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and importation industry. Despite this 
growth in responses, total burden hours 
decreased from 65,000 to 56,000 and 
costs increased only slightly from $4.30 
million to $4.35 million due to Agency 
experience in implementing the Tier 3 
gasoline sulfur program and updated 
industry wage data, respectively. 

Dated: March 23, 2018. 
Byron J. Bunker, 
Director, Compliance Division, Office of 
Transportation and Air Quality, Office of Air 
and Radiation. 
[FR Doc. 2018–07361 Filed 4–9–18; 8:45 am] 

BILLING CODE 6560–50–P 

FEDERAL ELECTION COMMISSION 

Sunshine Act Meeting 

TIME AND DATE: Thursday, April 12, 2018 
at 10:00 a.m. 
PLACE: 1050 First Street NE, 
Washington, DC (12th Floor). 
STATUS: This meeting, open to the 
public, has been cancelled. 
CONTACT PERSON FOR MORE INFORMATION: 
Judith Ingram, Press Officer, Telephone: 
(202) 694–1220. 
Signed: llllllllllllll

Dayna C. Brown, 
Secretary and Clerk of the Commission. 
[FR Doc. 2018–07494 Filed 4–6–18; 4:15 pm] 

BILLING CODE 6715–01–P 

FEDERAL RESERVE SYSTEM 

Formations of, Acquisitions by, and 
Mergers of Bank Holding Companies 

The companies listed in this notice 
have applied to the Board for approval, 
pursuant to the Bank Holding Company 
Act of 1956 (12 U.S.C. 1841 et seq.) 
(BHC Act), Regulation Y (12 CFR part 
225), and all other applicable statutes 
and regulations to become a bank 
holding company and/or to acquire the 
assets or the ownership of, control of, or 
the power to vote shares of a bank or 
bank holding company and all of the 
banks and nonbanking companies 
owned by the bank holding company, 
including the companies listed below. 

The applications listed below, as well 
as other related filings required by the 
Board, are available for immediate 
inspection at the Federal Reserve Bank 
indicated. The applications will also be 
available for inspection at the offices of 
the Board of Governors. Interested 
persons may express their views in 
writing on the standards enumerated in 
the BHC Act (12 U.S.C. 1842(c)). If the 
proposal also involves the acquisition of 

a nonbanking company, the review also 
includes whether the acquisition of the 
nonbanking company complies with the 
standards in section 4 of the BHC Act 
(12 U.S.C. 1843). Unless otherwise 
noted, nonbanking activities will be 
conducted throughout the United States. 

Unless otherwise noted, comments 
regarding each of these applications 
must be received at the Reserve Bank 
indicated or the offices of the Board of 
Governors not later than May 4, 2018. 

A. Federal Reserve Bank of Dallas 
(Robert L. Triplett III, Senior Vice 
President) 2200 North Pearl Street, 
Dallas, Texas 75201–2272: 

1. Diamond HTH Stock Company GP, 
LLC, and Diamond HTH Stock 
Company, LP, both in Dallas, Texas; to 
become bank holding companies and 
retain ownership in Diamond A 
Financial, L.P., and thereby retain 
indirect ownership of Hilltop Holdings 
Inc., PlainsCapital Corporation, and 
PlainsCapital Bank, all in Dallas, Texas. 

B. Federal Reserve Bank of Chicago 
(Colette A. Fried, Assistant Vice 
President) 230 South LaSalle Street, 
Chicago, Illinois 60690–1414: 

1. Rock Rivers Bancorp, Rock Rapids, 
Iowa; to become a bank holding 
company upon conversion of its 
subsidiary Frontier Bank, Sioux Falls, 
South Dakota, to a South Dakota state- 
chartered bank. 

Board of Governors of the Federal Reserve 
System, April 5, 2018. 
Ann Misback, 
Secretary of the Board. 
[FR Doc. 2018–07359 Filed 4–9–18; 8:45 am] 

BILLING CODE P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Centers for Medicare & Medicaid 
Services 

[Document Identifier: CMS–10531 and CMS– 
R–43] 

Agency Information Collection 
Activities: Proposed Collection; 
Comment Request 

AGENCY: Centers for Medicare & 
Medicaid Services, HHS. 
ACTION: Notice. 

