. 9,
10, and 11). The principal products
from EGBE metabolism are butoxyacetic
acid (BAA) (rats and humans) and the
glutamine or glycine conjugate of BAA
(humans). BAA is excreted in the urine
of both rats and humans, which suggests
that the creation of BAA through the
formation of butoxyacetaldehyde by
alcohol dehydrogenase is applicable to
rats and humans (Refs. 8, 12, and 13).
The other proposed metabolic
pathways, however, may only be
applicable to rats since the metabolites
of these pathways (i.e., ethylene glycol,
EGBE glucuronide, and EGBE sulfate)
have been observed in the urine of rats
(Refs. 14 and 15), but not in humans
(Ref. 8). In addition, Corley et al. (Ref.
8) confirmed the finding from

Rettenmeier et al. (Ref. 16) that
approximately two-thirds of the BAA
formed in humans is conjugated with
glutamine and glycine. These pathways,
however, have not been observed in the
rat.

Several experimental studies have
measured the concentration of BAA in
human serum and urine following
exposure to EGBE. For humans, the
elimination kinetics of EGBE and BAA
appear to be independent of the route of
exposure with an approximate half-life
of around one hour for EGBE and an
approximate half-life of BAA of 3—4
hours (Refs. 17, 18, and 19).

Several physiologically based
pharmacokinetic models for EGBE have
been developed. Some older models
have described the kinetics of EGBE for
acute human exposure and exposure to
rats via the ingestion, inhalation, and
dermal routes (Refs. 17 and 20 based on
data from Refs. 13, 21, and 22). Newer
models, however, have extended upon
the work of these previous models.
Corley et al. (Ref. 7) described the
kinetics of EGBE and BAA in both rats
and humans. These authors later
validated the human dermal exposure
model (Ref. 8). Lee et al. (Ref. 23)
modeled the kinetics of EGBE and BAA
in mice and rats from a National
Toxicology Program (NTP) 2-year
inhalation bioassay (based on data from
Dill et al. (Ref. 24)). Species, gender,
age, and exposure concentration-
dependent differences in the kinetics of
BAA were observed. Corley et al. (Ref.
12) built on the Lee et al. (Ref. 23)
model by replacing some model
assumptions with experimental data
(Note: The Corley et al. (Ref. 12) model,
along with the Lee et al. (Ref. 23) rat and
mouse model and Corley et al. (Ref. 8)
human model were used by EPA to
calculate internal doses of EGBE in the
2010 IRIS toxicological review of EGBE
(Ref. 2)).

2. Effects of Acute and Short-Term
Exposure. Hematologic and other effects
have been observed in several acute and
short-term oral studies of EGBE in rats
and mice (Refs. 15, 25, 26, 27, 28, 29,
30, 31, 32, 33, and 34). Varying degrees
of hematotoxicity have also been
observed in rats and rabbits following
dermal application of EGBE (Refs. 14
and 35). Guinea pigs, however, have not
demonstrated sensitivity to the
hematologic effects of EGBE in acute
studies (Refs. 36 and 37). EGBE has also
been found to be an ocular irritant when
instilled in rabbits (Refs. 38 and 39).

A few in vitro studies have
investigated EGBE’s potential hemolytic
effects in human red blood cells after
acute exposures. Bartnik et al. (Ref. 14)
reported no hemolysis of human red
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blood cells exposed for three hours to
BAA levels up to 15 millimolar (mM).
Hemolysis was observed in rat red blood
cells, however, at BAA levels as low as
1.25 mM. Udden (Ref. 40) incubated
human red blood cells with up to 2.0
mM BBA for four hours, and the authors
observed none of the morphological
changes observed in rat red blood cells
at the same concentration. Udden (Ref.
41) reported a significant change in
human red blood cell deformability at
exposure to 7.5 and 10 mM BAA for 4
hours, whereas deformability in rat red
blood cells was significantly increased
at 0.05 mM BAA. Mean cellular volume
in human blood samples was
significantly increased at 10 mM BAA
while mean cellular volume in rats was
significantly increased at 0.05 mM BAA.

There are a number of case reports of
acute ingestion of EGBE with little or no
hematologic effects observed (Refs. 42,
43, 44, 45, 46, 47, 48, and 49). Some
other observed effects were likely not
directly related to hemolysis; however,
the cause of the effects cannot be
explained based on the limited data
available. Also, hemodialysis was
employed to remove un-metabolized
EGBE in many of the cases.

One experimental study in humans
(Ref. 50), observed no effects on red
blood cell fragility after exposure of two
males and one female to up to 195 part
per million (ppm) EGBE for 8 hours.

