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disclose or provide the information 
requested. This includes the time 
needed to review instructions; to 
develop, acquire, install, and utilize 
technology and systems for the purpose 
of collecting, validating, and verifying 
information, processing and 


maintaining information, and disclosing 
and providing information; to train 
personnel and to be able to respond to 
a collection of information; to search 
data sources; to complete and review 
the collection of information; and to 
transmit or otherwise disclose the 


information. The total annual burden 
hours estimated for this ICR are 
summarized in the table below. 


Total Estimated Annualized Burden 
Hours: 


Form name 


Number of unique 
organizations 


funded through 
the two programs 


Number of 
respondents 


Number of 
responses per 


respondent 
Total responses 


Average burden per 
response 
(in hours) 


Total burden hours 


Community outreach 
worker profile form.


14 cooperative 
agreement awards 
for HRSA–21–136 
and 127 grant 
awards for HRSA– 
21–136.


Total number of 
Community out-
reach workers de-
ployed through the 
work of the two 
programs.


One response per 
respondent.


Reported once 
across the duration 
of the programs 
(the period of per-
formance for 
HRSA–21–136 is 6 
months, and for 
HRSA–21–140 is 
12 months).


Sampled response 
times of approxi-
mately 15 minutes 
per response.


Total hours spent on 
responses for all 
funded organiza-
tions over a 2-year 
period. 


131 (est.) .................. 3,000 (est.) ............... 1 ............................... 3,000 ........................ 0.27 hours ................ 800. 


Form name 
Number of 
community 


outreach workers 


Number of 
respondents over 


the period of 
the programs 


Number of 
responses per 


respondent 
Total responses 


Average burden per 
response 
(in hours) 


Total burden hours 


Vaccine-site data— 
outreach to commu-
nity members form.


Number of commu-
nity outreach work-
ers deployed for 6 
months (HRSA– 
21–136) or 12 
months (HRSA– 
21–140) of support.


Number of commu-
nity members in 
contact with com-
munity outreach 
workers.


One response per 
respondent or less 
(e.g., one re-
sponse from the 
audience of a 
group outreach 
event).


Reported once 
across the duration 
of the programs 
(the period of per-
formance for 
HRSA–21–136 is 6 
months, and for 
HRSA–21–140 is 
12 months).


Sampled response 
times of approxi-
mately 6 minutes 
per response.


Total hours spent on 
responses for all 
funded organiza-
tions over a 2-year 
period. 


3,000 (est.) ............... 4,000,000 (est.) ........ 1 ............................... 4,000,000 ................. 0.12 hours ................ 466,667. 
General outreach ac-


tivities for commu-
nity members form.


Number of commu-
nity outreach work-
ers deployed for 6 
months (HRSA– 
21–136) or 12 
months (HRSA– 
21–140) of support.


Number of commu-
nity members in 
contact with com-
munity outreach 
workers.


One response per 
respondent or less 
(e.g., one re-
sponse from the 
audience of a 
group outreach 
event).


Reported once 
across the duration 
of the programs 
(the period of per-
formance for 
HRSA–21–136 is 6 
months, and for 
HRSA–21–140 is 
12 months).


Sampled response 
times of approxi-
mately 6 minutes 
per response.


Total hours spent on 
responses for all 
funded organiza-
tions over a 2-year 
period. 


3,000 (est.) ............... 4,000,000 (est.) ........ 1 ............................... 4,000,000 ................. 0.12 hours ................ 466,667. 
Grand Total ......... 8,003,000 (est.) ........ .................................. .................................. 8,003,000 (est.) ........ .................................. 934,134. 


HRSA specifically requests comments 
on (1) the necessity and utility of the 
proposed information collection for the 
proper performance of the agency’s 
functions, (2) the accuracy of the 
estimated burden, (3) ways to enhance 
the quality, utility, and clarity of the 
information to be collected, and (4) the 
use of automated collection techniques 
or other forms of information 
technology to minimize the information 
collection burden. 


