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1.0

FFRDC STATEMENT OF WORK

Introduction / Mission

The Frederick National Laboratory for Cancer Research (FNLCR) is a Government-Owned
Contractor-Operated (GOCO), Federally Funded Research and Development Center
(FFRDC), sponsored by the National Institutes of Health (NIH), and established in
accordance with Federal Acquisition Regulation (FAR) 35.017.

The purpose of the FNLCR is to provide a unique biomedical resource for the
development of new technologies and the translation of basic science discoveries into
novel agents for the prevention, diagnosis, and treatment of cancer, Human
Immunodeficiency Virus (HIV)/Acquired Immune Deficiency Syndrome (AIDS), and other
diseases.

As a FFRDC, the FNLCR has access to the National Cancer Institute (NCI), including access
to Governmental and Non-Governmental sensitive and proprietary information, well
beyond that which is encountered within the boundaries of a normal contractual
relationship. This access facilitates the NCl in the planning, executing, assessing, and
redirecting the policies, programs, and projects as necessary to meet the nation’s
needs. Accordingly, the Contractor must ensure that the public’s interest is always
placed above any corporate interest, and potential or actual organizational conflicts of
interest are promptly identified and mitigated. The Contractor must ensure objectivity
and independence in all technology, research, policy, and market matters.

The Contractor shall provide the intellectual leadership, management expertise, and
scientific capability to accomplish the research and operational objectives assigned by
the NCI to the FNLCR. Specific research and research support activities are executed
through several mechanisms, including, but not limited to, strategic planning, program
coordination, Government-Contractor cooperation and collaboration, and through a
work request system utilized by NCI and NIH components. In the Contractor’s planning,
execution, and completion of work, work systems, work processes, and work execution
must be communicated, coordinated and integrated with the NCI, NIH, and Department
of Health and Human Services (DHHS) as appropriate and as required by the
Government. As part of the Contractor’s stewardship of the laboratory, it is expected
that the Contractor maintain relationships with the broader research community to
enhance the intellectual vitality and research relevance of the laboratory, and to bring
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2.0

the best possible capabilities forward as it pertains to the FNLCR mission needs through
partnerships.

Inasmuch as the assigned objectives and activities of the FNLCR are dynamic and subject
to continuing evolution, this Statement of Work is intended to provide a broad
framework and general scope of the work to be performed at the FNLCR under the IDIQ
contract. More specific, detailed Statements of Work will be provided, as applicable, to
each Task Order.

Performance Goals, Objectives, and Outcomes

The Contractor is responsible and accountable for the planning, execution, completion,
assessment, and delivery of all work. The Contractor is also responsible for furnishing
corporate leadership, and FNLCR scientific, management, analytical, technical, and
support personnel with the requisite experience and expertise to conduct all FNLCR
activities and operations with distinction. Moreover, the Contractor shall assure
compliance with all Standards, Policies, Regulations, Licenses, Certifications and
Accreditations as required by the Government as provided in Attachment A of this
Statement of Work.

The Contractor is provided the freedom to exercise innovation and creativity to achieve
the mission and operational results expected of the FNLCR in exchange for full
accountability for the FNLCR’s performance within the parameters of the contract. The
Contractor shall develop and implement innovative approaches and adopt practices
which foster continuous improvement in accomplishing the FNLCR mission. This
includes an emphasis on the utilization and application of robust project management
processes, including post-implementation reviews.

The Contractor shall implement appropriate program and project management systems
to track progress and pursue cost-effectiveness in work activities. This includes, but is
not limited to: developing of integrated plans and schedules to achieve program
objectives, seeking input from stakeholders, maintaining sufficient technical expertise to
accomplish the work and manage activities/projects throughout the project/program
lifecycle, maintaining FNLCR infrastructure and facilities, and utilizing appropriate
technology and management systems to improve cost efficiency, performance, and
which accommodate urgent and shifting priorities.
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3.0

3.1.

Statement of Work (SOW)

The Contractor shall conduct Government initiated collaborative research and research
support, Government initiated Contractor executed projects, and Contractor initiated
and executed projects. Additionally, the Contractor shall provide research and research
support for NIH Institutes and Centers (ICs) and other federal agencies as authorized by
the NCI. All sponsored work shall be within the purpose of the FNLCR.

This research and research support shall encompass a wide range of scientific disciplines
that may include for example, but shall not be limited to: (a) analytical and
biomolecular chemistry; (b) biochemistry; (c) immunology, including clinical
immunology and clinical trial patient monitoring; (d) molecular biology and related
molecular technologies, including genotyping, gene sequencing, gene expression and
protein production; (e) genetics, including epidemiological studies; (f) virology, including
virus production and diagnostics; (g) structural biology; (h) biophysics; (i) cell biology; (j)
microscopy; (k) laboratory animal medicine, including diagnostic microbiology, animal
health diagnostics, characterization of the immune response repertoire in animal
models (including NHPs), toxicology, challenge studies, pathology, and targeted genome
editing; (1) in vivo and in vitro cancer and viral therapeutics; (m) advanced scientific
computing and bioinformatics; (n) molecular targets and assay development; (o)
advanced and emerging technologies including, but not limited to nanotechnology and
advanced scientific computing; (p) small animal imaging; (q) clinical studies support
including, but not limited to regulatory management, monitoring and oversight, site
selection, study implementation, and data management/analysis, clinical trials
monitoring, management and regulatory affairs for clinical research efforts; (r) Current
Good Manufacturing Practice (cGMP) production, cGMP manufacture of clinical
materials, including product/process development and support activities, technology
transfer and research, development and Investigational New Drug (IND) enabling
preclinical/Good Laboratory Practice (GLP) toxicology support; (s) repositories, (t)
protein/hormone detection and quantification; (u) molecular profiling/-omics
technologies; (v) nucleic acid extraction; (w) human pathology; (x) histotechnology
services; and (y) histology imaging.