3. Carcinogenicity and Mutagenicity.
Under the Guidelines for Carcinogen
Risk Assessment (Ref. 51), there is
suggestive evidence of EGBE’s
carcinogenic potential based on a 2-year
NTP bioassay in mice and rats (Ref. 52).
EGBE has been tested for its potential
for genotoxicity both in vitro and in
vivo, and the available data do not
demonstrate that EGBE is mutagenic or
clastogenic (Refs. 53, 54, 55, 56, 57, and
58).

4. Reproductive and Developmental
Toxicity. The reproductive and
developmental toxicity of EGBE has
been investigated in a number of oral
and inhalation studies in rats, mice, and
rabbits. In a two-generation
reproductive toxicity study, fertility was
reduced in mice at very high maternally
toxic doses (<1,000 milligrams/kilogram
(mg/kg)) (Ref. 59), but no other
significant reproductive effects were
reported in any study (Refs. 26, 52, 60,
61, 62, 63, 64, 65, and 66). Maternal
toxicity related to the hematologic
effects of EGBE and relatively minor
developmental effects have been
reported in developmental studies (Refs.
67, 68, 69, and 70). No teratogenic
effects were noted in any of the studies.
As such, EGBE is not reasonably
anticipated to be a reproductive or

developmental toxicant at moderately
low to low doses.

5. Neurotoxicity. There is no evidence
of neurotoxicity in any animal studies of
EGBE. One case study patient
demonstrated neurologic deficits after
ingesting a product with a high dose of
EGBE and other chemicals (Ref. 47).
Given the general limitations of case
studies and the presence of other
chemicals, however, EPA cannot draw
conclusions about EGBE’s potential
neurotoxicity from this particular study.

6. Other Subchronic and Chronic
Toxicity. Hematologic effects and liver
toxicity have been observed at low
doses of EGBE in several animal studies.

The NTP (Ref. 66) conducted a 13-
week study in F344 rats and B6C3F1
mice in which groups of 10 animals/
gender/species received EGBE in
drinking water at doses of 0, 750, 1,500,
3,000, 4,500, and 6,000 ppm. The
corresponding doses based on measured
drinking water consumption were: 0, 69,
129, 281, 367, or 452 milligrams/
kilogram/day (mg/kg/day) in male rats;
0, 82, 151, 304, 363, or 470 mg/kg/day
in female rats; 0, 118, 223, 553, 676, or
694 mg/kg/day in male mice; and 0, 185,
370, 676, 861, or 1,306 mg/kg/day in
female mice.

Indications of mild to moderate
anemia were observed in both genders.
Statistically significant hematologic
effects in female rats included reduced
red blood cell counts and hemoglobin
concentrations at 2750 ppm and
increased reticulocytes, decreased
platelets, and increased bone marrow
cellularity at 3,000 ppm. Liver effects
including cytoplasmic alterations,
hepatocellular degeneration, and
pigmentation were reported in the mid-
and high-dose groups (1,500 ppm for
males and females; statistics not
reported). Additionally, cytoplasmic
alterations of liver hepatocytes were
observed in the lowest-dose groups (750
ppm for males and females). The lack of
cytoplasmic granularity of the
hepatocytes indicates that this response
was not due to enzyme induction (Ref.
71). The NTP (Ref. 66) identified a
lowest-observed-adverse-effect level
(LOAEL) for rats of 750 ppm
(approximately 58.6 mg/kg/day
calculated using water consumption
rates and body weights measured during
the last week of exposure and, therefore,
slightly different from those reported by
the study authors (Ref. 2)) based on
decreased red blood cell count and
hemoglobin in female rats. A NOAEL
was not identified.

A reduction in body weight gain at
23,000 ppm was observed in male and
female mice. An increase in relative
kidney weight was also observed at all

doses in female mice. Body weight
reductions followed decreased water
consumption. No histopathologic
changes were noted at any dose level,
however, relative kidney weights
showed a statistically significant
increase at 750 and 1,500 ppm in the
absence of reduction in body weight
gain. The NTP (Ref. 66) identified a
LOAEL for mice of 3,000 ppm
(approximately, 553—-676 mg/kg/day
calculated using water consumption
rates and body weights measured during
the last week of exposure and, therefore,
slightly different from those reported by
the study authors (Ref. 2)) based on
reduced body weight and body weight
ain.

