EPA Human Subjects Research Statement (HSRS) (4 pages)

Human subjects research supported by the EPA is governed by EPA Regulation 40 CFR Part 26
(Protection of Human Subjects). This includes the Common Rule at subpart A and prohibitions
and additional protections for pregnant women and fetuses, nursing women and children at
subparts B, C and D. While retaining the same notation, subparts B, C and D are substantively
different in 40 CFR Part 26 than in the more commonly cited 45 CFR 46. Particularly
noteworthy is that research meeting the regulatory definition of intentional exposure research
found in subpart B is prohibited by that subpart in pregnant women, nursing women and
children. Research meeting the regulatory definition of observational research (any research that
is not intentional exposure research) found in subparts C and D is subject to the additional
protections found in those subparts for pregnant women and fetuses (subpart C) and children
(subpart D). These subparts also differ markedly from the language in 45 CFR 46. For more
information, please see: Basic Information about Human Subjects Research.

Procedures for the review and oversight of human research subject to 40 CFR Part 26 are also
provided in EPA Order 1000.17A. These include review of projects for EPA-supported human
research by the EPA Human Subjects Research Review Official (HSRRO). Additional
requirements must be met and final approval must be received from the HSRRO before the
human subjects’ portion of the research can begin. When reviewing human observational
exposure studies, EPA Order 1000.17A requires the HSRRO to apply the principles described in
the SEAOES document and grant approval only to studies that adhere to those principles.

All applications submitted under this solicitation must include a HSRS as described below. For
more information about what constitutes human subjects research, please see: Basic Information
about Human Subjects Research. For information on the prohibition on the inclusion of
vulnerable subjects in intentional exposure research, please see: Protection of Human Subjects.

Human Subjects Research Statement (HSRS) Requirements

If the proposed research does not involve human subjects as defined above, provide the
following statement in your application package as your HSRS: “The proposed research does not
involve human subjects.” Applicants should provide a clear justification about how the proposed
research does not meet the definition (for example, all samples come from deceased individuals
OR samples are purchased from a commercial source and provided without identifiers, etc.).

If the proposed research does involve human subjects, then include in your application package a
HSRS that addresses each applicable section listed below, referencing the specific location of the
information in the Research Plan, providing the information in the HSRS or explaining why the
section does not apply to the proposed research. (Not all will apply). Please note that even
research that has been determined to be exempt from the human subjects regulations by an IRB
(or other human subject research official at the institution) must be reviewed by the EPA
HSRRO. Therefore, consider exempt research to include human subjects work for this EPA
solicitation. Do not exceed four consecutively numbered, 8.5x11-inch pages of single-spaced,
standard 12-point type with 1-inch margins. The factors below are not intended to be exhaustive
of all those needed for the HSRRO to provide the final approval necessary for research to be
conducted but provide a basis upon which the human subjects oversight review may begin.



NOTE: Researchers must provide evidence of an assurance on file with the U.S. Department of
Health and Human Services (HHS) (also known as a Federalwide Assurance (FWA) or other
Federal Agency that it will comply with regulatory provisions in the Common Rule. In special
circumstances where there is no such assurance, EPA will work with investigators to obtain an
assurance from HHS or another source.

Complete all items below for studies involving human subjects.
Protection of Human Subjects (Adapted from National Institutes of Health Supplemental
Instructions for PHS 398 and SF424 (R&R) 11-10)
1. Risks to Human Subjects
a. Human Subjects Involvement, Characteristics and Design
* Describe and justify the proposed involvement of human subjects in the work
outlined in the Research Strategy section.
* Describe the characteristics of the subject population, including their anticipated
number, age range, and health status, if relevant.
* Describe and justify the sampling plan, including retention strategies and the
criteria for inclusion or exclusion of any subpopulation.
* Explain the rationale for the involvement of special vulnerable populations, such
as pregnant women, children, or others who may be considered vulnerable
populations.
» If relevant to the proposed research, describe procedures for assignment to a
study group. As related to human subject’s protection, describe and justify the
selection of an intervention’s dose, frequency, and administration.
* List any collaborating sites where human subjects research will be performed
and describe the role of those sites and collaborating investigators in performing
the proposed research. Explain how data from the site(s) will be obtained,
managed, and protected.
b. Sources of Materials
* Describe the research material obtained from living individuals in the form of
specimens, records, or data.
* Describe any data that will be collected from human subjects for the project(s)
described in the application.
* Indicate who will have access to individually identifiable private information
about human subjects.
* Provide information about how the specimens, records, and/or data are
collected, managed and protected as well as whether material or data that include
individually identifiable private information will be collected specifically for the
proposed research project.
c. Potential Risks
* Describe all the potential risks to subjects posed by participation in the research
(physical, psychological, financial, legal, or other), and assess their likelihood and
seriousness to the human subjects.
* Where appropriate, describe alternative treatments and procedures, including the
risks and potential benefits of the alternative treatments and procedures, to
participants in the proposed research.