Maria G. Button, 
Director, Executive Secretariat. 
[FR Doc. 2021–17495 Filed 8–13–21; 8:45 am] 


BILLING CODE 4165–15–P 


DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 


[Document Identifier: OS–0990–0430, 0431, 
0432, 0433, 0434] 


Agency Information Collection 
Request; 60-Day Public Comment 
Request 


AGENCY: Office of the Secretary, HHS. 
ACTION: Notice. 


SUMMARY: In compliance with the 
requirement of the Paperwork 
Reduction Act of 1995, the Office of the 
Secretary (OS), Department of Health 
and Human Services, is publishing the 
following summary of proposed 
extensions of collections for public 
comment. 


DATES: Comments on the ICR must be 
received on or before October 15, 2021. 
ADDRESSES: Submit your comments to 
Sherrette.Funn@hhs.gov or by calling 
(202) 795–7714. 


FOR FURTHER INFORMATION CONTACT: 
When submitting comments or 
requesting information, please include 
the document identifier 0990–New–60D 
and project title for reference, to 
Sherrette A. Funn, email: 
Sherrette.Funn@hhs.gov, or call (202) 
795–7714 the Reports Clearance Officer. 


SUPPLEMENTARY INFORMATION: Interested 
persons are invited to send comments 
regarding this burden estimate or any 
other aspect of this collection of 
information, including any of the 
following subjects: (1) The necessity and 
utility of the proposed information 
collection for the proper performance of 
the agency’s functions; (2) the accuracy 
of the estimated burden; (3) ways to 
enhance the quality, utility, and clarity 
of the information to be collected; and 
(4) the use of automated collection 
techniques or other forms of information 
technology to minimize the information 
collection burden. 
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Title of the Collection: Crime Control 
Act—Requirement for Background 
Checks. 


Type of Collection: Extension. 
OMB No. 0990–0430—Office of the 


Assistant Secretary for Financial 
Resources, Office of Acquisitions. 


Abstract: Crime Control Act— 
Requirement for Background Checks: 
Performance of HHS mission requires 
the support of contractors. In some 


circumstances, depending on the 
requirements of the specific contract, 
the contractor is tasked to provide 
personnel who will be dealing with 
children under the age of 18. After 
contract award contractor personnel 
must undergo a background check as 
required by HHS Acquisition Regulation 
(HHSAR) 337.103(d)(3) and the clause at 
HHSAR 352.237–72 Crime Control 
Act—Requirement for Background 


Checks before working on the contract 
as required by federal law (Crime 
Control Act of 1990). The contractor is 
therefore required to provide 
information on the individual so that a 
proper background check can be 
performed. 


The Agency is requesting a 3-year 
extension to collect this information 
from public or private businesses. 


ESTIMATED ANNUALIZED BURDEN HOUR TABLE 


Type of respondent Number of 
respondents 


Number 
responses per 


respondent 


Average 
burden per 
response 
(in hours) 


Total burden 
hours 


Business (contractor) ....................................................................................... 160 1 1 160 


Total .......................................................................................................... 160 1 1 160 


Title of the Collection: Acquisitions 
Involving Human Subjects. 


Type of Collection: Extension. 
OMB No. 0990–0431—Office of the 


Assistant Secretary for Financial 
Resources, Office of Acquisitions. 


Abstract: Acquisitions Involving 
Human Subjects: Performance of HHS 
mission requires the support of 
contractors involving human subjects. 
Before awarding a contract to any 
contractor that will need to use human 


subjects, the Contracting Officer is 
required to verify that, the contractor 
holds a valid Federal Wide Assurance 
(FWA) approved by the Office for 
Human Research Protections (OHRP). 
The provisions are implemented via 
contract clauses found at HHSAR 
352.270–4a (Protection of Human 
Subjects), the clause at HHSAR 
352.270–4b (Protection of Human 
Subjects), the provision at HHSAR 
352.270–10 (Notice to Offerors— 


Protection of Human Subjects, Research 
Involving Human Subjects Committee 
(RIHSC) Approval of Research Protocols 
Required), and the clause at HHSAR 
352.270–11 (Protection of Human 
Subjects—Research Involving Human 
Subjects Committee (RIHSC) Approval 
of Research Protocols Required). 


