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Affected Public: Insured state 
nonmember banks and state savings 
associations. 

Burden Estimate: 

Type of burden Number of 
respondents 

Estimated time 
per response 

Frequency of 
response 

Total esti-
mated annual 

burden 
(hours) 

Reporting ................................................................................. 1 16 On Occasion .......................... 16 
Recordkeeping ........................................................................ 1 166 On Occasion .......................... 166 
Disclosure ................................................................................ 1 1,332 On Occasion .......................... 1,332 

Total Estimated Annual Burden ....................................... ........................ ........................ ................................................ 1,514 

General Description of Collection: 
This information collection implements 
section 742(c)(2) of the Dodd-Frank Act 
(7 U.S.C. 2(c)(2)(E) and FDIC regulations 
governing retail foreign exchange 
transactions as set forth at 12 CFR part 
349, subpart B. The regulation allows 
banking organizations under FDIC 
supervision to engage in off-exchange 
transactions in foreign currency with 
retail customers provided they comply 
with various reporting, recordkeeping 
and third-party disclosure requirements 
specified in the rule. If an institution 
elects to conduct such transactions, 
compliance with the information 
collection is mandatory. 

Reporting Requirements—Part 349, 
subpart B requires that, prior to 
initiating a retail foreign exchange 
business; a banking institution must 
provide the FDIC with a notice 
certifying that the institution has 
written policies and procedures, and 
risk measurement and management 
systems and controls in place to ensure 
that retail foreign exchange transactions 
are conducted in a safe and sound 
manner. The institution must also 
provide information about it intends to 
manage customer due diligence, new 
product approvals and haircuts applied 
to noncash margin. 

Recordkeeping Requirements—Part 
349 subpart B requires that institutions 
engaging in retail foreign exchange 
transactions keep full, complete and 
systematic records of account, financial 
ledger, transaction, memorandum orders 
and post execution allocations of 
bunched orders. In addition, institutions 
are required to maintain records 
regarding their ratio of profitable 
accounts, possible violations of law, 
records of noncash margin and monthly 
statements and confirmations issued. 

Disclosure Requirements—The 
regulation requires that, before opening 
an account that will engage in retail 
foreign exchange transactions, a banking 
institution must obtain from each retail 
foreign exchange customer an 
acknowledgement of receipt and 
understanding of a written disclosure 

specified in the rule and of disclosures 
about the banking institution’s fees and 
other charges and of its profitable 
accounts ratio. The institution must also 
provide monthly statements to each 
retail foreign exchange customer and 
must send confirmation statements 
following every transaction. The 
customer dispute resolution provisions 
of the regulation require certain 
endorsements, acknowledgements and 
signature language as well as the timely 
provision of a list of persons qualified 
to handle a customer’s request for 
arbitration. 

There is no change in the method or 
substance of the collection. At present 
no FDIC-supervised institution is 
engaging in activities that would make 
them subject to the information 
collection requirements. FDIC originally 
estimated that 3 institutions would be 
impacted by the rule. The agency is 
reducing the estimated number of 
respondents to one (1) as a placeholder 
in case an institution elects to engage in 
covered activities in the future. There 
has been no change in the frequency of 
response or in the estimated number of 
hours required to respond. Because of 
the reduction in the estimated number 
of respondents from three (3) to one (1), 
the estimated annual burden has 
decreased. 

Request for Comment 
Comments are invited on: (a) Whether 

the collections of information are 
necessary for the proper performance of 
the FDIC’s functions, including whether 
the information has practical utility; (b) 
the accuracy of the estimates of the 
burden of the information collections, 
including the validity of the 
methodology and assumptions used; (c) 
ways to enhance the quality, utility, and 
clarity of the information to be 
collected; and (d) ways to minimize the 
burden of the collections of information 
on respondents, including through the 
use of automated collection techniques 
or other forms of information 
technology. All comments will become 
a matter of public record. 

Dated at Washington, DC, this 12th day of 
May 2017. 
Federal Deposit Insurance Corporation. 
Ralph E. Frable, 
Assistant Executive Secretary. 
[FR Doc. 2017–09992 Filed 5–16–17; 8:45 am] 

BILLING CODE 6714–01–P 

FEDERAL MARITIME COMMISSION 

Notice of Agreements Filed 

The Commission hereby gives notice 
of the filing of the following agreements 
under the Shipping Act of 1984. 
Interested parties may submit comments 
on the agreements to the Secretary, 
Federal Maritime Commission, 
Washington, DC 20573, within twelve 
days of the date this notice appears in 
the Federal Register. Copies of the 
agreements are available through the 
Commission’s Web site (www.fmc.gov) 
or by contacting the Office of 
Agreements at (202)-523–5793 or 
tradeanalysis@fmc.gov. 

