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Human Research Protection Program (HRPP)

1.1 Policy

The Human Research Protection Program (HRPP) at Brookhaven Natlonal
Laboratory (BNL) encompasses all research involving human subjects performed at
or in conjunction with BNL. It is composed of various elements including the
Institutional Official, the Office of Research Admlmstratlon and an Institutional
Review Board.

BNL applies its expertise and world-class facilities to pressing scientific questions
about everything from the fundamental forces of nature to the complex interactions of
ecosystems and the environment. The cutting-edge explorations reveal processes
that unfold across the smallest and largest scales of time and space imaginable—
from the building blocks of matter to the edges of the universe itself. With extensive
core research capabilities and rich history of scientific breakthroughs, BNL advances
the mission of the U.S Department of Energy's Office of Science through the study of
nuclear and particle physics to gain a deeper understanding of matter, energy,

space, and time; photon sciences and nanomaterials research to address energy
problems of critical importance to the nation; and cross-disciplinary research to
understand the relationship between climate change, sustainable energy, and

Earth’s ecosystems.

BNL is operated and managed for DOE's Office of Science by Brookhaven Science
Associates, LLC (BSA), a company founded by the Research Foundation for the
State University of New York on behalf of Stony Brook University (hereinafter
referred to as SBU), the largest academic user of Laboratory facilities, and Battelle, a
nonprofit applied science and technology organization.

1.2 MISSIO“

The BNL HRPP is dedicated to maintaining the highest ethical standards for the
rights and welfare of human research subjects in pursuit of the advancement of basic
scientific knowledge of the human brain and body. -

The BNL HRPP was accredited by the Association for Accreditation of Human
Research Protection Programs (AAHRPP) from 2010 through 2014.

BNL has authorized the Central Department of Energy Instltutlonal Review Board
(CDOEIRB) as the IRB of record. This authorization is documented in an
Institutional Authorization Agreement.

1.3 Institutional Authority

The Institutional Official (10) for Human Subjects Research is the Signatory Official
legally authorized to represent BNL to assure protections for human subjects as
specified in the Federal Wide Assurance between BSA and the Department of Health
and Human Services (DHHS). The 10 is appointed by the Laboratory Director and
has oversight responsibility for all human subject research at BNL.

The Office of Research Administration‘(ORA) provides administrative support for the
BNL HRPP and reports directly to the 10.
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1.4 Definitions |
The following def nitions apply:

Research is defi ned by DHHS regulatlons at4s5 CFR 46 as "a systematic
investigation, including research development, testing and evaluation, designed to

- develop or contribute to generalizable knowledge. For the purpose of this part, the

followmg activities are deemed not to be research:

Scholarly and Journahstlc that focus directly on the specﬁ“ ¢ individuals about whom
‘the information is collected.

Public health surveillance activities conducted, supported, requested, ordered
required, or authorized by a public health authority.

Criminal justice investigations.

Authorized operational activities in support of mte]llgence homeland secunty,
defense, or other national defense m|SS|ons

Human subjects are defined by DHHS regulations at 45 CFR 46 as “a living

‘individual about whom an investigator (whether professional or student) conducting
research: 1) obtains information or biospecimens through intervention or interaction

~ with the individual and uses, studies, or analyzes the information or biospecimens; or
2) obtains, uses, studies or generates identifiable private information or identifiable

biospecimens.” : »

itis DOE policy that any DOE-funded or DOE laboratory-managed or conducted
research involving intentional modification of an individual’'s or a group of individuals’
environment, for example through installation of devices in homes and/or through
introduction of gases/chemicals to trace airflow in occupied residential, commercial,
or public settings, be managed as human subjects research and thus subject to the
requirements of DOE Order 443.1C. Such projects must be reviewed and approved

“by the Central DOE Institutional Review Board (IRB), a DOE laboratory IRB, or (if
conducted by a university) a university IRB with an approved Federalwide Assurance
of compliance, prior to the initiation of the research and after consultation Wlth the
appropriate Human Subjects Protection (HSP) program manager.

Minimal risk means that the probability and magnitude of harm or dlscomfort _
anticipated in the research are not greater in and of themselves than those ordlnanly ‘
encountered in daily life or during the performance of routine physrcal or

psychological examinations or tests )
“ Intervention |ncludes both physncal procedures by which information or
biospecimens are gathered (e.g., venipuncture) and manipulations of the subject or
the ‘subject's envnronment that are performed for research purposes !