Research and Research Support Programs, Projects, and Activities

3.1.1. Satellite Research Centers and Special Projects
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3.1.2.

3.1.3.

3.1.4.

The Contractor shall provide support to domestic and/or international
research/research support centers and support to domestic and/or international
special projects as required by the Government.

Clinical Research and Research Support

The Contractor shall provide research and research support for laboratory and
clinical investigations to the NCI, other NIH ICs and other government agencies in
the areas including, but not limited to, cancer, HIV/AIDS and other diseases. For
example, this shall include, but not be limited to, planning, conducting and
supporting clinical studies including staffing, site selection, regulatory support of
clinical research, monitoring via laboratory tests and other assays, including, but
not limited to: flow cytometry, histotechnology, and imaging. Staffing includes
and involves, but is not limited to: patient care coordination, provision of patient
care through physicians, physician extenders and nurses. In addition, activities
may include cGMP process development, process transfer, and pilot production
of experimental therapeutics and vaccines, manufactured under cGMP
requirements.

All work shall follow all regulations, policies, Federal Drug Administration (FDA)
requirements, and international regulatory requirements. Support may be
provided as a shared service to multiple groups or as a dedicated service to a
specific group.

Basic and Translational Research and Research Support

The Contractor shall provide basic and translational research and research
support to the NCI, other NIH ICs and other government agencies. Areas of
research and research support may include cancer, HIV/AIDS and other diseases.
Examples of support activities may include research, technical support,
laboratory management, administrative support, and project management.

Animal Research and Research Support

The Contractor shall provide animal research and research support. This
includes activities in support of animal care and use, such as animal safety
oversight and animal use protocol establishment and management. In addition,
the Contractor shall provide personnel and expertise for laboratory animal
medicine, including acquisition and holding, technical and health diagnostic
support to the NCI/NIH principal investigators and programs at NCl-designated
locations.
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3.1.5.

3.1.6.

3.1.7.

The Contractor shall provide scientific and technical expertise for animal
modeling experimentation. Examples of expertise may include, but are not
limited to: generation of genetically engineered animals, cryopreservation,
histology, pathology, and small animal imaging.

Advanced Technologies

The Contractor shall research, evaluate, recommend, develop, implement, and
apply advanced technologies, in support of government research initiatives,
projects and programs as required. Areas of support may include, but are not
limited to, nanotechnology, genomics, high performance computing research
informatics, antibodyomics, proteomics, metabolomics, and development and
application of advanced imaging technologies. Specific genomic approaches may
include: gene expression, methylation, and miRNA.

Repository Operation

The Contractor shall provide technical expertise in the operation and
management of repositories at various locations and shall provide facilities as
needed. Oversight of repository operations shall be provided by a repository
quality board (or equivalent oversight committee) comprised of both
Government stakeholders and Contractor personnel.

Information Systems, Information Technologies, and Data Science

The Contractor shall research, evaluate, recommend, develop, implement and
manage information systems and services in support of government research
initiatives, projects, and programs. These systems and services shall include, but
not be limited to, data science (bioinformatics, biostatistics); computer services
(desktop computer and user support); web development; software training;
systems development, implementation, and support (including enterprise wide
solutions supporting science and business operations); data warehousing; data
center operations (server system support, storage support, batch operations,
data center consolidation support; data center security); database
administration; network management and operations support;
telecommunications; and information / computer security. The Contractor shall
provide project management resources and use project management best
practices (Project Management Institute (PMI), Health and Human Services
Enterprise Performance Life Cycle (HHS EPLC), Information Technology
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3.1.8.

3.1.9.

Infrastructure Library (ITIL), and Agile) to deliver full project management life-
cycle solutions on all Information Technology (IT) projects. See Attachment A,
Section 3.1.7.

Technology Transfer Program

The Contractor shall establish, as appropriate, research and development
partnerships with industry that capitalize on the Contractor’s expertise and
facilities in support of the FFRDC. Cooperation with industry partners may
include long term strategic partnerships aimed at the commercialization of
FNLCR inventions. The Contractor is expected, as appropriate, to develop and
capitalize on productive relationships with regional and local organizations,
including companies and educational institutions, and through forums such as
conferences, workshops and presentations.

Principal mechanisms for facilitating these partnerships include: contractor
cooperative research and development agreement (cCRADA) pursuant to 15
U.S.C. 3710(a), material transfer agreement (MTA), beta-testing agreement,
collaboration agreement, and technical service agreement (TSA). Under
cCRADAs, the Contractor, as appropriate, is responsible for collecting and
managing cCRADA funds from research partners, as well as, managing patents,
licenses, and royalties resulting from inventions developed under cCRADASs.

The Contractor shall also provide scientific support under government
technology transfer agreements in direct support of the specific government
initiatives and activities within the scope of the FNLCR.

Other Laboratory Support

The Contractor shall provide additional laboratory support including, but not
limited to: (i) glassware services and associated special processing services for
glassware; and (ii) laundry services for reusable laboratory apparel.

3.2.  Facility Operations

3.2.1.

Environment, Health and Safety

The Contractor shall be responsible for the safety of workers and for the
provision of a safe and healthful environment.
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3.2.2.

3.2.3.