SUMMARY: The Centers for Medicare & 
Medicaid Services (CMS) is announcing 
an opportunity for the public to 
comment on CMS’ intention to collect 
information from the public. Under the 
Paperwork Reduction Act of 1995 (the 
PRA), federal agencies are required to 
publish notice in the Federal Register 
concerning each proposed collection of 

information (including each proposed 
extension or reinstatement of an existing 
collection of information) and to allow 
60 days for public comment on the 
proposed action. Interested persons are 
invited to send comments regarding our 
burden estimates or any other aspect of 
this collection of information, including 
the necessity and utility of the proposed 
information collection for the proper 
performance of the agency’s functions, 
the accuracy of the estimated burden, 
ways to enhance the quality, utility, and 
clarity of the information to be 
collected, and the use of automated 
collection techniques or other forms of 
information technology to minimize the 
information collection burden. 
DATES: Comments must be received by 
June 11, 2018. 
ADDRESSES: When commenting, please 
reference the document identifier or 
OMB control number. To be assured 
consideration, comments and 
recommendations must be submitted in 
any one of the following ways: 

1. Electronically. You may send your 
comments electronically to http://
www.regulations.gov. Follow the 
instructions for ‘‘Comment or 
Submission’’ or ‘‘More Search Options’’ 
to find the information collection 
document(s) that are accepting 
comments. 

2. By regular mail. You may mail 
written comments to the following 
address: CMS, Office of Strategic 
Operations and Regulatory Affairs, 
Division of Regulations Development, 
Attention: Document Identifier/OMB 
Control Number __, Room C4–26–05, 
7500 Security Boulevard, Baltimore, 
Maryland 21244–1850. 

To obtain copies of a supporting 
statement and any related forms for the 
proposed collection(s) summarized in 
this notice, you may make your request 
using one of following: 

1. Access CMS’ website address at 
https://www.cms.gov/Regulations-and- 
Guidance/Legislation/Paperwork
ReductionActof1995/PRA-Listing.html. 

2. Email your request, including your 
address, phone number, OMB number, 
and CMS document identifier, to 
Paperwork@cms.hhs.gov. 

3. Call the Reports Clearance Office at 
(410) 786–1326. 
FOR FURTHER INFORMATION CONTACT: 
William Parham at (410) 786–4669. 
SUPPLEMENTARY INFORMATION: 

Contents 

This notice sets out a summary of the 
use and burden associated with the 
following information collections. More 
detailed information can be found in 
each collection’s supporting statement 
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and associated materials (see 
ADDRESSES). 
CMS–10531 Transcatheter Mitral 

Valve Repair (TMVR) National 
Coverage Decision (NCD) 

CMS–R–43 Conditions of Coverage for 
Portable X-ray Suppliers and 
Supporting Regulations 

Under the PRA (44 U.S.C. 3501– 
3520), federal agencies must obtain 
approval from the Office of Management 
and Budget (OMB) for each collection of 
information they conduct or sponsor. 
The term ‘‘collection of information’’ is 
defined in 44 U.S.C. 3502(3) and 5 CFR 
1320.3(c) and includes agency requests 
or requirements that members of the 
public submit reports, keep records, or 
provide information to a third party. 
Section 3506(c)(2)(A) of the PRA 
requires federal agencies to publish a 
60-day notice in the Federal Register 
concerning each proposed collection of 
information, including each proposed 
extension or reinstatement of an existing 
collection of information, before 
submitting the collection to OMB for 
approval. To comply with this 
requirement, CMS is publishing this 
notice. 

Information Collection 

1. Type of Information Collection 
Request: Revision of a currently 
approved collection; Title of 
Information Collection: Transcatheter 
Mitral Valve Repair (TMVR) National 
Coverage Decision (NCD); Use: The data 
collection is required by the Centers for 
Medicare and Medicaid Services (CMS) 
National Coverage Determination (NCD) 
entitled, ‘‘Transcatheter Mitral Valve 
Repair (TMVR)’’. The TMVR device is 
only covered when specific conditions 
are met including that the heart team 
and hospital are submitting data in a 
prospective, national, audited registry. 
The data includes patient, practitioner 
and facility level variables that predict 
outcomes such as all-cause mortality 
and quality of life. In order to remove 
the data collection requirement under 
this coverage with evidence 
development (CED) NCD or make any 
other changes to the existing policy, we 
must formally reopen and reconsider 
the policy. We are continuing to review 
and analyze the data collected since this 
NCD was effective in 2014. 

We find that the Society of Thoracic 
Surgery/American College of Cardiology 
Transcatheter Valve Therapy (STS/ACC 
TVT) Registry, one registry overseen by 
the National Cardiovascular Data 
Registry, meets the requirements 
specified in the NCD on TMVR. The 
TVT Registry will support a national 
surveillance system to monitor the 

safety and efficacy of the TMVR 
technologies for the treatment of mitral 
regurgitation (MR). 