Dodd et al. (Ref. 62) conducted a 90-
day subchronic inhalation study using
F344 rats (16/gender/group) exposed to
EGBE for 6 hours/day, 5 days/week at
concentrations of 0, 5, 25, and 77 ppm.
After 6 weeks, the 77 ppm female rats
had statistically significant decreases in
red blood cell counts (13%) and
hemoglobin concentrations,
accompanied by an 11% increase in
mean corpuscular hemoglobin. Similar
results were observed in males.
However, many of these effects had
lessened by the end of the study. The
authors reported a LOAEL of 77 ppm
based on decreases in red blood cell
count and hemoglobin concentrations,
accompanied by an increase in mean
corpuscular hemoglobin in both
genders.

The NTP (Ref. 52) conducted a
subchronic inhalation study in F344 rats
and B6C3F1 mice (10/gender). Rats and
mice were exposed to EGBE
concentrations of 0, 31, 62.5, 125, 250,
and 500 ppm (0, 150, 302, 604, 1,208,
and 2,416 milligrams/cubic meter (mg/
m?3)) 6 hours/day, 5 days/week for 14
weeks. The NTP (Ref. 52) identified a
LOAEL of 31 ppm in female rats based
on decreases in hematocrit, hemoglobin,
and red blood cell count and a LOAEL
of 62.5 ppm in male rats based on a
decrease in red blood cell count.
Histopathologic effects were observed in
male and female rats. Effects reported in
female rats included liver necrosis at
250 ppm and centrilobular degeneration
and renal tubular degeneration at 500
ppm. Other effects reported in both
genders included: Excessive splenic
congestion in the form of
extramedullary hematopoiesis (at 250
ppm in male rats and 125 ppm in female
rats), hemosiderin accumulation in
Kupffer cells (at 125 ppm in male rats
and 62.5 ppm in female rats),
intracytoplasmic hemoglobin (at 125
ppm in male rats and 31 ppm in female
rats), hemosiderin deposition (at 125
ppm in male rats and 62.5 ppm in
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female rats), and bone marrow
hyperplasia (at 250 ppm in male rats
and 62.5 ppm in female rats). The
authors identified a LOAEL of 62.5 ppm
for mice based on histopathological
changes in the forestomach (including:
Necrosis, ulceration, inflammation, and
epithelial hyperplasia) in both males
and females. Signs consistent with the
hemolytic effects of EGBE (including:
Decreased red blood cell counts,
increased reticulocyte counts, and
increased mean corpuscular volume)
were also observed at 250 and 500 ppm
in male and female mice.

The NTP (Ref. 52) also completed a 2-
year inhalation study on EGBE in both
F344 rats and B6C3F1 mice. In this
study, animals were exposed to EGBE 6
hours/day, 5 days/week at
concentrations of 0, 31, 62.5, and 125
ppm (0, 150, 302, and 604 mg/m3) for
groups of 50 F344 rats and 0, 62.5, 125,
and 250 ppm (0, 302, 604, and 1,208
mg/m?3) for groups of 50 B6C3F1 mice.
The authors identified a LOAEL of 31
ppm in rats based on decreases in
hematocrit, hemoglobin, and red blood
cell count in female rats in a satellite
group observed at 3 and 6 months. The
authors identified 62.5 ppm as the
LOAEL for mice based on hemosiderin
deposition.

One long-term occupational study of
EGBE was identified in the literature.
Haufroid et al. (Ref. 72) reported a small
decrease in hematocrit and increase in
mean corpuscular hemoglobin in a cross
sectional study of 31 workers exposed to
an average concentration of 0.6 ppm
EGBE over 1 to 6 years. The biological
significance of these findings, however,
is unclear as they were within normal
clinical ranges and no other measured
parameters were affected by EGBE
exposure.

B. What are EPA’s conclusions
regarding the human hazard potential
of EGBE?

There is evidence to indicate that the
human red blood cell response to EGBE
exposure is less than that of rodents,
however, this conclusion is based on a
relatively small number of in vitro and
short-term human exposure studies with
supporting evidence from
pharmacokinetic models (Refs. 7, 8, 14,
40, 41, and 50). Little is known of the
long-term or repeated exposure
responses in humans to EGBE.

In 2010, EPA concluded in the IRIS
toxicological review of EGBE that
human red blood cells do appear
capable of responding similarly to the
causative EGBE metabolites, albeit at
much higher exposures (Ref. 2). The

IRIS toxicological review of EGBE
employed an interspecies uncertainty
factor of 1 to derive the reference values
for EGBE in part because there was not
a preponderance of toxicodynamic data
in both animals and humans describing
why humans are less sensitive than rats
to the hematologic effects in question
(Ref. 2). Also, EPA calculated a human
equivalent concentration LOAEL
(LOAELgugc) for hematologic effects of
271 mg/m3 (approximately 77 mg/kg/
day, assuming constant exposure, an
inhalation rate of 20 cubic meters/day
(m3/day), and a 70 kg human) using
pharmacokinetic model estimates (Refs.
7 and 8) of the human internal dose
equivalent of the toxic metabolite BAA
to that estimated for female rats exposed
to 31 ppm EGBE in the NTP (Ref. 52)
study (Ref. 2). In its assessment of
EGBE, the European Union carried out
a slightly different calculation based on
the same underlying data and reported
a similar, but slightly higher, human
equivalent LOAEL of 474 mg/m3
(approximately 135 mg/kg/day) (Ref.
11).

