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preparation and review process for 
510(k). 

Under § 807.90, submitters may 
request information on their 510(k) 
review status 90 days after the initial 
login date of the 510(k). Thereafter, the 
submitter may request status reports 
every 30 days following the initial status 
request. To obtain a 510(k) status report, 

the submitter should complete the 
status request form, Form FDA 3541, 
and fax it to the Center for Devices and 
Radiological Health office identified on 
the form. 

The most likely respondents to this 
information collection will be 
specification developers and medical 
device manufacturers. 

In the Federal Register of July 23, 
2013 (78 FR 44130), FDA published a 
60-day notice requesting public 
comment on the proposed collection of 
information. No comments were 
received. 

FDA estimates the burden of this 
collection of information as follows: 

TABLE 1—ESTIMATED ANNUAL REPORTING BURDEN 1 

Activity/21 CFR part/Section/Form No. Number of 
respondents 

Number of 
responses per 

respondent 

Total annual 
responses 

Average 
burden per 
response 

Total hours 

510(k) submission (807 subpart E) ....................... 3,900 1 3,900 79 ................................. 308,100 
Summary cover sheet (807.87) and FDA 3514 .... 1,956 1 1,956 0.5 (30 minutes) ........... 978 
Status request (807.90(a)(3)) and FDA 3541 ....... 218 1 218 0.25 (15 minutes) ......... 55 
Standards (807.87(d) and (f)); FDA 3654 ............. 2,700 1 2,700 10 ................................. 27,000 
510(k) summary and statement (807.92 and 

807.93).
225 10 2,250 10 ................................. 22,500 

Total ................................................................ ........................ ........................ ........................ ...................................... 358,633 

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

Dated: October 22, 2013. 
Leslie Kux, 
Assistant Commissioner for Policy. 
[FR Doc. 2013–25298 Filed 10–25–13; 8:45 am] 

BILLING CODE 4160–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Health Resources and Services 
Administration 

CDC/HRSA Advisory Committee on 
HIV, Viral Hepatitis and STD Prevention 
and Treatment; Notice of Meeting 

In accordance with section l0(a)(2) of 
the Federal Advisory Committee Act 
(Pub. L. 92–463), notice is hereby given 
of the following virtual committee 
meeting. 

Name: CDC/HRSA Advisory 
Committee on HIV, Viral Hepatitis and 
STD Prevention and Treatment 

Dates and Times: November 13, 2013, 
10:00 a.m.–4:30 p.m. November 14, 
2013, 10:00 a.m.–12:30 p.m. 

Place: This meeting is accessible via 
audio conference call and Adobe 
Connect Pro. 

Status: This meeting is open to the 
public. The available lines will 
accommodate approximately 300 
people. 

Purpose: This Committee is charged 
with advising the Director, CDC, and the 
Administrator, HRSA, regarding 
activities related to prevention and 
control of HIV/AIDS, Viral Hepatitis and 
other STDs, the support of health care 
services to persons living with HIV/
AIDS, and education of health 

professionals and the public about HIV/ 
AIDS, Viral Hepatitis, and other STDs. 

Agenda: Agenda items include: (1) 
Affordable Care Act (ACA) Updates; (2) 
Clinical Workforce Issues; and (3) CHAC 
Workgroup Updates. Agenda items are 
subject to change as priorities dictate. 
To register for this event, please go to 
the following link: https://
hrsa.connectsolutions.com/
advisorychac/event/registration.html. 

After you register, you should receive 
a confirmation email with a URL link 
for access to this event. You will also 
need to enter your Adobe Connect user 
name and password. If you’ve never 
used Adobe Connect, get a quick 
overview: http://www.adobe.com/go/
connectpro_overview. 

The public can join the meeting by: 
1. (Audio Portion) Calling the Toll 

free Phone Number 1–888–324–9564 
and providing the Participant Pass Code 
4805129, and 

2. (Visual Portion) Connecting to the 
Advisory Committee Adobe Connect Pro 
Meeting using the following URL: 
https://hrsa.connectsolutions.com/
advisorychac/event/login.html (copy 
and paste the link into your browser if 
it does not work directly). 

Participants should call and connect 
15 minutes prior to the meeting in order 
for logistics to be set up. Call (301) 443– 
9684 or send an email to sgordon@
hrsa.gov if you are having trouble 
registering for this meeting; or call (301) 
443–2843 or send an email to lfores@
hrsa.gov if you are having trouble 
connecting to the meeting site. 