The Agency is requesting a 3-year 
extension to collect this information 
from public or private businesses. 


ESTIMATED ANNUALIZED BURDEN HOUR TABLE 


Type of respondent Number of 
respondents 


Number 
responses per 


respondent 


Average 
burden per 
response 
(in hours) 


Total burden 
hours 


Business (contractor) ....................................................................................... 90 4 5 1,800 


Total .......................................................................................................... 90 4 5 1,800 


Title of the Collection: Acquisitions 
Involving the Use of Laboratory 
Animals. 


Type of Collection: Extension. 
OMB No. 0990–0432—Office of the 


Assistant Secretary for Financial 
Resources, Office of Acquisitions. 


Abstract: Acquisitions Involving the 
Use of Laboratory Animals: Performance 
of HHS mission requires the use of live 


vertebrate animals. Before awarding a 
contract to any contractor, which will 
need to use live vertebrate animals, the 
Contracting Officer is required to verify 
that the contractor holds a valid Animal 
Welfare Assurance from the Office of 
Laboratory Animal Welfare (OLAW) 
within NIH. Contractors are required to 
file the appropriate forms to obtain this 
approval. The applicable clauses are 


found at HHSAR 352.270–5a (Notice to 
Offerors of Requirement for Compliance 
with the Public Health Service Policy on 
Humane Care and Use of Laboratory 
Animals), and the clause at HHSAR 
352.270–5b (Care of Live Vertebrate 
Animals). 


The Agency is requesting a 3-year 
extension to collect this information 
from public or private businesses. 


ESTIMATED ANNUALIZED BURDEN HOUR TABLE 


Type of respondent Number of 
respondents 


Number 
responses per 


respondent 


Average 
burden per 
response 
(in hours) 


Total burden 
hours 


Business (contractor) ....................................................................................... 36 1 3 108 


Total .......................................................................................................... 36 1 3 108 
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Title of the Collection: Indian Child 
Protection and Family Violence Act. 


Type of Collection: Extension. 
OMB No. 0990–0433—Office of the 


Assistant Secretary for Financial 
Resources, Office of Acquisitions. 


Abstract: Indian Child Protection and 
Family Violence Act: Performance of 
IHS mission requires the support of 
contractors. In some circumstances, 
depending on the requirements of the 


specific contract, the contractor is 
tasked to provide personnel who will be 
dealing with Indian children under the 
age of 18. After contract award 
contractor personnel must undergo a 
background check as required by 
HHSAR 337.103(d)(4) and the clause at 
HHSAR 352.237–73 Indian Child 
Protection and Family Violence Act 
before working on the contract as 


required by federal law (Indian Child 
Protection and Family Violence Act 
(ICPFVA)). The contractor is therefore 
required to provide information on the 
individual so that a proper background 
check can be performed, as stated in the 
HHS Acquisition Regulation. 


The Agency is requesting a 3-year 
extension to collect this information 
from public or private businesses. 


ESTIMATED ANNUALIZED BURDEN HOUR TABLE 


Type of respondent Number of 
respondents 


Number 
responses per 


respondent 


Average 
burden per 
response 
(in hours) 


Total burden 
hours 


Business (contractor) ....................................................................................... 40 4 1 160 


Total .......................................................................................................... 40 4 1 160 


Title of the Collection: Meetings, 
Conferences, and Seminars—Public 
Accommodations and Commercial 
Facilities—Funding and Sponsorship. 


Type of Collection: Extension. 
OMB No. 0990–0434—Office of the 


Assistant Secretary for Financial 
Resources, Office of Acquisitions. 