The Contractor shall be responsible for establishing and maintaining
management systems to identify deficiencies, resolve them in a timely manner,
ensure corrective actions are implemented (addressing the extent of conditions,
root causes, and measures to prevent recurrence), and prioritize and track
commitments and actions.

Elements of the program may include, but are not limited to: (a) accident reports
and trend analysis; (b) emergency response management/preparedness; (c)
Occupational Safety and Health Administration (OSHA) compliant exposure
monitoring/control; (d) Institutional Animal Care and Use Committee (IACUC)
liaison; (e) inspection program; (f) respiratory protection and air quality
evaluation program; (g) risk assessment program (industrial, chemical, and
biological); (h) monitoring of select agents; (i) biological control program and a
radiation safety program compliant with the site specific radioactive material use
licenses; and (j) OSHA training program; (k) facilitate Association for Assessment
and Accreditation of Laboratory Animal Care (AAALAC) accreditation; (l) perform
Environmental Assessment (EA), Environmental Impact Statement (EIS) as
applicable; (m) provide institutional biosafety and biosafety officers.

Occupational Health Services

The Contractor shall be responsible for the occupational health of workers.
Activities include for example, but are not limited to: (a) emergency treatment;
(b) emergency care training; (c) treatment of work related injuries and ilinesses;
(d) preventative health care programs; (e) fitness for duty evaluations and work
termination physical examinations; (f) clinical and hematological screening tests;
and (g) the preparation and maintenance of any health records, Occupational
Health Services (OHS) program manuals, and the operation of the Employee
Assistance Program; (h) provide medical surveillance program.

Facilities’ Maintenance and Engineering

Maintenance plans shall be compatible with elements of the current Interagency
Agreement including any revisions thereto, between the U.S. Army Garrison
(USAG), Fort Detrick, and the NCI at Frederick with the Contractor performing
those functions designated as the responsibility of the NCI at Frederick.
Examples of services to be provided include, but are not limited to: (a) start up,
maintenance, repair, and operation of all buildings and their utilities systems,
including the animal research facility (vivarium); (b) modifying or rearranging
laboratory or administrative spaces to make them functional as the NCl or
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3.2.4.

3.2.5.

3.2.6.

occupants require to meet all applicable local, national codes and the Biosafety
in Microbiological and Biomedical Laboratories (BMBL), Design Requirements
Manual (DRM) (as instructed by the NCI); (c) modification, repair, calibration,
and installation of special research equipment; (d) general housekeeping; (e)
general grounds keeping for NCI at Frederick property and any Contractor-leased
facilities, to include, but not limited to, landscaping, preventative surface
treatments (i.e. salting), and snow removal and other appropriate surface
treatments ; (f) maintenance of roads and surfaces for NCl at Frederick property;
and (g) Audio/Visual (A/V) telecommunication installation and repairs. The
Contractor shall be responsible for daily maintenance services requests and
twenty four (24) hour emergency services seven (7) days a week.

Security Program

The Contractor shall be responsible for the establishment and maintenance of a
security program at the FNLCR, which encompasses the assurance of safety and
security for infrastructure, personnel, animals, equipment, materials, and other
vital components, as well as crime prevention services, employee safety
education programs, and other emergency programs/plans as appropriate. The
Contractor shall perform risk assessment as required by the Interagency Security
Committee (ISC) Guideline, where applicable.

Emergency Management/Preparedness

The Contractor shall maintain an emergency management program that
encompasses laboratory activities and infrastructure, to include emergency
planning, preparedness, response, and readiness assurance procedures,
elements of which inform the Continuity of Operations Program (COOP).
Additionally, the program shall contain an occurrence notification and reporting
system.

Transportation and Logistics Services

The Contractor shall provide shuttle services on a scheduled basis. The
Contractor shall also provide transportation as requested to support the
transportation of personnel, animals, biological specimens, equipment,

furniture, and other items as required.

The Contractor shall also be responsible for fleet management, providing
maintenance and management services for NCI at Frederick Government
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3.3.

vehicles. The Contractor shall be responsible for the establishment, operation,
and maintenance, of a mail and courier service center, including incoming and
outgoing mail and shipments, as well as courier services from internal personnel
and external organizations.

The Contractor shall be responsible for the establishment, operation, and
maintenance of a warehouse and distribution center.

3.2.7. Cafeteria Services

The Contractor shall be responsible for the operation and maintenance of the
on-site cafeteria. The Contractor shall meet business and industry standards of
quality and nutrition, and comply with and support the 1990 and all subsequent
revisions of U.S. Dietary Guidelines. Licenses and permits shall be obtained as
required by State and local authorities, and all applicable building, health,
sanitary, and other regulations and laws shall be observed. The Contractor shall
secure and maintain insurance, and maintain records as appropriate.

3.2.8. Library Services

The Contractor shall provide library support services to the Scientific Library
including, but not limited to: access services, digitization and digital library
support, scientific research and instructional outreach, cataloging and collection
management, purchasing and maintenance of hard copy and digital
subscriptions, maintain an interlibrary loan program, and provide specific
scientific research and research support as requested.

3.2.9. Other Administrative/Support Services

The Contractor shall provide additional administrative and support services to
include: (i) publications, graphic arts, photography, and illustration services and
resources; and (ii) conference/meeting/seminar services and associated facility
management services.

Business Operations and Management

The Contractor shall manage and administer a system of internal controls for all
business and administrative operations. Management of the FNLCR business and
administrative operations shall include, but not be limited to, establishing internal
controls across the FNLCR, as necessary, and implementing business processes which
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are risk-based, cross-functional, cost effective, optimize and streamline operations,

increase efficiency, and enhance productivity.