Additionally, multiple animal studies
by the NTP reported liver toxicity (e.g.,
cytoplasmic alterations of liver
hepatocytes at 750 ppm (approximately
69 mg/kg/day) in male rats and 750 ppm
(82 mg/kg/day) in female rats (Ref. 66)
and liver necrosis at 250 ppm
(approximately 243 mg/kg/day) in
female rats (Ref. 52)) to which humans
do not demonstrate decreased
sensitivity. These findings provide
further evidence of EGBE’s potential
toxicity to humans at moderately low to
low doses.

Therefore, the available evidence is
sufficient to conclude that EGBE can be
reasonably anticipated to demonstrate
moderately high to high chronic toxicity
in humans based on the EPCRA Section
313 listing criteria (59 FR 61432,
November 30, 1994).

C. What is EPA’s review of the
ecological toxicity of EGBE?

Based on a review of the available
aquatic ecological toxicity data, EGBE
does not appear to present a significant
concern for adverse effects on the
environment. Experimentally measured
effects occurred at relatively high
concentrations indicating low toxicity
(Ref. 3). Such high concentrations are
not expected to be observed under
typical environmental conditions. Table
1 presents some of the available toxicity
data for EGBE, the complete listing of
the available toxicity data and more
details about the studies can be found
in the ecological assessment (Ref. 3).

1. Acute toxicity. Toxicity threshold
values (duration not specified) of 900
milligrams/liter (mg/L) and 72-hour
ECso values (i.e., the concentration that
is effective in producing a sublethal
response in 50% of test organisms) of
911 and 1,840 mg/L for biomass and
growth rate, respectively, have been
reported for green algae (Refs. 73, 74,
and 75). The corresponding 72-hour No-
Observed-Effect-Concentration (NOEC)
values for biomass and growth rate were
88 and 286 mg/L (Ref. 76). For water
fleas (Daphnia magna), 24- or 48-hour
ECso values ranged from 835 to 1,815
mg/L (Refs. 77 and 78). A 48-hour ECsp
value of 164 mg/L in rotifers
(reproduction) has also been reported
(Refs. 74 and 75).

Acute toxicity values for freshwater
fish ranged from an LCs (i.e., the
concentration that is lethal to 50% of
test organisms) of 1,395 mg/L for the
golden orfe (Leuciscus idus) (duration
not specified) (Ref. 79) to a 96-hour LCso
of 2,137 mg/L for the fathead minnow
(Pimephales promelas) (Ref. 80). A 96-
hour LCso value of 1,490 mg/L was
available for bluegill sunfish (Ref. 81)
and 96-hour LCs, values for rainbow
trout were 1,474 and 1,700 mg/L (Refs.
74, 75, and 82). An LCsg value (duration
not specified) of 1,575 mg/L was also
available for golden orfe (Leuciscus
idus) (Ref. 79) and a 24-hour LCso value
of 1,700 mg/L was available for goldfish
(Carassius auratus) (Ref. 83).

A study of the invertebrate Artemia
salina (brine shrimp) reported a 24-hour
LCsp value of 1,000 mg/L (Ref. 84). Also,
an embryo-larval test in which Japanese
oyster eggs (Crassostrea gigas) were
incubated with the test material for 24
hours and then examined for
abnormalities indicated an identical 24-
hour Lowest-Observed-Effect-
Concentration (LOEC) of 1,000 mg/L
(Ref. 74). A study of an estuarine/marine
fish silverside (Menidia beryllina)
reported a 96-hour LCso value of 1,250
mg/L (Ref. 81).