Interaction includes communication or mterpersonal contact between investigator
and subject. : :

: Prlvate information includes information about behavior that occurs in a context in
which an individual can reasonably expect that no observation or recording is taking
place, and information which has been provided for specific purposes by an
individual and which the individual can reasonably expect will not be made public (for
example a medical record).
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. 1.5 Ethical Prmclples

. In 1974, the passage of the National Research Act established the National
Commlssmn for the Protection of Human Subjects of Biomedical and Behavioral

- Research. The Commission published the Belmont Report articulating the basic
ethical principles that guide the conduct of research with human subjects and forms
the foundation of 45 CFR 46. The report defined three principles as basic to
protecting human subjects: 1) respect, 2) beneficence, and 3) justice. All research
with human subjects at BNL is gwded by the ethical principles set forth in the
Belmont Report.

Respect for Persons: In considering respect for persons, investigators are required
to seek voluntary informed consent from potential subjects. . Voluntary informed
consent means that subjects freely decide about participating, and the study is fully
described in easily understood words. The consent form must include adequate
information about the study’s risks and benefits to help subjects decide whether to
take part in the research. Respect also means honoring the privacy of the individual,
keeping confidential the data obtained, and paying special attention to the welfare of
minors and individuals who are immature or incapacitated, perhaps even excluding
them from participating in certain research. The extent of protection depends upon
the level of autonomy the person possesses. '

Beneficence: The principle of beneficence requires that researchers maximize the
potential benefits to the subjects and minimize the risks of harm. Benefits to the
subjects, or generalizable knowledge gained from the research should balance or
outweigh the risks.

Justice: The principle of justice means that subjects are selected fairly and that the
risks and benefits of research are distributed equitably. Investigators should be
careful not to select subjects simply because of their easy availability, their
vulnerable position, or because of social, racial, gender, economic, or cultural biases.
Investigators should base their inclusion criteria on those factors that most effectively
and soundly address the research problem. : ‘

Additional justification is required for research with vulnerable populations
(individuals with a psychiatric disorder, an organic impairment, a developmental
disorder, and those suffering from a terminal illness, degenerative disease, severe
physical handicap, or dependence on drugs or alcohol). The study should be open
equally to men and women of all ages, children, and individuals from diverse
racial/ethnic backgrounds so that they receive an equal share of the benefits of -
research and that they do not bear an undue share of its burdens. Part|0|pat|on
should not be restricted without medical or scientific justification.

1.6 Regulatory Compliance ' ‘

The HRPP protects the rights and welfare of research subjects by following the
"Common Rule" which was adopted in 1991 by sixteen federal agencies that
support, conduct or otherwise regulate human subject research. For the U.S.
Department of Health and Human Services (DHHS), the Common Rule is
implemented at 45 CFR 46, Subpart A. Subparts B, C, and D include special
provisions for the protection of vulnerable subjects including pregnant women,
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fetuses, prisoners, and children. -For the Department of Energy (DOE), the Common
Rule is implemented at 10 CFR 745 and the DOE Policy and Order 443.1C.

The HRPP contacts the BNL Counsel to provide guidance for regulatory compliance
with New.York State and any other applicable regulations governing human subjects
research.

New York State defines a child as less than 18 years of age who has not been
emancipated under a NYS court decree. The terms “legally authorized
- representative” and “guardian” are interchangeable under NYS law.

1.7 Federal Wide Assurance (FWA)
BNL maintains a Federal Wide Assurance (FWA) #00000149 with the Department of
Health and Human Services (DHHS) that lists the CDOEIRB as the IRB of record.

1.8 Activities Covered by the HRPP'

The HRPP has jurisdiction over all research involving human subjects performed at
BNL and by its employees regardless of the Principal Investigator’s (Pl) appointment
or relationship with BNL. -

Before a protocol involving human subjects is started, it must first undergo review by
- the ORA Director for'minimal risk studies or an ad hoc committee for any greater
than minimal risk study followed by IRB review and approval; thereafter, the study
must be conducted according to the approved protocol in compliance with the
guidelines in this manual and DOE policies and procedures. Compliance is a crucial
element of the HRPP process because it is here that the collective effort of mdrvrdual :
investigators ensures the integrity of BNL as a research institution.

For research conducted by an outside organization, BNL is considered engaged
when the proposed activities conducted by the outside organization require that a
BNL-affiliated individual is involved in one of the following listed below. BNL is also
considered engaged if subcontracting with an organization to do any of the below
activities:

1. performlng invasive or noninvasive procedures for research purposes (e.g.,

‘ drawing blood; collecting other biological samples; dispensing drugs; _
administering other treatments; employing medical technologies; utilizing
physical sensors; utilizing other measurement procedures); -

2. manipulating the environment for research purposes (e.g., controlling
environmental light, sound, or temperature; presenting sensory stimuli;
orchestrating environmental events or social interactions; making voice, -

,digital, or image recordings);.