In support of the FNLCR, the Contractor shall maintain electronic business/information

systems for organizational operations and for activities involving general purpose data

collection, data processing, and report generation. The Contractor also shall maintain a

comprehensive records management program.

3.3.1.

3.3.2.

Human Resources Management

The Contractor shall attract and retain outstanding employees and promote
workforce diversity. The Contractor shall conduct comprehensive pre-
employment screening as part of its strategic human capital management system.

Financial Management

The Contractor shall operate in a manner that is responsive to the obligations of
sound financial stewardship and public accountability. The Contractor shall
ensure they have an integrated accounting system suitable to capture, record,
and report financial activities in a timely manner; a budgeting system which
includes the short and long term forecasting of all resource requirements needed
to accomplish projected missions; an internal control system for all financial and
other business management processes, including the tracking and expenditure of
funds obligated under the contract; and a disbursements system for both
employee payroll and other supplier payments. The establishment of an internal
audit program is also required as referenced herein Section 3.3.8.

3.3.3. Acquisition Services/Purchasing Management

The Contractor, in accordance with approval requirements set forth in the
contract, may enter into subcontracts for the performance of any part of the
work under this Contract. The Contractor shall be responsible for the
establishment, execution, and administration of: subcontracts, leases, consultant
agreements, purchase orders, maintenance service agreements, and other
agreements as required or identified as appropriate.

The Contractor shall maintain a system to provide purchasing support and
subcontract administration, including subcontract pre-award and post-award
reviews.

Additionally, the Contractor shall strive to promote diversity in all of the FNLCR’s
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subcontracting efforts with emphasis on the use of the types of businesses
identified in the Small Business Subcontracting Plan, incorporated into this
Contract.

3.3.4. Property Management

The Contractor shall ensure that Government owned, Contractor held property is
accounted for, safeguarded, and disposed of properly. The Contractor shall
account for the control, use, preservation, protection, repair, and maintenance of
all Government property in its possession.

The Contractor shall be responsible for space portfolio management. Physical
space shall be documented, maintained and inventoried using the NCI standard
computer aided facility management software (CAFM) and space shall be
calculated using national Building Owners and Managers Association (BOMA)
standards.

3.3.5. Enterprise Resource Planning System

The Contractor shall manage business and administrative operations within the
Enterprise Resources Planning environment at the FNLCR which includes multiple
integrated systems that support business and administrative operations. These
operations include, but are not limited to: human resources, financial
management, acquisitions and purchasing management, and property
management.

3.3.6. Project and Strategy Management

The Contractor shall manage projects electronically to: (a) monitor project scope;
(b) ensure projects are completed within cost, schedule, and performance
expectations; and (c) support the utilization of standard project management
practices.

The Contractor shall maintain a formal method for strategic planning and
management which includes phases of analysis, assessment, formulation,
execution, and evaluation/sustainment, as it pertains to the FNLCR and to
Contractor-initiated and Contractor-executed projects and initiatives, as
appropriate. The Government maintains responsibility for the strategic planning
of Government initiatives.
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3.3.7. Legal Resources

The Contractor shall maintain legal support/resources for all contract activities
including, but not limited to, those related to patents, licenses, and other
intellectual property rights; subcontracts; technology transfer; environmental
compliance and protection, labor relations; and litigation and claims.

3.3.8. Audits and Assessments

The Contractor shall establish, maintain, and routinely execute an audit program
which provides capabilities for internal and subcontractor audits, supporting

external audits, reviews, and appraisals.

Exhibit A: Regulations/Certifications/Accreditations/Guidelines
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FFRDC STATEMENT OF WORK - EXHIBIT A
Regulations/Certifications/Accreditations/Guidelines

The Contractor shall comply with all Government Regulations and Policies.

Note: If links appear to be broken, try cutting and pasting the link in your browser, try a different
browser, and ensure you are using the current version of your browser.

3.1 Research Support Programs, Projects, and Activities

Good Laboratory Practices (GLP) Regulations
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRsearch.cfm?CFRPart=58

3.1.2 Clinical Research and Research Support

Regulatory Compliance including Medical Monitoring and Adverse Event Reporting for Clinical
Trial Monitoring/Management
http://www.hhs.gov/ohrp/policy/advevntguid.html

Clinical Laboratory Improvement Amendments (CLIA)
https://wwwn.cdc.gov/clia/Regulatory/default.aspx

Human Subjects Protection
http://www.hhs.gov/ohrp/humansubjects/regbook2013.pdf.pdf
http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html

Institutional Review Board Guidebook
http://www.hhs.gov/ohrp/archive/irb/irb chapter5.htm
http://www.hhs.gov/ohrp/policy/index.html

Acquisition and Supply of All Human Specimen Material (including fetal material) shall be
Obtained in Full Compliance with State and Local Laws and the Uniform Anatomical Gift Act
http://www.uniformlaws.org/shared/docs/anatomical gift/uaga final aug09.pdf

Human Fetal Tissue, Fetus and Embryo Research
http://www.gpo.gov/fdsys/pkg/USCODE-2010-title42/pdf/USCODE-2010-title42-
chap6A-subchaplll-partH-sec289g-2.pdf

Pharmaceutical Quality/Manufacturing Standards - Current Good Manufacturing Practices

