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TABLE 1—ESTIMATED ANNUAL REPORTING BURDEN 1 

Activity/21 CFR section FDA 
form No. 

Number of 
respondents 

Number 
of responses 
per respond-

ent 

Total 
annual 

responses 

Average 
burden per 
response 

Total 
hours 

Supporting data for reclassification peti-
tion—21 CFR 860.123 ......................... ........................ 6 1 6 497 2,982 

Supplemental Data Sheet ........................ 3427 6 1 6 1.5 9 
General Device Classification Question-

naire ...................................................... 3429 6 1 6 1.5 9 

Total .................................................. ........................ ........................ ........................ ........................ ........................ 3,000 

1 There are no capital costs or operating and maintenance costs associated with this collection of information. 

Based on reclassification petitions 
received in the past 3 years, FDA 
anticipates that six petitions will be 
submitted each year. The time required 
to prepare and submit a reclassification 
petition, including the time needed to 
assemble supporting data, averages 500 
hours per petition. This average is based 
upon estimates by FDA administrative 
and technical staff who: (1) Are familiar 
with the requirements for submission of 
a reclassification petition, (2) have 
consulted and advised manufacturers on 
these requirements, and (3) have 
reviewed the documentation submitted. 

The burden estimate for this 
information collection has not changed 
since the past OMB approval. 

Dated: August 2, 2018. 
Leslie Kux, 
Associate Commissioner for Policy. 
[FR Doc. 2018–16983 Filed 8–7–18; 8:45 am] 

BILLING CODE 4164–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Meeting of the President’s Council on 
Sports, Fitness, and Nutrition; 
Correction 

AGENCY: Office of the Assistant 
Secretary for Health, President’s Council 
on Sports, Fitness, and Nutrition, Office 
of the Secretary, Department of Health 
and Human Services. 
ACTION: Notice of meeting; correction. 

SUMMARY: The Department of Health and 
Human Services published a document 
in the Federal Register of July 27, 2018, 
concerning the upcoming annual 
meeting of the President’s Council on 
Sports, Fitness, and Nutrition (PCSFN). 
The document contained an incorrect 
location and time. 
FOR FURTHER INFORMATION CONTACT: Ms. 
Holli M. Richmond, Executive Director, 
Office of the President’s Council on 
Sports, Fitness, and Nutrition, Tower 
Building, 1101 Wootton Parkway, Suite 

560, Rockville, MD 20852, (240) 276– 
9567. 

Correction 

In the Federal Register of July 27, 
2018, in FR Vol. 83 No. 145, on page 
35662, in the second column, correct 
the DATES and ADDRESSES captions to 
read: 

DATES: The meeting will be held on 
September 21, 2018, from 9:00 a.m. to 
12:30 p.m. 
ADDRESSES: Hubert H. Humphrey 
Building, 200 Independence Avenue 
SW, Room 800, Washington, DC 20201. 

Dated: August 1, 2018. 
Holli M. Richmond, 
Executive Director, Office of the President’s 
Council on Sports, Fitness, and Nutrition, 
U.S. Department of Health and Human 
Services. 
[FR Doc. 2018–16970 Filed 8–7–18; 8:45 am] 

BILLING CODE 4150–35–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Meeting of the President’s Council on 
Sports, Fitness, and Nutrition; 
Correction 

AGENCY: Department of Health and 
Human Services, Office of the Secretary, 
Office of the Assistant Secretary for 
Health, President’s Council on Sports, 
Fitness, and Nutrition. 
ACTION: Notice of meeting; correction. 

SUMMARY: The Department of Health and 
Human Services published a document 
in the Federal Register of July 27, 2018, 
concerning the upcoming annual 
meeting of the President’s Council on 
Sports, Fitness, and Nutrition (PCSFN). 
The document contained an incorrect 
location and time. 
FOR FURTHER INFORMATION CONTACT: Ms. 
Holli M. Richmond, Executive Director, 
Office of the President’s Council on 
Sports, Fitness, and Nutrition, Tower 
Building, 1101 Wootton Parkway, Suite 

560, Rockville, MD 20852, (240) 276– 
9567. 

Correction 
In the Federal Register of July 27, 

2018, in FR Vol. 83 No. 145, on page 
35662, in the second column, correct 
the DATES and ADDRESSES captions to 
read: 

DATES: The meeting will be held on 
September 21, 2018, from 9:00 a.m. to 
12:30 p.m. 
ADDRESSES: Hubert H. Humphrey 
Building, 200 Independence Avenue 
SW, Room 800, Washington, DC 20201. 

Dated: August 1, 2018. 
Holli M. Richmond, 
Executive Director, Office of the President’s 
Council on Sports, Fitness, and Nutrition, 
U.S. Department of Health and Human 
Services. 
[FR Doc. 2018–16969 Filed 8–7–18; 8:45 am] 

BILLING CODE 4150–35–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Institute of Nursing Research; 
Notice of Meeting 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended, notice is hereby given of a 
meeting of the National Advisory 
Council for Nursing Research. 

The meeting will be open to the 
public as indicated below, with 
attendance limited to space available. 
Individuals who plan to attend and 
need special assistance, such as sign 
language interpretation or other 
reasonable accommodations, should 
notify the Contact Person listed below 
in advance of the meeting. 

The meeting will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 
as amended. The grant applications and 
the discussions could disclose 
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confidential trade secrets or commercial 
property such as patentable material, 
and personal information concerning 
individuals associated with the grant 
applications, the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy. 

Name of Committee: National Advisory 
Council for Nursing Research. 

Date: September 4–5, 2018. 
Open: September 4, 2018, 1:00 p.m. to 5:00 

p.m. 
Agenda: Discussion of Program Policies 

and Issues. 
Place: National Institutes of Health, 

Building 31, 6th Floor, C Wing, Room 6, 31 
Center Drive, Bethesda, MD 20892. 