Public Comment: Persons who desire 
to make an oral statement may request 
it at the time of the public comment 

period. Public participation and ability 
to comment will be limited to space and 
time as it permits. 
FOR FURTHER INFORMATION CONTACT: 
Shelley B Gordon, Health Resources and 
Services Administration, HIV/AIDS 
Bureau, 5600 Fishers Lane, Rockville, 
Maryland 20857, telephone at (301) 
443–9684. 

Dated: October 21, 2013. 
Bahar Niakan, 
Director, Division of Policy and Information 
Coordination. 
[FR Doc. 2013–25231 Filed 10–25–13; 8:45 am] 

BILLING CODE 4165–15–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Institute of Environmental 
Health Sciences; Notice of Closed 
Meetings 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended (5 U.S.C. App.), 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. 

VerDate Mar<15>2010 14:52 Oct 25, 2013 Jkt 232001 PO 00000 Frm 00028 Fmt 4703 Sfmt 4703 E:\FR\FM\28OCN1.SGM 28OCN1w
re

ie
r-

av
ile

s 
on

 D
S

K
5T

P
T

V
N

1P
R

O
D

 w
ith

 N
O

T
IC

E
S

https://hrsa.connectsolutions.com/advisorychac/event/registration.html
https://hrsa.connectsolutions.com/advisorychac/event/registration.html
https://hrsa.connectsolutions.com/advisorychac/event/registration.html
https://hrsa.connectsolutions.com/advisorychac/event/login.html
https://hrsa.connectsolutions.com/advisorychac/event/login.html
http://www.adobe.com/go/connectpro_overview
http://www.adobe.com/go/connectpro_overview
mailto:sgordon@hrsa.gov
mailto:sgordon@hrsa.gov
mailto:lfores@hrsa.gov
mailto:lfores@hrsa.gov


64222 Federal Register / Vol. 78, No. 208 / Monday, October 28, 2013 / Notices 

Name of Committee: National Institute of 
Environmental Health Sciences Special 
Emphasis Panel; Conferences on 
Environmental Health. 

Date: November 5, 2013. 
Time: 1:00 p.m. to 5:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institute of Environmental 

Health Sciences, 530 Davis Drive, Keystone 
Building, Research Triangle Park, NC 27709 
(Telephone Conference Call). 

Contact Person: Leroy Worth, Ph.D., 
Scientific Review Officer, Scientific Review 
Branch, Division of Extramural Research and 
Training Nat. Institute of Environmental 
Health Sciences P.O. Box 12233, MD EC–30/ 
Room 3171, Research Triangle Park, NC 
27709 (919) 541–0670, worth@niehs.nih.gov. 

Name of Committee: National Institute of 
Environmental Health Sciences Special 
Emphasis Panel; Training and Career Grant 
Applications. 

Date: November 15, 2013. 
Time: 8:00 a.m. to 5:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institute of Environmental 

Health Sciences, Rall Building 101, 
Conference Room B, 111 T. W. Alexander 
Drive Research Triangle Park, NC 27709 
(Telephone Conference Call). 

Contact Person: Leroy Worth, Ph.D., 
Scientific Review Officer, Scientific Review 
Branch, Division of Extramural Research and 
Training Nat. Institute of Environmental 
Health Sciences P.O. Box 12233, MD EC–30/ 
Room 3171, Research Triangle Park, NC 
27709, 919/541–0670, worth@niehs.nih.gov. 
(Catalogue of Federal Domestic Assistance 
Program Nos. 93.115, Biometry and Risk 
Estimation—Health Risks from 
Environmental Exposures; 93.142, NIEHS 
Hazardous Waste Worker Health and Safety 
Training; 93.143, NIEHS Superfund 
Hazardous Substances—Basic Research and 
Education; 93.894, Resources and Manpower 
Development in the Environmental Health 
Sciences; 93.113, Biological Response to 
Environmental Health Hazards; 93.114, 
Applied Toxicological Research and Testing, 
National Institutes of Health, HHS) 

Dated: October 22, 2013. 
Carolyn Baum, 
Program Analyst, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 2013–25245 Filed 10–25–13; 8:45 am] 

BILLING CODE 4140–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Human Genome Research 
Institute; Notice of Closed Meetings 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended (5 U.S.C. App.), 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 Human 
Genome Research Institute Initial Review 
Group; Genome Research Review Committee, 
CEGS—Initiative to Maximize Research 
Education in Genomics. 