(cGMP)
http://www.fda.gov/Drugs/GuidanceComplianceRegulatorylnformation/Guidances/ucm
064971.htm



http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRsearch.cfm?CFRPart=58
http://www.hhs.gov/ohrp/policy/advevntguid.html
https://wwwn.cdc.gov/clia/Regulatory/default.aspx
http://www.hhs.gov/ohrp/humansubjects/regbook2013.pdf.pdf
http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html
http://www.hhs.gov/ohrp/archive/irb/irb_chapter5.htm
http://www.hhs.gov/ohrp/policy/index.html
http://www.uniformlaws.org/shared/docs/anatomical_gift/uaga_final_aug09.pdf
http://www.gpo.gov/fdsys/pkg/USCODE-2010-title42/pdf/USCODE-2010-title42-chap6A-subchapIII-partH-sec289g-2.pdf
http://www.gpo.gov/fdsys/pkg/USCODE-2010-title42/pdf/USCODE-2010-title42-chap6A-subchapIII-partH-sec289g-2.pdf
http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/ucm064971.htm
http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/ucm064971.htm
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FDA Regulatory Compliance for Biopharmaceutical Development
http://www.fda.gov/Drugs/GuidanceComplianceRegulatorylnformation/

3.1.4. Animal Research and Research Support

Animal Welfare Act
http://awic.nal.usda.gov/government-and-professional-resources/federal-laws/animal-
welfare-act

Guide for the Care and Use of Laboratory Animals
http://grants.nih.gov/grants/olaw/Guide-for-the-Care-and-Use-of-Laboratory-

Animals.pdf

Guidelines for the Care and Use of Mammals in Neuroscience and Behavioral Research
http://www.nap.edu/read/10732/chapter/1#vi

PHS Policy on the Humane Care and Use of Laboratory Animals — Office of Laboratory Animal
Welfare
http://grants.nih.gov/grants/olaw/references/PHSPolicyLabAnimals.pdf
http://grants.nih.gov/grants/OLAW/olaw.htm
http://grants.nih.gov/grants/olaw/references/phspol.htm

USDA Animal Care Policy Manual
https://www.aphis.usda.gov/animal welfare/downloads/Animal%20Care%20Policy%20

Manual.pdf

Association for Assessment and Accreditation of Laboratory Animal Care International
http://www.aaalac.org/

3.1.7 Information Systems, Information Technologies, and Data Science

Common IT Security Configurations
http://checklists.nist.gov

Federal information technology directives and policies
http://csrc.nist.gov/publications/PubsSPs.html
http://www.hhs.gov/ocio/policy/
https://ocio.nih.gov/aboutus/publicinfosecurity/securitytraining/Pages/NIH IT General
RulesofBehavior.aspx

Section 508 of the Rehabilitation Act of 1973 (29 USC 794d) as amended by P.L. 105-220 under
Title IV (Rehabilitation Act Amendments of 1998)


http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/
http://awic.nal.usda.gov/government-and-professional-resources/federal-laws/animal-welfare-act
http://awic.nal.usda.gov/government-and-professional-resources/federal-laws/animal-welfare-act
http://grants.nih.gov/grants/olaw/Guide-for-the-Care-and-Use-of-Laboratory-Animals.pdf
http://grants.nih.gov/grants/olaw/Guide-for-the-Care-and-Use-of-Laboratory-Animals.pdf
http://www.nap.edu/read/10732/chapter/1#vi
http://grants.nih.gov/grants/olaw/references/PHSPolicyLabAnimals.pdf
http://grants.nih.gov/grants/OLAW/olaw.htm
http://grants.nih.gov/grants/olaw/references/phspol.htm
https://www.aphis.usda.gov/animal_welfare/downloads/Animal%20Care%20Policy%20Manual.pdf
https://www.aphis.usda.gov/animal_welfare/downloads/Animal%20Care%20Policy%20Manual.pdf
http://www.aaalac.org/
http://checklists.nist.gov/
http://csrc.nist.gov/publications/PubsSPs.html
http://www.hhs.gov/ocio/policy/
https://ocio.nih.gov/aboutus/publicinfosecurity/securitytraining/Pages/NIH_IT_GeneralRulesofBehavior.aspx
https://ocio.nih.gov/aboutus/publicinfosecurity/securitytraining/Pages/NIH_IT_GeneralRulesofBehavior.aspx
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http://www.section508.gov/content/learn/laws-and-policies
https://www.gpo.gov/fdsys/pkg/USCODE-2011-title29/htm|/USCODE-2011-title29-
chapl16-subchapV-sec794d.htm

HHS OCIO Policy for Information Technology (IT) Enterprise Performance Life Cycle (EPLC)
http://www.hhs.gov/ocio/policy/2008-0004.001.html

3.1.8 Technology Transfer Program

Patents and Patent Rights-Ownership by the Contractor
http://www.gpo.gov/fdsys/pkg/USCODE-2011-title35/pdf/USCODE-2011-title35.pdf
http://www.gpo.gov/fdsys/pkg/CFR-2008-title48-vol2/pdf/CFR-2008-title48-vol2-sec52-