Abstract: Meetings, Conferences, and 
Seminars—Public Accommodations and 
Commercial Facilities—Funding and 
Sponsorship: Performance of HHS 
mission requires the support of 
contractors. In some circumstances, 
depending on the requirements of the 


specific contract, the contractor is 
tasked to conduct meetings, 
conferences, and seminars. HHSAR 
311.7101(a) (Responsibilities) and the 
clause at HHSAR 352.211–1 
(Accessibility of meetings, conferences, 
and seminars to persons with 
disabilities) require contractors to 
provide a plan describing the 
contractor’s ability to meet the 
accessibility standards in 28 CFR part 
36. HHSAR 311.7202(b) 
(Responsibilities) and the clause at 
HHSAR 352.211–2 (Conference 


sponsorship request and conference 
materials disclaimer) require contractors 
to provide funding disclosure and a 
content disclaimer statement on 
conference materials. As a result of 
these clauses, HHS contractors 
providing conference, meeting, or 
seminars services are required to 
provide specific information to HHS as 
stated in the HHS Acquisition 
Regulation. 


The Agency is requesting a 3-year 
extension to collect this information 
from public or private businesses. 


ESTIMATED ANNUALIZED BURDEN HOUR TABLE 


Type of respondent Number of 
respondents 


Number 
responses per 


respondent 


Average 
burden per 
response 
(in hours) 


Total burden 
hours 


Business (contractor) ....................................................................................... 1,604 1 1 1,604 


Total .......................................................................................................... 1,604 1 1 1,604 


Sherrette A. Funn, 
Paperwork Reduction Act Reports Clearance 
Officer, Office of the Secretary. 
[FR Doc. 2021–17494 Filed 8–13–21; 8:45 am] 


BILLING CODE 4150–04–P 


DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 


National Institutes of Health 


National Institute of Environmental 
Health Sciences; Notice of Meeting 


Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended, notice is hereby given of a 
meeting of the National Advisory 
Environmental Health Sciences Council. 


The meeting will be open to the 
public as indicated below via videocast. 
The URL link to this meeting is https:// 
www.niehs.nih.gov/news/webcasts/. 
Individuals who plan to attend and 
need special assistance, such as sign 
language interpretation or other 
reasonable accommodations, should 
notify the Contact Person listed below 
in advance of the 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 Advisory 
Environmental Health Sciences Council. 


Date: September 13–14, 2021. 
Closed: September 13, 2021, 11:00 p.m. to 


11:45 p.m. 
Agenda: To review and evaluate grant 


applications and/or proposals. 
Place: National Institute of Environmental 


Health Science, Durham, NC 27709 (Virtual 
Meeting). 


Open: September 14, 2021, 12:00 p.m. to 
4:45 p.m. 


Agenda: To Discuss Program Policies and 
Issues. 


Place: National Institute of Environmental 
Health Science, Durham, NC 27709, https:// 
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Relevant collection reference is highlighted in yellow. However, the associated provision and clause are listed in 370.403 and 370.404, respectively.



Subpart 370.4 - Acquisitions Involving the Use of Laboratory Animals

 

370.400 Scope of subpart.

This subpart applies to all research, research training, biological testing, housing and maintenance, and other activities involving live vertebrate animals conducted under contract. Additional information can be found in Public Health Service (PHS) Policy on Humane Care and Use of Laboratory Animals http://grants.nih.gov/grants/olaw/references/phspolicylabanimals.pdf.

 

370.401 Policy.

(a) It is HHS policy that contracting activities shall not award a contract involving live vertebrate animals until the Contractor provides acceptable assurance the contract work is subject to initial and continuing review by an appropriate Institutional Animal Care and Use Committee (IACUC) as described in the PHS Policy at IV.B.6 and 7. The contracting officer shall require an applicable Animal Welfare Assurance approved by the Office of Laboratory Animal Welfare (OLAW), National Institutes of Health (NIH), of each contractor, subcontractor, or institution having responsibility for animal care and use involved in performance of the contract. Normally the assurance shall be approved before award. The contracting officer, on a case-by-case basis, may make award without an approved assurance in consultation with OLAW. For additional information see PHS Policy II., IV.A, and V.B.