2. Chronic toxicity. Values for chronic
toxicity in aquatic plants ranged from an
8-day LOEC (inhibition of cell division)
of 35 mg/L for the cyanobacteria
Microcystis aeruginosa (Refs. 85 and 86)
to greater than 1,000 mg/L for a 7-day
ECso (growth rate) for the green alga
Selenastrum capricornutum (Ref. 87).
Experimental data for the freshwater
invertebrate Daphnia magna include
values that ranged from 100 mg/L for a
21-day NOEC (reproduction) (Refs. 74,
75, and 77) to an ECso of 297 mg/L
(endpoint not reported) (Ref. 88).
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TABLE 1—RANGE OF EXPERIMENTAL ECOLOGICAL TOXICITY VALUES FOR EGBE ON SELECTED TARGET SPECIES

Species Duration and test endpoint Ex;t);ggr;ent (\r/'r?g;l/JLG) Reference
Acute aquatic toxicity
Algae:
Green algae (Pseudokirchneriella subcapitata) ...... 72-hour ECso (growth) ....... SM . 1,840 | (Refs. 74 and 75).
Green algae (Pseudokirchneriella subcapitata) ...... 72-hour NOEC (biomass) .. | S, M ............ 88 | (Ref. 82).
Freshwater invertebrate:
Water flea (Daphnia magnay) ............ccccceeecvenerenene. 48-hour ECsp .covvvvveeerneennens S,U, 0 ... 1,815 | (Ref. 78).
Rotifer (Brachionus calyciflorus) 48-hour ECs¢ (reproduc- SM . 164 | (Refs. 74 and 75).
tion).
Freshwater fish:
Golden orfe (Leuciscus idus) .........ccccoeuvercvenercvenncns LC50 wrerrerrerieneenreseenreneens NS . 1,395 | (Ref. 79).
Fathead minnow (Pimephales promelas) ............... 96-hour LCsg «eovvereveeieennee. S,0 e 2,137 | (Ref. 80).
Estuarine/marine invertebrate:
Brine shrimp (Artemia salina) ............ccccccovveeveneennen. 24-hour LCsg wevveereveeieeeee. S,U,C ... 1,000 | (Ref. 84).
Japanese oyster eggs (Crassostrea gigas) ............ 24-hr LOEC S 1,000 | (Refs. 74 and 75).
(embryotoxicity).
Estuarine/marine fish:
Silverside (Menidia beryllina) ..........cccccccoevvveinennns 96-hour LCso «eoveeveveeieennen. S, U i 1,250 | (Ref. 81).
Chronic aquatic toxicity
Algae:
Blue-green algae (Microcystis aeruginosa) ............. 8-day LOEC (cell mul- S, U e 35 | (Refs. 85 and 86).
tiplication inhibition).
Green algae (Selenastrum capricornutum) ............. 7-day ECso (growth rate) ... | S, U ............. >1,000 | (Ref. 87).
Freshwater invertebrate:
Water flea (Daphnia magna) ...........ccccoccvvveveennenne 21-day NOEC (reproduc- R M ... 100 | (Refs. 74 and 75).
tion).
Water flea (Daphnia magna) ...........ccccoccvvveveennenne 21-day NOEC .......cccceceenee R M ... 100 | (Ref. 88).
Water flea (Daphnia magna) ........cccccccccevveevoeennens 21-day ECsp wevevvvevveeieennen. R M ....... 297 | (Ref. 88).
Freshwater fish:
Zebrafish (Brachydanio rerio) ...........cccccoeeveeennenne 21-day NOEC (mortality) ... | NS ............... >100 | (Ref. 89).

aExperiment type: S = static, R = renewal, M = measured, U = unmeasured, O = open test system, NS = not specified

V. What is EPA’s rationale for the
denial?

EPA is denying the petition to delete
EGBE from the Certain Glycol Ethers
category which is subject to reporting
under EPCRA section 313. This denial
is based on EPA’s conclusion that EGBE
can reasonably be anticipated to cause
serious or irreversible chronic health
effects in humans, specifically, liver
toxicity and concerns for hematological
effects. While EPA acknowledges that
there is evidence to indicate that
humans are less sensitive than rodents
to the hematological effects associated
with acute or short-term exposure to
EGBE, little is known of the long-term
or repeated exposure responses in
humans to EGBE. Thus, some concern
remains over the potential for
hematological effects following a
lifetime of exposure to EGBE. Unlike the
hematological effects of EGBE, there is
no evidence of humans’ decreased
sensitivity to the reported liver effects
relative to rodents. Therefore, EPA has
concluded that EGBE meets the EPCRA
section 313(d)(2)(B) listing criteria based
on the available human health toxicity
data.

Because EPA believes that EGBE has
moderately high to high chronic
toxicity, EPA does not believe that an
exposure assessment is appropriate for
determining whether EGBE meets the
criteria of EPCRA section 313(d)(2)(B).
This determination is consistent with
EPA’s published statement clarifying its
interpretation of the section 313(d)(2)
and (d)(3) criteria for modifying the
section 313 list of toxic chemicals (59
FR 61432, November 30, 1994).
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