227-11.pdf

3.2.1 Environment, Health and Safety

Safety and Health

29 CFR 1910 - Occupational Safety and Health Administration (OSHA)

HHSAR 323.7002 and HHSAR 352.223-70
http://www.hhs.gov/grants/contracts/contract-policies-regulations/hhsar/part-323-
environment-energy-and-water-efficiency-renewable-energy/index.html#
http://www.hhs.gov/grants/contracts/contract-policies-

regulations/hhsar/subpart352/#352.223-70Safetyandhealth

Radioactive Material License(s) - State and Federal
NRC Regulations Title 10, Chapter I, Code of Federal Regulations:
http://www.nrc.gov/reading-rm/doc-collections/cfr/
http://www.mde.state.md.us/programs/Air/RadiologicalHealth/RegulationsforControlof
lonizingRadiation/Documents/www.mde.state.md.us/assets/document/air/RH _comar/r
egs final new.pdf



http://www.section508.gov/content/learn/laws-and-policies
https://www.gpo.gov/fdsys/pkg/USCODE-2011-title29/html/USCODE-2011-title29-chap16-subchapV-sec794d.htm
https://www.gpo.gov/fdsys/pkg/USCODE-2011-title29/html/USCODE-2011-title29-chap16-subchapV-sec794d.htm
http://www.hhs.gov/ocio/policy/2008-0004.001.html
http://www.gpo.gov/fdsys/pkg/USCODE-2011-title35/pdf/USCODE-2011-title35.pdf
http://www.gpo.gov/fdsys/pkg/CFR-2008-title48-vol2/pdf/CFR-2008-title48-vol2-sec52-227-11.pdf
http://www.gpo.gov/fdsys/pkg/CFR-2008-title48-vol2/pdf/CFR-2008-title48-vol2-sec52-227-11.pdf
http://www.hhs.gov/grants/contracts/contract-policies-regulations/hhsar/part-323-environment-energy-and-water-efficiency-renewable-energy/index.html
http://www.hhs.gov/grants/contracts/contract-policies-regulations/hhsar/part-323-environment-energy-and-water-efficiency-renewable-energy/index.html
http://www.hhs.gov/grants/contracts/contract-policies-regulations/hhsar/subpart352/#352.223-70Safetyandhealth
http://www.hhs.gov/grants/contracts/contract-policies-regulations/hhsar/subpart352/#352.223-70Safetyandhealth
http://www.nrc.gov/reading-rm/doc-collections/cfr/
http://www.mde.state.md.us/programs/Air/RadiologicalHealth/RegulationsforControlofIonizingRadiation/Documents/www.mde.state.md.us/assets/document/air/RH_comar/regs_final_new.pdf
http://www.mde.state.md.us/programs/Air/RadiologicalHealth/RegulationsforControlofIonizingRadiation/Documents/www.mde.state.md.us/assets/document/air/RH_comar/regs_final_new.pdf
http://www.mde.state.md.us/programs/Air/RadiologicalHealth/RegulationsforControlofIonizingRadiation/Documents/www.mde.state.md.us/assets/document/air/RH_comar/regs_final_new.pdf
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Hazardous Materials (State and Federal)
http://www.epa.gov/learn-issues/learn-about-waste
http://www?2.epa.gov/laws-regulations
http://www.mde.state.md.us/programs/Land/HazardousWaste/HazardousWasteHome
/Pages/Programs/LandPrograms/hazardous waste/home/index.aspx
http://www.gpo.gov/fdsys/pkg/CFR-2004-title48-vol2/pdf/CFR-2004-title48-vol2-sec52-

223-3.pdf

Pollution Prevention, Waste Reduction, Energy Efficiency and Environment Assessment

42 USC 5801 Energy Research and Development Administration

https://www.acquisition.gov/sites/default/files/current/far/html/52 223 226.html

Applicable clauses include:

FAR 52.223-3

FAR 52.223-5

FAR 52.223-10

FAR 52.223-11

FAR 52.223-12

FAR 52.223-15

FAR 52.223-17

FAR 52.223-19

Controlled Substances
http://www.deadiversion.usdoj.gov/index.html

Biosafety in Microbiological and Biomedical Laboratories
http://www.cdc.gov/biosafety/publications/bmbl5/index.htm
29 CFR 1910.1030 — Bloodborne Pathogens
29 CFR 1910.1450 — Occupational Exposure to Hazardous Chemicals in Laboratories

NIH Guidelines for Research Involving Recombinant or Synthetic Nucleic Acid Molecules
http://osp.od.nih.gov/sites/default/files/NIH Guidelines 0.pdf
http://osp.od.nih.gov/office-biotechnology-activities/biosafety/nih-guidelines

HSPD-12
http://www.dhs.gov/homeland-security-presidential-directive-12

3.2.2 Occupational Health Services

Occupational Health and Safety in the Care and Use of Research Animals


http://www.epa.gov/learn-issues/learn-about-waste
http://www2.epa.gov/laws-regulations
http://www.mde.state.md.us/programs/Land/HazardousWaste/HazardousWasteHome/Pages/Programs/LandPrograms/hazardous_waste/home/index.aspx
http://www.mde.state.md.us/programs/Land/HazardousWaste/HazardousWasteHome/Pages/Programs/LandPrograms/hazardous_waste/home/index.aspx
http://www.gpo.gov/fdsys/pkg/CFR-2004-title48-vol2/pdf/CFR-2004-title48-vol2-sec52-223-3.pdf
http://www.gpo.gov/fdsys/pkg/CFR-2004-title48-vol2/pdf/CFR-2004-title48-vol2-sec52-223-3.pdf
https://www.law.cornell.edu/uscode/text/42/5801
https://www.acquisition.gov/sites/default/files/current/far/html/52_223_226.html
http://www.deadiversion.usdoj.gov/index.html
http://www.cdc.gov/biosafety/publications/bmbl5/index.htm
https://www.osha.gov/pls/oshaweb/owadisp.show_document?p_table=STANDARDS&p_id=10051
https://www.osha.gov/pls/oshaweb/owadisp.show_document?p_table=STANDARDS&p_id=10106
http://osp.od.nih.gov/sites/default/files/NIH_Guidelines_0.pdf
http://osp.od.nih.gov/office-biotechnology-activities/biosafety/nih-guidelines
http://www.dhs.gov/homeland-security-presidential-directive-12
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http://grants.nih.gov/grants/olaw/Guide-for-the-Care-and-Use-of-Laboratory-
Animals.pdf

