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ANNUAL BURDEN ESTIMATES 

Instrument Number of 
respondents 

Number of 
responses per 

respondent 

Average 
burden hour 

per 
response 

Total burden 
hours 

New Program Specific PPRs ........................................................................... 600 2 4 4,800 

Mary B. Jones, 
ACF/OPRE Certifying Officer. 
[FR Doc. 2019–26913 Filed 12–12–19; 8:45 am] 

BILLING CODE 4184–79–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Administration for Community Living 

Request for Information: Family 
Caregiving Advisory Council; 
Correction 

AGENCY: Administration for Community 
Living, HHS. 

ACTION: Notice of correction. 

SUMMARY: The Administration for 
Community Living (ACL) published a 
document in the Federal Register on 
December 9, 2019, requesting 
information to the Advisory Council to 
Support Grandparents Raising 
Grandchildren seeking information to be 
used in the development of the Initial 
Report, as required by the Supporting 
Grandparents Raising Grandchildren 
Act (SGRG). The ACL wishes to change 
a line in the titling of the notice in order 
to avoid confusion for potential 
commenters. 

SUPPLEMENTARY INFORMATION: 
Correction: In the Federal Register of 
December 9, 2019, in FR doc. 2019– 
26437, on page 67270, in the second 
column, the second line should be 
changed to ‘‘Request for Information: 
Advisory Council to Support 
Grandparents Raising Grandchildren.’’ 
In addition, the DATES section due date 
is incorrect. It should read as follows: 
‘‘DATES: Comments on the request for 
information must be submitted by 11:59 
p.m. (EST) on February 7, 2019.’’ 

FOR FURTHER INFORMATION CONTACT: 
SGRG.Act@acl.hhs.gov 

Dated: December 9, 2019. 

Lance Robertson, 
Administrator and Assistant Secretary for 
Aging. 
[FR Doc. 2019–26880 Filed 12–12–19; 8:45 am] 

BILLING CODE 4154–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA–2019–D–4751] 

Food and Drug Administration 
Reauthorization Act Implementation 
Guidance for Pediatric Studies of 
Molecularly Targeted Oncology Drugs; 
Draft Guidance for Industry; 
Availability 

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

SUMMARY: The Food and Drug 
Administration (FDA or Agency) is 
announcing the availability of a draft 
guidance for industry entitled ‘‘FDARA 
Implementation Guidance for Pediatric 
Studies of Molecularly Targeted 
Oncology Drugs.’’ This draft guidance 
addresses early planning for pediatric 
evaluation of certain molecularly 
targeted oncology drugs, including 
biological products, for which original 
new drug applications (NDAs) and 
biologics license applications (BLAs) are 
expected to be submitted to FDA on or 
after August 18, 2020, in accordance 
with the provisions of the Federal Food, 
Drug, and Cosmetic Act (FD&C Act) as 
amended by the FDA Reauthorization 
Act of 2017 (FDARA). This guidance 
addresses the implementation of 
amendments made by FDARA to the 
FD&C Act regarding molecularly 
targeted oncology drugs. 
DATES: Submit either electronic or 
written comments on the draft guidance 
by February 11, 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 guidance 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– 
2019–D–4751 for ‘‘FDARA 
Implementation Guidance for Pediatric 
Studies of Molecularly Targeted 
Oncology Drugs.’’ 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 

VerDate Sep<11>2014 17:42 Dec 12, 2019 Jkt 250001 PO 00000 Frm 00075 Fmt 4703 Sfmt 4703 E:\FR\FM\13DEN1.SGM 13DEN1jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 N

O
T

IC
E

S

https://www.regulations.gov
https://www.regulations.gov
https://www.regulations.gov
https://www.regulations.gov
https://www.regulations.gov
mailto:SGRG.Act@acl.hhs.gov

		Superintendent of Documents
	2023-04-27T21:34:57-0400
	Government Publishing Office, Washington, DC 20401
	Government Publishing Office
	Government Publishing Office attests that this document has not been altered since it was disseminated by Government Publishing Office




