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number 0910–0014. The submission of 
BLAs under 21 CFR 601.2 and 601.12 is 
approved by OMB control number 
0910–0338. The submission of NDAs 
and ANDAs under 21 CFR 314.50, 
314.70, 314.71, 314.94, and 314.97 is 
approved by OMB control number 
0910–0001. The information to be 
included in a meeting request for a 
product submitted in an IND, BLA, or 
NDA is approved by OMB control 
number 0910–0429 (‘‘Guidance for 
Industry on Formal Meetings Between 
the FDA and Sponsors or Applicants’’ 
(December 2017)). Information to be 
included in a meeting request for a 
product submitted in an ANDA is 
approved by OMB control number 
0910–0797 (‘‘Guidance on Controlled 
Correspondence Related to Generic Drug 
Development’’ (December 2015)). 

IV. Electronic Access 
Persons with access to the internet 

may obtain the draft guidance at either 
https://www.fda.gov/Drugs/Guidance
ComplianceRegulatoryInformation/
Guidances/default.htm or https://
www.regulations.gov. 

Dated: February 22, 2019. 
Lowell J. Schiller, 
Acting Associate Commissioner for Policy. 
[FR Doc. 2019–03413 Filed 2–26–19; 8:45 am] 

BILLING CODE 4164–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Institute on Aging; Notice of 
Closed Meeting 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended, notice is hereby given of the 
following 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 
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 on 
Aging Initial Review Group; Neuroscience of 
Aging Review Committee, NIA–N. 

Date: June 4–5, 2019. 
Time: 11:00 a.m. to 11:00 a.m. 
Agenda: To review and evaluate grant 

applications. 
Place: Hotel Kabuki, 1625 Post Street, San 

Francisco, CA 94155. 

Contact Person: Greg Bissonette, Ph.D., 
Scientific Review Officer, Scientific Review 
Branch, National Institute on Aging, 7201 
Wisconsin Avenue, Gateway Building, Suite 
2W200, Bethesda, MD 20892, 301–402–1622, 
bissonettegb@mail.nih.gov. 
(Catalogue of Federal Domestic Assistance 
Program Nos. 93.866, Aging Research, 
National Institutes of Health, HHS) 

Dated: February 21, 2019. 

Melanie J. Pantoja, 
Program Analyst, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 2019–03346 Filed 2–26–19; 8:45 am] 

BILLING CODE 4140–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Institute on Aging: Notice of 
Closed Meeting 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended, notice is hereby given of the 
following 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 
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 on 
Aging Initial Review Group; Behavior and 
Social Science of Aging Review Committee, 
NIA–S. 

Date: June 5–6, 2019. 
Time: 11:00 a.m. to 11:00 a.m. 
Agenda: To review and evaluate grant 

applications. 
Place: Hotel Kabuki, 1625 Post Street, San 

Francisco, CA 94155. 
Contact Person: Carmen Moten, Ph.D., 

MPH, Scientific Review Officer, National 
Cancer Institute, 6116 Executive Blvd., Suite 
602, MSC 8341, Rockville, MD 20852–8341, 
301–496–8589, cmoten@mail.nih.gov. 
(Catalogue of Federal Domestic Assistance 
Program Nos. 93.866, Aging Research, 
National Institutes of Health, HHS) 

Dated: February 21, 2019. 

Melanie J. Pantoja, 
Program Analyst, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 2019–03351 Filed 2–26–19; 8:45 am] 

BILLING CODE 4140–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

Center for Scientific Review; 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: Center for Scientific 
Review Special Emphasis Panel; Program 
Projects: HIV Eradication and Substance 
Abuse. 

Date: March 14, 2019. 
Time: 2:00 p.m. to 5:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 6701 

Rockledge Drive, Bethesda, MD 20892 
(Virtual Meeting). 

Contact Person: Shiv A. Prasad, Ph.D., 
Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 5220, 
MSC 7852, Bethesda, MD 20892, 301–443– 
5779, prasads@csr.nih.gov. 

This notice is being published less than 15 
days prior to the meeting due to the timing 
limitations imposed by the review and 
funding cycle. 

Name of Committee: Center for Scientific 
Review Special Emphasis Panel; PAR 17– 
158: Secondary Data Analyses For NIMH 
Research Domain Criteria (R03). 

Date: March 21, 2019. 
Time: 2:00 p.m. to 6:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 6701 

Rockledge Drive, Bethesda, MD 20892 
(Telephone Conference Call). 

Contact Person: Julius Cinque, MS, 
Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 5186, 
MSC 7846, Bethesda, MD 20892, (301) 435– 
1252, cinquej@csr.nih.gov. 
(Catalogue of Federal Domestic Assistance 
Program Nos. 93.306, Comparative Medicine; 
93.333, Clinical Research, 93.306, 93.333, 
93.337, 93.393–93.396, 93.837–93.844, 
93.846–93.878, 93.892, 93.893, National 
Institutes of Health, HHS) 
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