Occupational Safety and Health Administration Regulations
www.osha.gov
https://www.osha.gov/law-regs.html

Environmental Protection Agency Regulations

WWW.epa.gov
https://www.epa.gov/laws-regulations

3.2.3 Facilities’ Maintenance and Engineering

Construction, building codes/standards, and applicable regulatory criteria

NIH Design Requirements Manual
http://orf.od.nih.gov/PoliciesAndGuidelines/BiomedicalandAnimalResearchFacilitiesDes
ignPoliciesandGuidelines/Pages/DesignRequirementsManualPDF.aspx

Protection of Buildings, Equipment and Vegetation
http://www.gpo.gov/fdsys/pkg/CFR-2011-title48-vol2/pdf/CFR-2011-title48-vol2-sec52-
236-28.pdf

National Fire Protection Association Codes and Standards
www.nfpa.org

International Building Code
http://codes.iccsafe.org/app/book/toc/2015/1-Codes/2015%20IBC%20HTML/index.html

3.2.7 Cafeteria Services
http://www.fda.gov/downloads/Food/GuidanceRegulation/RetailFoodProtection/FoodC
ode/UCM374510.pdf

3.3 Business Operations and Management

Privacy Act System of Records
https://oma.od.nih.gov/forms/Privacy%20Documents/PAfiles/0007.htm
https://oma.od.nih.gov/forms/Privacy%20Documents/PAfiles/0054.htm
https://oma.od.nih.gov/forms/Privacy%20Documents/PAfiles/0200.htm
https://oma.od.nih.gov/forms/Privacy%20Documents/PAfiles/0105.htm
https://oma.od.nih.gov/forms/Privacy%20Documents/PAfiles/0166.htm
https://oma.od.nih.gov/forms/Privacy%20Documents/PAfiles/0168.htm



http://grants.nih.gov/grants/olaw/Guide-for-the-Care-and-Use-of-Laboratory-Animals.pdf
http://grants.nih.gov/grants/olaw/Guide-for-the-Care-and-Use-of-Laboratory-Animals.pdf
http://www.osha.gov/
https://www.osha.gov/law-regs.html
http://www.epa.gov/
https://www.epa.gov/laws-regulations
http://orf.od.nih.gov/PoliciesAndGuidelines/BiomedicalandAnimalResearchFacilitiesDesignPoliciesandGuidelines/Pages/DesignRequirementsManualPDF.aspx
http://orf.od.nih.gov/PoliciesAndGuidelines/BiomedicalandAnimalResearchFacilitiesDesignPoliciesandGuidelines/Pages/DesignRequirementsManualPDF.aspx
http://www.gpo.gov/fdsys/pkg/CFR-2011-title48-vol2/pdf/CFR-2011-title48-vol2-sec52-236-28.pdf
http://www.gpo.gov/fdsys/pkg/CFR-2011-title48-vol2/pdf/CFR-2011-title48-vol2-sec52-236-28.pdf
http://www.nfpa.org/
http://codes.iccsafe.org/app/book/toc/2015/I-Codes/2015%20IBC%20HTML/index.html
http://www.fda.gov/downloads/Food/GuidanceRegulation/RetailFoodProtection/FoodCode/UCM374510.pdf
http://www.fda.gov/downloads/Food/GuidanceRegulation/RetailFoodProtection/FoodCode/UCM374510.pdf
https://oma.od.nih.gov/forms/Privacy%20Documents/PAfiles/0007.htm
https://oma.od.nih.gov/forms/Privacy%20Documents/PAfiles/0054.htm
https://oma.od.nih.gov/forms/Privacy%20Documents/PAfiles/0200.htm
https://oma.od.nih.gov/forms/Privacy%20Documents/PAfiles/0105.htm
https://oma.od.nih.gov/forms/Privacy%20Documents/PAfiles/0166.htm
https://oma.od.nih.gov/forms/Privacy%20Documents/PAfiles/0168.htm
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http://www.hhs.gov/foia/privacy/sorns/09900001/index.html
http://www.hhs.gov/foia/privacy/sorns/09900005/index.html

HHS Records Management
http://www.hhs.gov/ocio/policy/2007-0004.001.html

Freedom of Information Act
http://www.gpo.gov/fdsys/pkg/USCODE-2010-title5/pdf/USCODE-2010-title5-partl-
chap5-subchapll-sec552.pdf
http://www.nih.gov/institutes-nih/nih-office-director/office-communications-public-
liaison/freedom-information-act-office/policies-administrative-manuals-affect-public

Privacy or Security Safeguards
http://www.gpo.gov/fdsys/pkg/CFR-2010-title48-vol2/pdf/CFR-2010-title48-vol2-sec52-

239-1.pdf

Plant Variety Protection Act
http://www.gpo.gov/fdsys/pkg/USCODE-2010-title7/pdf/USCODE-2010-title7-chap57-
subchapl-partA-sec2321.pdf

3.3.1 Human Resources Management
Regulatory Requirements Maintained for Year-end W-2s, Quarterly 941s, and FICA Remittances
Personnel Recordkeeping

https://www.opm.gov/policy-data-oversight/data-analysis-documentation/personnel-
documentation/personnel-recordkeeping/recguide2011.pdf