3. interacting with living individuals for research purposes (e.g., engaging in

protocol-dictated communication or interpersonal contact; conducting
‘ research interviews; obtaining informed consent);

4. releasing individually identifiable private information, or permit the outside
entity to obtain individually identifiable private information, without subjects'
explicit written permission (e.g., releasing student names or e-mails to the
outside entity for solicitation as research subjects; permitting the outside -
entity to record private information from medical records in individually
identifiable form);



HRPP 12/2023

5. obtaining, receiving, or possessing private information that is individually
identifiable (either directly or indirectly through coding systems) for research
purposes. '

AIternatlver, BNL is not considered engaged when the proposed activities require
that a BNL-affiliated individual only performs the following;
1. informing prospective subjects about the availability of research;
providing prospective subjects with written information about research (which
may include a copy of the relevant informed consent document and other
IRB-approved materials) but not obtaining subjects' consent or acting as
authoritative representatives of the investigators;
3. providing prospective subjects with information about contacting investigators
for information or enrollment;
4. obtaining and appropriately documenting prospectlve subjects' permission for
investigators to contact them;
5. only releasing identifiable pnvate information to the outside entity with the
prior written permission of the subject.

Research by non-BNL personnel may be performed on the BNL site after the
following:

1. The Investigator submits their IRB Approval, Protocol and Consent Form
to the ORA Director.
The ORA Director notifies the 10 and applicable Department/Division.
The 10 and Department/Division agree in writing that the research is -
appropriate to be performed at BNL.
The ORA Director informs the Investigator in writing of the approval.
The Investigator must submit yearly updates to the IRB approval and
notify the ORA of any changes to the protocol.

wnN
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1.9 Written Policies and Procedures v

The HRPP policies and procedures are maintained by the ORA. The policies and
procedures manual is reviewed and updated as needed, but no less than every other
year by the ORA Director and approved by the Institutional Official. The revised
version is posted on the ORA website with a disclaimer that it is the only official copy
‘and that before using a printed copy, investigators should verify that it is the most
current version by checking the document effective date on the website. BNL uses a
Standards Based Management System (SBMS) that disseminates information to the
.BNL community through the BNL SBMS website. .

1.10 HRPP Organization ) ‘
The Institutional Official (10) for Human Subjects Research is the Signatory Official
legally authorized to represent BNL to assure protections for human subjects as
specified in the Federal Wide Assurance between Brookhaven Science Associates,
LLC (BSA) and the Department of Health and Human Services (DHHS).

The Office of Research Administration (ORA) provides administrative support for the
BNL Human Subjects Research Program and reports directly to the 10.

The Institutional Review Board (IRB) for BNL is the Central Depar’cment of Energy
lnstttuﬂonal Review Board (CDOEIRB).
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1.11 Relationship among Components
All personnel involved in human subject research work closely to safeguard subjects’
rights and welfare. In particular:
1. All protocols are processed through the ORA. i N
2. Protocol compliance is monitored by CDOEIRB.
3. There are lines of communication with the CDOEIRB, both formal and
informal and contact is maintained on a regular basis.

1.12 HRPP Operations
¢ Institutional Official
“The Institutional Official (10} is the |nd|v1dual who is legally authorlzed to act for
- the institution who, on behalf of the institution, obligates the institution to the

Terms of the Assurance. The IO is responsible for ensuring that the Human
Research Protection Program (HRPP) functions effectively and that the institution
provides the resources and support necessary to comply with all requirements
applicable to research involving human subjects. The IO represents the
institution named in the Federal Wide Assurance (FWA). The 10O should be an
individual of sufficient rank who has the authority to ensure that all obligations of
the HRPP are carried out effectively and efficiently. The 10 should be at a level
of responsibility sufficient to allow authorization of necessary administrative or
legal action should that be required.

e HRPP Director _
The |0 has overall responsibility for the HRPP. The ORA Director has overall
responsibility for administration of the HRPP and reports directly to the 10.

¢ ‘Selection, Supervision and Evaluation of HRPP Staff |
HRPP staff must have extensive knowledge of human subjects research
regulations. .

1.13 HRPP Financial Support
The ORA has a dedicated budget through the Director’s Office. The budget covers
~ salaries, travel and office supplies. The budget is reviewed and updated annually.

1.14 HRPP Resources
The ORA has dedicated office space including room for all applicable HRPP files.

1.15 Undue Influence

In order to avoid influence from the research departments the ORA is part of the
Director’s Office and reports to the Institutional Official, who is the Laboratory Deputy
Director for Science and Technology and not otherwise involved in human subject
research.

BNL Management may subject protocols that have been approved by the IRB to
further review and approval but may not approve an activity that has not been
approved by the IRB.

2 Protocol Submission Process. -
2.1 Policy '
“All protocols involving human subjects research (HSR) that are to be conducted at BNL
or by BNL employees off-site must be approved by the IRB before beginning work.
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