Closed: September 5, 2018, 9:00 a.m. to 
1:00 p.m. 

Agenda: To review and evaluate grant 
applications. 

Place: National Institutes of Health, 
Building 31, 6th Floor, C Wing, Room 6, 31 
Center Drive, Bethesda, MD 20892. 

Contact Person: Marguerite Littleton 
Kearney, Director Division of Extramural 
Science Programs, National Institute of 
Nursing Research National Institutes of 
Health, 6701 Democracy Boulevard, Room 
708, Bethesda, MD 20892, 301–402–7932, 
marguerite.kearnet@nih.gov. 

Any interested person may file written 
comments with the committee by forwarding 
the statement to the Contact Person listed on 
this notice. The statement should include the 
name, address, telephone number and when 
applicable, the business or professional 
affiliation of the interested person. 

In the interest of security, NIH has 
instituted stringent procedures for entrance 
onto the NIH campus. All visitor vehicles, 
including taxicabs, hotel, and airport shuttles 
will be inspected before being allowed on 
campus. Visitors will be asked to show one 
form of identification (for example, a 
government-issued photo ID, driver’s license, 
or passport) and to state the purpose of their 
visit. 

Information is also available on the 
Institute’s/Center’s home page: https://
www.ninr.nih.gov/aboutninr/nacnr, where an 
agenda and any additional information for 
the meeting will be posted when available. 

(Catalogue of Federal Domestic Assistance 
Program Nos. 93.361, Nursing Research, 
National Institutes of Health, HHS). 

Dated: August 3, 2018. 

Sylvia L. Neal, 
Program Analyst, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 2018–16978 Filed 8–7–18; 8:45 am] 

BILLING CODE 4140–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

NIH Clinical Center Research Hospital 
Board; Notice of Charter Renewal 

In accordance with Title 41 of the 
U.S. Code of Federal Regulations, 
Section 102–3.65(a), notice is hereby 
given that the Charter for the NIH 
Clinical Center Research Hospital Board 
was renewed for an additional two-year 
period on May 29, 2018. 

It is determined that the NIH Clinical 
Center Research Hospital Board is in the 
public interest in connection with the 
performance of duties imposed on the 
National Institutes of Health by law, and 
that these duties can best be performed 
through the advice and counsel of this 
group. 

Inquiries may be directed to Claire 
Harris, Acting Director, Office of Federal 
Advisory Committee Policy, Office of 
the Director, National Institutes of 
Health, 6701 Democracy Boulevard, 
Suite 1000, Bethesda, Maryland 20892 
(Mail Stop Code 4875), harriscl@nih.gov 
or Telephone (301) 496–2123. 

Dated: August 2, 2018. 
Sylvia L. Neal, 
Program Analyst, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 2018–16979 Filed 8–7–18; 8:45 am] 

BILLING CODE 4140–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Institute of Allergy and 
Infectious Diseases; Notice of Closed 
Meetings 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended, notice is hereby given of the 
following meetings. 

The meetings will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 
as amended. The grant applications and 
the discussions could disclose 
confidential trade secrets or commercial 
property such as patentable material, 
and personal information concerning 
individuals associated with the grant 
applications, the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy. 

Name of Committee: National Institute of 
Allergy and Infectious Diseases Special 
Emphasis Panel; Cooperative Centers on 
Human Immunology. 

Date: September 5–11, 2018. 

Time: 12:00 p.m. to 5:00 p.m. 
Agenda: To review and evaluate grant 

applications 
Place: Hyatt Regency Bethesda, One 

Bethesda Metro Center, 7400 Wisconsin 
Avenue, Bethesda, MD 20814. 

Contact Person: Paul A. Amstad, Ph.D., 
Scientific Review Officer, Scientific Review 
Program, Division of Extramural Activities, 
Room 3G41, NIAID/NIH/DHHS, 5601 Fishers 
Lane, Bethesda, MD 20892–7616, 240–669– 
5067, pamstad@niaid.nih.gov. 

Name of Committee: National Institute of 
Allergy and Infectious Diseases Special 
Emphasis Panel; Investigator Initiated 
Clinical Trial Planning and Implementation 
Applications. 

Date: September 24, 2018. 
Time: 12:00 a.m. to 2:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 5601 

Fishers Lane, Rockville, MD 20892 
(Telephone Conference Call). 

Contact Person: Lynn Rust, Ph.D., 
Scientific Review Officer, Scientific Review 
Program, Division of Extramural Activities, 
Room 3G42A, National Institutes of Health/ 
NIAID, 5601 Fishers Lane, MSC 9823, 
Bethesda, MD 20892–9823, (240) 669–5069, 
lrust@niaid.nih.gov. 
(Catalogue of Federal Domestic Assistance 
Program Nos. 93.855, Allergy, Immunology, 
and Transplantation Research; 93.856, 
Microbiology and Infectious Diseases 
Research, National Institutes of Health, HHS) 

Dated: August 3, 2018. 
Sylvia L. Neal, 
Program Analyst, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 2018–16974 Filed 8–7–18; 8:45 am] 

BILLING CODE 4140–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Institute on Minority Health 
and Health Disparities; Notice of 
Meeting 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended, notice is hereby given of a 
meeting of the National Advisory 
Council on Minority Health and Health 
Disparities. 

The meeting will be open to the 
public as indicated below, with 
attendance limited to space available. 
Individuals who plan to attend and 
need special assistance, such as sign 
language interpretation or other 
reasonable accommodations, should 
notify the Contact Person listed below 
in advance of the meeting. 

The meeting will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 
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