(b) The OLAW, NIH, is responsible for negotiating assurances covering all HHS/PHS-supported or HHS/PHS-conducted activities involving the care and use of live vertebrate animals. OLAW shall provide guidance to contracting officers regarding adequate animal care and use, approval, disapproval, restriction, or withdrawal of approval of assurances. For additional information see PHS Policy V.A.

(c) If using live vertebrate animals, HHS policy requires that offerors address the points in the Vertebrate Animal Section (VAS) of the Technical Proposal. Each of the points must be addressed in the VAS portion of the Technical Proposal. For additional information see PHS Policy and use Contract Proposal VAS Worksheet. http://grants.nih.gov/grants/olaw/references/phspol.htm# InformationRequiredinApplications- ProposalsforAwardsSubmittedtoPHS and http://grants.nih.gov/grants/olaw/VAScontracts.pdf.

 

370.402 Assurances.

(a) Animal Welfare Assurances may be one of three types:

(1) Domestic Assurance (DA). A DA describes the institution's animal care and use program, including but not limited to the lines of authority and responsibility, veterinary care, IACUC composition and procedures, occupational health and safety, training, facilities, and species housed. A DA listed in OLAW's list of institutions with an approved DA is acceptable for purposes of this policy.

(2) Inter-institutional Assurance (IA). The offeror, its proposed subcontractor, or institution shall submit an IA when it does not have a proprietary animal care and use program, facilities to house animals or IACUC, and does not conduct animal research on-site. The offeror will perform the animal activity at an institution with an Animal Welfare Assurance named as a performance site. An IA approval extends to the full period of contract performance (up to 5 years) limited to the specific award or single project.

(3) Foreign Assurance (FA). The Foreign Assurance is required for institutions outside the U.S. that receive PHS funds directly through a contract award. The Foreign Assurance also applies to institutions outside the U.S. that receive PHS funds indirectly (named as a performance site). An FA listed in OLAW's list of institutions with an approved FA is acceptable for purposes of this policy.

(b) The contracting officer shall forward copies of proposals selected for negotiation and requiring an assurance to OLAW at olawdoa@od.nih.gov, as early as possible to secure the necessary assurances.

(c) A contractor providing animal care services at an institution with an Animal Welfare Assurance, such as a Government-owned, Contractor-operated (GOCO) site, does not need a separate assurance. GOCO site assurances normally cover such contractor services.

 

370.403 Notice to offerors.

(a) The contracting officer shall insert the provision at 352.270-5a, Notice to Offerors of Requirement for Compliance with the Public Health Service Policy on Humane Care and Use of Laboratory Animals, in solicitations involving live vertebrate animals.

(b) Offerors having a DA on file with OLAW shall submit IACUC approval of the use of animals in the manner required by the solicitation, but prior to award. The date of IACUC approval must not be more than 36 months prior to award.

(c) It is not necessary for offerors lacking an Animal Welfare Assurance to submit assurances or IACUC approval with proposals. OLAW shall contact contractors, subcontractors, and institutions to negotiate necessary assurances and verify IACUC approvals when requested by the contracting officer.

 

370.404 Contract clause.

The contracting officer shall insert the clause at 352.270-5b, Care of Live Vertebrate Animals, in solicitations, contracts, and orders that involve live vertebrate animals.



Associated HHSAR provision and clause.



352.270-5a Notice to Offerors of Requirement for Compliance with the Public Health Service Policy on Humane Care and Use of Laboratory Animals.