The data collected and analyzed in 
the TVT Registry will be used by CMS 
to determine if the TMVR is reasonable 
and necessary (e.g., improves health 
outcomes) for Medicare beneficiaries 
under section 1862(a)(1)(A) of the Act. 
The data will also include the variables 
on the eight item Kansas City 
Cardiomyopathy Questionnaire (KCCQ– 
10) to assess heath status, functioning 
and quality of life. In the KCCQ, an 
overall summary score can be derived 
from the physical function, symptoms 
(frequency and severity), social function 
and quality of life domains. For each 
domain, the validity, reproducibility, 
responsiveness and interpretability have 
been independently established. Scores 
are transformed to a range of 0–100, in 
which higher scores reflect better health 
status. 

The conduct of the STS/ACC TVT 
Registry and the KCCQ–10 is pursuant 
to Section 1142 of the Social Security 
Act (the ACT) that describes the 
authority of the Agency for Healthcare 
Research and Quality (AHRQ). Under 
section 1142, research may be 
conducted and supported on the 
outcomes, effectiveness, and 
appropriateness of health care services 
and procedures to identify the manner 
in which disease, disorders, and other 
health conditions can be prevented, 
diagnosed, treated, and managed 
clinically. Section 1862(a)(1)(E) of the 
Act allows Medicare to cover under 
coverage with evidence development 
(CED) certain items or services for 
which the evidence is not adequate to 
support coverage under section 
1862(a)(1)(A) and where additional data 
gathered in the context of a clinical 
setting would further clarify the impact 
of these items and services on the health 
of beneficiaries. Form Number: CMS– 
10531 (OMB control number: 0938– 
1274); Frequency: Annually; Affected 
Public: Private sector (Business or other 
for-profits); Number of Respondents: 
3,897; Total Annual Responses: 15,588; 
Total Annual Hours: 5,456. (For policy 
questions regarding this collection 
contact Sarah Fulton at 410–786–2749.) 

2. Type of Information Collection 
Request: Reinstatement with change of a 
previously approved collection; Title of 
Information Collection: Conditions of 
Coverage for Portable X-ray Suppliers 
and Supporting Regulations; Use: The 
requirements contained in this 
information collection request are 
classified as conditions of participation 
or conditions for coverage. Portable X- 
rays are basic radiology studies 
(predominately chest and extremity X- 

rays) performed on patients in skilled 
nursing facilities, residents of long-term 
care facilities and homebound patients. 
The CoPs are based on criteria described 
in the law, and are designed to ensure 
that each portable X-ray supplier has 
properly trained staff and provides the 
appropriate type and level of care for 
patients. We use these conditions to 
certify suppliers of portable X-ray 
services wishing to participate in the 
Medicare program. This is standard 
medical practice and is necessary in 
order to help to ensure the well-being, 
safety and quality professional medical 
treatment accountability for each 
patient. There is a significant increase in 
the burden due to burden that was not 
accounted for in the previous 
information collection request. Form 
Number: CMS–R–43 (OMB Control 
number: 0938–0338); Frequency: Yearly; 
Affected Public: Business or other for- 
profit and Not-for-profit institutions; 
Number of Respondents: 5,986,509; 
Total Annual Responses: 5,987,018; 
Total Annual Hours: 532,959. (For 
policy questions regarding this 
collections contact Sonia Swancy at 
410–786–8445.) 

Dated: April 4, 2018. 
William N. Parham, III, 
Director, Paperwork Reduction Staff, Office 
of Strategic Operations and Regulatory 
Affairs. 
[FR Doc. 2018–07247 Filed 4–9–18; 8:45 am] 

BILLING CODE 4120–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA–2018–N–1262] 

Notice of Approval of Products Under 
Voucher: Rare Pediatric Disease 
Priority Review Vouchers 

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

SUMMARY: The Food and Drug 
Administration (FDA) is announcing the 
issuance of several approvals of 
products redeeming a priority review 
voucher. The Federal Food, Drug, and 
Cosmetic Act (FD&C Act), as amended 
by the Food and Drug Administration 
Safety and Innovation Act (FDASIA), 
authorizes FDA to award priority review 
vouchers to sponsors of approved rare 
pediatric disease product applications 
that meet certain criteria. FDA is 
required to publish notice of the 
issuance of vouchers as well as the 
approval of products redeeming a 
voucher. 
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