Privacy Act
http://www.gpo.gov/fdsys/pkg/USCODE-2010-title5/pdf/USCODE-2010-title5-partl-
chap5-subchapll-sec552a.pdf
http://www.gpo.gov/fdsys/pkg/CFR-2007-title45-voll/pdf/CFR-2007-title45-vol1-

part5b.pdf

Financial Conflict of Interest
http://www.gpo.gov/fdsys/pkg/CFR-2011-title45-vol1l/pdf/CFR-2011-title45-voll-

part94.pdf

Maintaining Confidential Information and Ethical Conduct

http://www.ecfr.gov/cgi-bin/text-idx?tpl=/ecfrbrowse/Title05/5cfr2635 main 02.tpl



http://www.hhs.gov/foia/privacy/sorns/09900001/index.html
http://www.hhs.gov/foia/privacy/sorns/09900005/index.html
http://www.hhs.gov/ocio/policy/2007-0004.001.html
http://www.gpo.gov/fdsys/pkg/USCODE-2010-title5/pdf/USCODE-2010-title5-partI-chap5-subchapII-sec552.pdf
http://www.gpo.gov/fdsys/pkg/USCODE-2010-title5/pdf/USCODE-2010-title5-partI-chap5-subchapII-sec552.pdf
http://www.nih.gov/institutes-nih/nih-office-director/office-communications-public-liaison/freedom-information-act-office/policies-administrative-manuals-affect-public
http://www.nih.gov/institutes-nih/nih-office-director/office-communications-public-liaison/freedom-information-act-office/policies-administrative-manuals-affect-public
http://www.gpo.gov/fdsys/pkg/CFR-2010-title48-vol2/pdf/CFR-2010-title48-vol2-sec52-239-1.pdf
http://www.gpo.gov/fdsys/pkg/CFR-2010-title48-vol2/pdf/CFR-2010-title48-vol2-sec52-239-1.pdf
http://www.gpo.gov/fdsys/pkg/USCODE-2010-title7/pdf/USCODE-2010-title7-chap57-subchapI-partA-sec2321.pdf
http://www.gpo.gov/fdsys/pkg/USCODE-2010-title7/pdf/USCODE-2010-title7-chap57-subchapI-partA-sec2321.pdf
https://www.opm.gov/policy-data-oversight/data-analysis-documentation/personnel-documentation/personnel-recordkeeping/recguide2011.pdf
https://www.opm.gov/policy-data-oversight/data-analysis-documentation/personnel-documentation/personnel-recordkeeping/recguide2011.pdf
http://www.gpo.gov/fdsys/pkg/USCODE-2010-title5/pdf/USCODE-2010-title5-partI-chap5-subchapII-sec552a.pdf
http://www.gpo.gov/fdsys/pkg/USCODE-2010-title5/pdf/USCODE-2010-title5-partI-chap5-subchapII-sec552a.pdf
http://www.gpo.gov/fdsys/pkg/CFR-2007-title45-vol1/pdf/CFR-2007-title45-vol1-part5b.pdf
http://www.gpo.gov/fdsys/pkg/CFR-2007-title45-vol1/pdf/CFR-2007-title45-vol1-part5b.pdf
http://www.gpo.gov/fdsys/pkg/CFR-2011-title45-vol1/pdf/CFR-2011-title45-vol1-part94.pdf
http://www.gpo.gov/fdsys/pkg/CFR-2011-title45-vol1/pdf/CFR-2011-title45-vol1-part94.pdf
http://www.ecfr.gov/cgi-bin/text-idx?tpl=/ecfrbrowse/Title05/5cfr2635_main_02.tpl
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http://www.gpo.gov/fdsys/pkg/USCODE-2012-title18/pdf/USCODE-2012-title18-partl-

chap93-sec1905.pdf
http://www.gpo.gov/fdsys/pkg/USCODE-2011-title15/pdf/USCODE-2011-title15-

chap63-sec3710a.pdf
http://www.gpo.gov/fdsys/pkg/USCODE-2011-title5/pdf/USCODE-2011-title5-partl-

chap5.pdf

3.3.2 Financial Management

Cost Accounting Standards
https://www.gpo.gov/fdsys/granule/CFR-2002-title48-vol7/CFR-2002-title48-vol7-

chap99

Royalty Funds
http://www.gpo.gov/fdsys/pkg/USCODE-2011-title15/pdf/USCODE-2011-title15-

chap63-sec3710a.pdf



http://www.gpo.gov/fdsys/pkg/USCODE-2012-title18/pdf/USCODE-2012-title18-partI-chap93-sec1905.pdf
http://www.gpo.gov/fdsys/pkg/USCODE-2012-title18/pdf/USCODE-2012-title18-partI-chap93-sec1905.pdf
http://www.gpo.gov/fdsys/pkg/USCODE-2011-title15/pdf/USCODE-2011-title15-chap63-sec3710a.pdf
http://www.gpo.gov/fdsys/pkg/USCODE-2011-title15/pdf/USCODE-2011-title15-chap63-sec3710a.pdf
http://www.gpo.gov/fdsys/pkg/USCODE-2011-title5/pdf/USCODE-2011-title5-partI-chap5.pdf
http://www.gpo.gov/fdsys/pkg/USCODE-2011-title5/pdf/USCODE-2011-title5-partI-chap5.pdf
https://www.gpo.gov/fdsys/granule/CFR-2002-title48-vol7/CFR-2002-title48-vol7-chap99
https://www.gpo.gov/fdsys/granule/CFR-2002-title48-vol7/CFR-2002-title48-vol7-chap99
http://www.gpo.gov/fdsys/pkg/USCODE-2011-title15/pdf/USCODE-2011-title15-chap63-sec3710a.pdf
http://www.gpo.gov/fdsys/pkg/USCODE-2011-title15/pdf/USCODE-2011-title15-chap63-sec3710a.pdf