As prescribed in HHSAR 370.403(a), the Contracting Officer shall insert the following provision:



Notice to Offerors of Requirement for Compliance with the Public Health Service Policy on Humane Care and Use of Laboratory Animals (DEC 2015)



The Public Health Service (PHS) Policy on Humane Care and Use of Laboratory Animals (PHS Policy) establishes a number of requirements for research activities involving animals. Before awarding a contract to an offeror, the organization shall file, with the Office of Laboratory Animal Welfare (OLAW), National Institutes of Health (NIH), a written Animal Welfare Assurance (Assurance) which commits the organization to comply with the provisions of the PHS Policy, the Animal Welfare Act, and the Guide for the Care and Use of Laboratory Animals (National Academy Press, Washington, DC). In accordance with the PHS Policy, offerors must establish an Institutional Animal Care and Use Committee (IACUC), qualified through the experience and expertise of its members, to oversee the institution's animal program, facilities, and procedures. Offerors must provide verification of IACUC approval prior to receiving an award involving live vertebrate animals. No award involving the use of animals shall be made unless OLAW approves the Assurance and verification of IACUC approval for the proposed animal activities has been provided to the Contracting Officer. Prior to award, the Contracting Officer will notify Contractor(s) selected for projects involving live vertebrate animals of the Assurance and verification of IACUC approval requirement. The Contracting Officer will request that OLAW negotiate an acceptable Assurance with those Contractor(s) and request verification of IACUC approval. For further information, contact OLAW at NIH, 6705 Rockledge Drive, RKL1, Suite 360, MSC 7982 Bethesda, Maryland 20892-7982 (Email: olaw@od.nih.gov; Phone: 301-496-7163).



(End of provision)



352.270-5b Care of Live Vertebrate Animals.



As prescribed in HHSAR 370.404, the Contracting Officer shall insert the following clause:



Care of Live Vertebrate Animals (DEC 2015)



(a) Before undertaking performance of any contract involving animal-related activities where the species is regulated by the United Sates Department of Agriculture (USDA), the Contractor shall register with the Secretary of Agriculture of the United States in accordance with 7 U.S.C. 2136 and 9 CFR 2.25 through 2.28. The Contractor shall furnish evidence of the registration to the Contracting Officer.



(b) The Contractor shall acquire vertebrate animals used in research from a dealer licensed by the Secretary of Agriculture under 7 U.S.C. 2133 and 9 CFR 2.1-2.11, or from a source that is exempt from licensing under those sections.



(c) The Contractor agrees that the care, use, and intended use of any live vertebrate animals in the performance of this contract shall conform with the Public Health Service (PHS) Policy on Humane Care of Use of Laboratory Animals (PHS Policy), the current Animal Welfare Assurance (Assurance), the Guide for the Care and Use of Laboratory Animals (National Academy Press, Washington, DC) and the pertinent laws and regulations of the United States Department of Agriculture (see 7 U.S.C. 2131 et seq. and 9 CFR subchapter A, Parts 1-4). In case of conflict between standards, the more stringent standard shall govern.



(d) If at any time during performance of this contract, the Contracting Officer determines, in consultation with the Office of Laboratory Animal Welfare (OLAW), National Institutes of Health (NIH), that the Contractor is not in compliance with any of the requirements and standards stated in paragraphs (a) through (c) above, the Contracting Officer may immediately suspend, in whole or in part, work and further payments under this contract until the Contractor corrects the noncompliance. Notice of the suspension may be communicated by telephone and confirmed in writing. If the Contractor fails to complete corrective action within the period of time designated in the Contracting Officer's written notice of suspension, the Contracting Officer may, in consultation with OLAW, NIH, terminate this contract in whole or in part, and the Contractor's name may be removed from the list of those contractors with Animal Welfare Assurances.

Note: The Contractor may request registration of its facility and a current listing of licensed dealers from the Regional Office of the Animal and Plant Health Inspection Service (APHIS), USDA, for the region in which its research facility is located. The location of the appropriate APHIS Regional Office, as well as information concerning this program may be obtained by contacting the Animal Care Staff, USDA/APHIS, 4700 River Road, Riverdale, Maryland 20737 (Email: ace@aphis.usda.gov; Web site: (http://www.aphis.usda.gov/wps/portal/aphis/ourfocus/animalwelfare).



(End of clause)
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