Date: November 7–8, 2013. 
Time: 8:00 a.m. to 5:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: Gaithersburg Marriott, 

Washingtonian Ctr., A–C, 9751 
Washingtonian Boulevard, Gaithersburg, MD 
20878. 

Contact Person: Ken D. Nakamura, Ph.D., 
Scientific Review Officer, Office of Scientific 
Review, National Human Genome Research 
Institute, National Institutes of Health, 
Bethesda, MD 20892, 301 402–0838. 

This meeting notice is being published less 
than 15 days in advance of the meeting due 
to the Government shutdown of October 
2013. 

Name of Committee: Center for Inherited 
Disease Research Access Committee. 

Date: November 14, 2013. 
Time: 11:30 a.m. to 1:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 5635 

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

Contact Person: Camilla E. Day, Ph.D., 
Scientific Review Officer, CIDR, National 
Human Genome Research Institute, National 
Institutes of Health, 5635 Fishers Lane, Suite 
4075, Bethesda, MD 20892, 301–402–8837, 
camilla.day@nih.gov. 

Name of Committee: National Human 
Genome Research Institute Special Emphasis 
Panel; DAP (Diversity Action Plan). 

Date: November 18, 2013. 
Time: 11:00 a.m. to 2:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Human Genome Research 

Institute, 4th Floor Conference Room, 5635 
Fishers Lane, Rockville, MD 20852, 
(Telephone Conference Call). 

Contact Person: Keith McKenney, Ph.D., 
Scientific Review Officer, NHGRI, 5635 
Fishers Lane, Suite 4076, Bethesda, MD 
20814, 301–594–4280, mckenneyk@
mail.nih.gov. 
(Catalogue of Federal Domestic Assistance 
Program Nos. 93.172, Human Genome 
Research, National Institutes of Health, HHS) 

Dated: October 22, 2013. 
David Clary, 
Program Analyst, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 2013–25242 Filed 10–25–13; 8:45 am] 

BILLING CODE 4140–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Cancer Institute; Notice of 
Closed Meetings 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended (5 U.S.C. App.), 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 Cancer 
Institute Special Emphasis Panel; Career and 
Training Development. 

Date: December 4, 2013. 
Time: 1:00 p.m. to 2:30 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: NCI Shady Grove, Room 7W110, 

9609 Medical Center Drive, Rockville, MD 
20850, (Telephone Conference Call). 

Contact Person: Robert Bird, Ph.D., Chief, 
Resources and Training Review Branch, 
Division of Extramural Activities, National 
Cancer Institute, NIH, 9609 Medical Center 
Drive, Room 7W110, MSC 9750, Bethesda, 
MD 20892–8328, 240–276–6344, birdr@
mail.nih.gov. 

Name of Committee: National Cancer 
Institute Initial Review Group; Subcommittee 
A—Cancer Centers. 

Date: December 5–6, 2013. 
Time: 8:00 a.m. to 1:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: Doubletree Hotel Bethesda, 

(Formerly Holiday Inn Select), 8120 
Wisconsin Avenue, Bethesda, MD 20814. 

Contact Person: Sonya Roberson, Ph.D., 
Scientific Review Officer, Resources and 
Training Review Branch, Division of 
Extramural Activities, National Cancer 
Institute, 9609 Medical Center, Room 7W116, 
Bethesda, MD 20892, 240–276–6347, 
robersos@mail.nih.gov. 

Information is also available on the 
Institute’s/Center’s home page: http://
deainfo.nci.nih.gov/advisory/irg/irg.htm, 
where an agenda and any additional 
information for the meeting will be posted 
when available. 
(Catalogue of Federal Domestic Assistance 
Program Nos. 93.392, Cancer Construction; 
93.393, Cancer Cause and Prevention 
Research; 93.394, Cancer Detection and 
Diagnosis Research; 93.395, Cancer 
Treatment Research; 93.396, Cancer Biology 
Research; 93.397, Cancer Centers Support; 
93.398, Cancer Research Manpower; 93.399, 
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