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TABLE 1—ESTIMATED ANNUAL REPORTING BURDEN '—Continued

Number of Average
21 CFR section; activity Number of responses per Total annual burden per Total hours
respondents respondent responses response
Use of veterinary master files during all phases of product
development (including product development that pre-
cedes the establishment of an INAD file or the submis-
SION Of @ NADA) ..o 15 1 15 20 300
1o} £ LS BRI B 1,022 | o 22,083

1There are no capital costs or operating and maintenance costs associated with this collection of information.
2NADAs and supplements regarding antimicrobial animal drugs that use a recommended approach to assessing antimicrobial concerns as

part of the overall preapproval safety evaluation.

Based on a review of the information
collection since our last request for
OMB approval, we have made no
adjustments to our previous estimates.
However, as discussed, we have
separately estimated the burden of the
“Use of veterinary master files during
all phases of product development
(including product development that
precedes the establishment of an INAD
file or the submission of an NADA)” in
table 1, row 10. We base our estimate of
the total annual responses for the use of
veterinary master files on such uses
initiated during calendar year 2018. We
base our estimate of the hours per
response upon our experience with the
respondents’ use of veterinary master
files. We estimate that the time it takes
to compile information and submit it to
a veterinary master file will vary from
1 to 50 hours, depending on the
complexity of the information;
therefore, we are estimating on average
the burden per response to be 20 hours.
Accordingly, we report an additional
300 burden hours and 15 total annual
responses in row 10. We are also
correcting several rounding errors that
were made in our last request for OMB
approval. Correcting these rounding
errors reduces our previously reported
total burden hours and total responses.
Thus, our estimated burden for the
information collection reflects a net
overall increase of 124 hours and a
corresponding increase of 14 responses.

Dated: February 11, 2019.
Lowell J. Schiller,
Acting Associate Commissioner for Policy.
[FR Doc. 2019-02479 Filed 2-14-19; 8:45 am]|
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Health Resources and Services
Administration

Advisory Council on Blood Stem Cell
Transplantation

AGENCY: Health Resources and Services
Administration (HRSA), the Department
of Health and Human Services (HHS).

ACTION: Notice of charter renewal.

SUMMARY: HHS is hereby giving notice
that the Advisory Council on Blood
Stem Cell Transplantation (ACBSCT)
has been renewed. The effective date of
the renewed charter is February 19,
2019.

FOR FURTHER INFORMATION CONTACT:
Robert Walsh, Executive Secretary,
ACBSCT, HRSA, 5600 Fishers Lane,
Rockville, Maryland 20857. Phone: 301—
443-6839; email: rwalsh@hrsa.gov.
SUPPLEMENTARY INFORMATION: Relevant
statutes are Public Law 109-129 as
amended by Public Law 111-264; 42
U.S.C. 274k; and Section 379 of the
Public Health Service Act. The Council
is governed by the provisions of Public
Law 92—-463, as amended (5 U.S.C.
appendix 2), which sets forth standards
for the formation and use of advisory
committees.

ACBSCT advises and makes
recommendations to the Secretary of
Health and Human Services (Secretary)
on matters related to the activities of the
C.W. Bill Young Cell Transplantation
Program and the National Cord Blood
Inventory Program. One of its principal
functions shall be to provide
consolidated, comprehensive sources of
expert, unbiased analysis and
recommendations to the Secretary on
the latest advances in the science of
blood stem cell transplantation.

ACBSCT may meet up to three times
during the fiscal year. The charter
renewal for ACBSCT was approved on
February 7, 2019. The filing date is
February 19, 2019. Renewal of the

ACBSCT charter authorizes the Council
to operate until February 19, 2021.

A copy of the ACBSCT charter is
available on the ACBSCT website at:
https://bloodcell.transplant.hrsa.gov/
about/advisory council/index.html. A
copy of the charter can also be obtained
by accessing the FACA database that is
maintained by the Committee
Management Secretariat under the
General Services Administration. The
website address for the FACA database
is http://www.facadatabase.gov/.

Amy P. McNulty,

Acting Director, Division of the Executive
Secretariat.
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Retail Pharmacy Interest in Utilization
of Innovative Educational Technology
To Increase Human Papillomavirus
(HPV) Vaccination Rates in Rural Areas

AGENCY: National Vaccine Program
Office, Office of the Assistant Secretary
for Health, Office of the Secretary,
Department of Health and Human
Services.

ACTION: Notice.

SUMMARY: This request for information
(RFT) is issued for informational and
planning purposes only. This RFI is not
a solicitation; nor does it commit the
Department of Health and Human
Services (HHS) to issue a solicitation,
make any award, or pay any costs
associated with responding to this
announcement.

The RFI is being issued by the
National Vaccine Program Office
(NVPO) of the U.S. Department of
Health and Human Services. The NVPO
is located in the Office of the Assistant
Secretary for Health (ASH), Office of the
Secretary (OS), U.S. Department of
Health and Human Services (HHS). The
NVPO provides strategic leadership and


https://bloodcell.transplant.hrsa.gov/about/advisory_council/index.html
https://bloodcell.transplant.hrsa.gov/about/advisory_council/index.html
http://www.facadatabase.gov/
mailto:rwalsh@hrsa.gov

		Superintendent of Documents
	2019-02-15T02:53:31-0500
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