Agreement No.: 012395–002. 
Title: MSC/ACL Trans-Atlantic Space 

Charter Agreement. 
Parties: Atlantic Container Line A.B. 

and MSC Mediterranean Shipping 
Company S.A. 

Filing Party: Wayne R. Rohde, Esq.; 
Cozen O’Connor; 1200 Nineteenth St. 
NW.; Washington, DC 200036. 

Synopsis: The amendment revises 
Article 5.1 to clarify that the space to be 
provided to ACL will be on MSC’s 
SAWC–USA–NWC service. The 
amendment also reinserts language that 
was inadvertently deleted by 
Amendment No. 1 and deletes language 
that was inadvertently added by 
Amendment No. 1. It also restates the 
Agreement. 

Agreement No.: 012483. 
Title: HLAG/CMA CGM U.S.- 

Mediterranean Slot Charter Agreement. 
Parties: Hapag-Lloyd AG and CMA 

CGM S.A. 
Filing Party: Wayne R. Rohde, Esq.; 

Cozen O’Connor; 1200 Nineteenth St. 
NW.; Washington, DC 200036. 
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Synopsis: The Agreement authorizes 
HLAG to sell space to CMA CGM on its 
MGX service in the trade between ports 
on the U.S. Gulf Coast on the one hand, 
and ports on the Gulf Coast of Mexico 
and in Italy, Spain and Jamaica on the 
other hand. 

Agreement No.: 012484. 
Title: Port of New York & New Jersey/ 

OCEMA Discussion Agreement. 
Parties: Port Authority of New York 

and New Jersey and the Ocean Carrier 
Equipment Management Association, 
Inc., FMC Agreement No. 011284 
(OCEMA). 

Filing Party: Sam Ruda; Port 
Authority of NY & NJ; 4 World Trade 
Center; 150 Greenwich Street—17th 
Floor; New York, NY 10007. 

Synopsis: The Agreement authorizes 
the Port of New York and New Jersey 
and OCEMA to collect and exchange 
information, discuss, and reach 
agreement upon matters relating to the 
Cargo Facility Charge levied by the Port 
Authority of New York and New Jersey. 

By Order of the Federal Maritime 
Commission. 

Dated: May 12, 2017. 
Rachel E. Dickon, 
Assistant Secretary. 
[FR Doc. 2017–09987 Filed 5–16–17; 8:45 am] 

BILLING CODE 6731–AA–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA–2007–D–0369] 

Product-Specific Guidances; Draft and 
Revised Draft Guidances for Industry; 
Availability 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice of availability. 

SUMMARY: The Food and Drug 
Administration (FDA or Agency) is 
announcing the availability of 
additional draft and revised draft 
product-specific guidances. The 
guidances provide product-specific 
recommendations on, among other 
things, the design of bioequivalence 
(BE) studies to support abbreviated new 
drug applications (ANDAs). In the 
Federal Register of June 11, 2010, FDA 
announced the availability of a guidance 
for industry entitled ‘‘Bioequivalence 
Recommendations for Specific 
Products’’ that explained the process 
that would be used to make product- 
specific guidances available to the 
public on FDA’s Web site. The 
guidances identified in this notice were 

developed using the process described 
in that guidance. 
DATES: Although you can comment on 
any guidance at any time (see 21 CFR 
10.115(g)(5)), to ensure that the Agency 
considers your comment(s) on these 
draft guidances before it begins work on 
the final version of such guidances, 
submit either electronic or written 
comments on the draft guidance by July 
17, 2017. 
ADDRESSES: You may submit comments 
as follows: 

Electronic Submissions 

Submit electronic comments in the 
following way: 

• Federal eRulemaking Portal: 
https://www.regulations.gov. Follow the 
instructions for submitting comments. 
Comments submitted electronically, 
including attachments, to https://
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 https://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: 

• 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. 

• 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– 
2007–D–0369 for ‘‘Product-Specific 
Guidances; Draft and Revised Draft 
Guidances for Industry.’’ Received 
comments will be placed in the docket 

and, except for those submitted as 
‘‘Confidential Submissions,’’ publicly 
viewable at https://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 
https://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: https://www.gpo.gov/ 
fdsys/pkg/FR-2015-09-18/pdf/2015- 
23389.pdf. 

Docket: For access to the docket to 
read background documents or the 
electronic and written/paper comments 
received, go to https://
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. 

Submit written requests for single 
copies of the draft guidances to the 
Division of Drug Information, Center for 
Drug Evaluation and Research, Food 
and Drug Administration, 10001 New 
Hampshire Ave., Hillandale Building, 
4th Floor, Silver Spring, MD 20993– 
0002. Send one self-addressed adhesive 
label to assist that office in processing 
your requests. See the SUPPLEMENTARY 
INFORMATION section for electronic 
access to the draft guidance documents. 
FOR FURTHER INFORMATION CONTACT: 
Xiaoqiu Tang, Center for Drug 
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