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pregnancy prevention, monitors funded 
programs, and ensures the provision of 
technical assistance and training 
through contracts, cooperative 
agreements, and Interagency 
Agreements. This includes the 
development and management of a 
social media marketing campaign to 
provide messaging to youth that 
normalize the optimal behavior of 
avoiding non-marital sexual activity. 

The Division of Runaway and 
Homeless Youth serves as the national 
leader for the provision of shelter and 
supportive services to unaccompanied 
homeless youth and administers the 
runaway and homeless youth program 
that incorporates the basic center, street 
outreach, and transitional living 
programs. The Division also conducts 
development and implementation of 
policy, guidelines, and regulations 
concerning the funding and 
management of service projects for 
youth in compliance with the Runaway 
and Homeless Youth Act. The Division 
designs, develops, funds, and monitors 
support activities related to RHY 
programs including, but not limited to, 
the provision of technical assistance, 
executing a monitoring system, 
maintaining a requisite data collection 
system, the National Clearinghouse on 
Homeless Youth and Families, and the 
National Runaway Safeline. The 
Division oversees the receipt and review 
of applications for discretionary grants 
in these program areas and monitors the 
management of these grants through 
monthly contacts and on-site visits 
through the ACF Regional Offices. 

Authority: 44 U.S.C. 3101. 

Dated: February 28, 2020. 
Alex M. Azar II, 
Secretary. 
[FR Doc. 2020–05869 Filed 3–18–20; 8:45 am] 
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SUMMARY: The Food and Drug 
Administration (FDA or the Agency) is 

reopening the comment period for the 
notice entitled ‘‘Development of a 
Shared System REMS; Draft Guidance 
for Industry; Availability’’ that appeared 
in the Federal Register of June 1, 2018. 
The Agency is taking this action to 
allow interested persons additional time 
to submit comments. 
DATES: FDA is reopening the comment 
period for the notice published on June 
1, 2018 (83 FR 25468). Submit either 
electronic or written comments on the 
draft guidance by May 18, 2020 to 
ensure that the Agency considers your 
comment on this draft guidance before 
it begins work on the final version of the 
guidance. 
ADDRESSES: You may submit comments 
on any guidances at any time 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): Dockets 
Management Staff (HFA–305), Food and 
Drug Administration, 5630 Fishers 
Lane, Rm. 1061, Rockville, MD 20852. 

• For written/paper comments 
submitted to the Dockets Management 
Staff, 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– 

2018–D–1041 for ‘‘Development of 
Shared System REMS.’’ 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 Dockets Management Staff 
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 Dockets Management 
Staff. 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.govinfo.
gov/content/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 Dockets Management 
Staff, 5630 Fishers Lane, Rm. 1061, 
Rockville, MD 20852. 

You may submit comments on any 
guidance at any time (see 21 CFR 
10.115(g)(5)). 

Submit written requests for single 
copies of the guidance 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; or to the Office of 
Communication, Outreach and 
Development, Center for Biologics 
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1 Up-to-date information about public meetings 
involving CDER is available on the internet at 
https://www.fda.gov/drugs/news-events-human- 
drugs/meetings-conferences-workshops-drugs. 

Evaluation and Research (CBER), Food 
and Drug Administration, 10903 New 
Hampshire Ave., Bldg. 71, Rm. 3128, 
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 guidance document. 
FOR FURTHER INFORMATION CONTACT: 
Lubna Merchant, Center for Drug 
Evaluation and Research, Food and 
Drug Administration, 10903 New 
Hampshire Ave., Bldg. 22, Rm. 4418, 
Silver Spring, MD 20993, 301–796– 
3600; or Stephen Ripley, Center for 
Biologics Evaluation and Research, 
Food and Drug Administration, 10903 
New Hampshire Ave., Bldg. 71, Rm. 
7301, Silver Spring, MD 20993, 240– 
402–7911. 
SUPPLEMENTARY INFORMATION: 

I. Background 

In the Federal Register of June 1, 
2018, FDA published a notice with a 60- 
day comment period to request 
comments on the draft guidance for 
industry entitled ‘‘Development of 
Shared System REMS.’’ This draft 
guidance describes some of the possible 
benefits of a shared system REMS and 
provides general principles and 
recommendations to assist industry 
with the development of these 
programs. Section 610 of the Further 
Consolidated Appropriations Act, 2020 
(Pub. L. 116–94, 133 Stat. 3524 
(December 20, 2019)), amended section 
505–1(i) of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 351–1(i)), 
regarding the requirement that a drug 
that is the subject of an abbreviated new 
drug application (ANDA) and its 
reference listed drug use a single, shared 
system for the elements to assure safe 
use unless FDA waives that 
requirement. We intend to revise the 
draft guidance accordingly. The Agency 
continues to recognize that shared 

system REMS may be in the interest of 
public health. 

FDA is reopening the comment period 
until May 18, 2020. FDA is interested in 
receiving additional input regarding any 
further steps the Agency could take to 
facilitate successful formation of shared 
system REMS. In particular, FDA is 
seeking comment on the challenges and 
successes with: (1) Negotiating 
governance agreements among parties 
involved in a shared system REMS and 
(2) developing effective shared system 
REMS programs. The Agency believes 
that an additional 60 days will allow 
adequate time for interested persons to 
submit comments without 
compromising the timely publication of 
the final version of the guidance. 

II. 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.fda.gov/BiologicsBloodVaccines/ 
GuidanceComplianceRegulatory
Information/Guidances/default.htm or 
https://www.regulations.gov. 

Dated: March 13, 2020. 
Lowell J. Schiller, 
Principal Associate Commissioner for Policy. 
[FR Doc. 2020–05712 Filed 3–18–20; 8:45 am] 
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AGENCY: Food and Drug Administration, 
HHS. 

ACTION: Notice. 

SUMMARY: The Food and Drug 
Administration is announcing that 
certain meetings involving the Center 
for Drug Evaluation and Research 
(CDER) from March 10 through April 30, 
2020, are postponed, cancelled, or 
modified to take place remotely. 

DATES: For dates that have been either 
postponed or cancelled, see table 1 in 
the SUPPLEMENTARY INFORMATION section. 

FOR FURTHER INFORMATION CONTACT: Kim 
Thomas, Center for Drug Evaluation and 
Research, Food and Drug 
Administration, 10903 New Hampshire 
Ave., Bldg. 51, Rm. 6282, Silver Spring, 
MD 20993–0002, 301–796–2357, 
Kimberly.K.Thomas@fda.hhs.gov. 

SUPPLEMENTARY INFORMATION: Certain 
public meetings involving CDER from 
March 10 through April 30, 2020, are 
postponed, cancelled, or modified to 
take place remotely due to extenuating 
circumstances. The meetings that are 
postponed or canceled as part of this 
notice are listed in table 1. If a meeting 
is rescheduled, information about the 
rescheduled meeting will be provided in 
the future. The meeting that will no 
longer take place in person and instead 
take place by webcast only as part of 
this notice is listed in table 2.1 
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