2. Adequacy of Protection Against Risks

a. Recruitment and Informed Consent
* Describe plans for the recruitment of subjects (where appropriate) and the
process for obtaining informed consent. If the proposed studies will include
children, describe the process for meeting requirements for parental permission
and child assent.
* Include a description of the circumstances under which consent will be sought
and obtained, who will seek it, the nature of the information to be provided to
prospective subjects and the method of documenting consent. If a waiver of some
or all of the elements of informed consent will be sought, provide justification for
the waiver.

b. Protections Against Risk
* Describe planned procedures for protecting against or minimizing potential
risks, including risks to privacy of individuals or confidentiality of data and assess
their likely effectiveness.
* Research involving vulnerable populations, as described in the EPA regulations,
Subparts B-D, must include additional protections. Refer to EPA guidance and
regulations:

Prohibition of Research Conducted or Supported by EPA Involving Intentional
Exposure of Human Subjects who are Children or Pregnant or Nursing Women
Basic Information about Human Subjects Research

Protection of Human Subjects

Additional Protections for Pregnant Women and Fetuses Involved as Subjects in
Observational Research Conducted or Supported by EPA

Basic Information about Human Subjects Research

Protection of Human Subjects

Additional Protections for Children Involved as Subjects in Observational
Research Conducted or Supported by EPA
Basic Information about Human Subjects Research
Protection of Human Subjects
» Where appropriate, discuss plans for ensuring necessary medical or professional
intervention in the event of adverse effects to the subjects. Studies that involve
clinical trials must include a general description of the plan for data and safety
monitoring of the clinical trials and adverse event reporting to the IRB, the Data
and Safety Monitoring Board (DSMB) (if one has been established for the trial),
the EPA and others, as appropriate, to ensure the safety of subjects.
3. Potential Benefits of the Proposed Research to Human Subjects and Others
* Discuss the potential benefits of the research to research participants and others.
* Discuss why the risks to subjects are reasonable in relation to the anticipated benefits to
research participants and others.
* Please note that financial compensation of subjects is not considered to be a benefit of
participation in research.
4. Importance of the Knowledge to be Gained




* Discuss the importance of the knowledge to be gained as a result of the proposed
research.

* Discuss why the risks to subjects are reasonable in relation to the importance of the
knowledge that reasonably may be expected to result.

Note that an Interventional Study (or Clinical Trial) is a clinical study in which participants
are assigned to receive one or more interventions (or no intervention) so that researchers can
evaluate the effects of the interventions on biomedical or health-related outcomes; the
assignments are determined by the study protocol.

d. Scientific Data Management Plan (2 pages)

Applications submitted in response to this solicitation must include a Scientific Data
Management Plan (SDMP) that addresses public access to EPA-funded scientific research data
by including the information below:

(1) If the proposed research described in the application is expected to result in the generation of
scientific research data, the application must include a Scientific Data Management Plan
(SDMP) of up to two single-spaced pages (this is in addition to any application page limits
described in Section IV of this solicitation that apply to other parts of the application package)
describing plans for providing long-term preservation of, and public access to, the scientific
research data and accompanying metadata created and/or collected under the award (including
data generated under subawards and contracts) funded in whole or in part by EPA. The SDMP
should indicate that recipients will make accessible, at a minimum, scientific research data and
associated metadata underlying their scientific research journal publications funded in whole or
in part by EPA. SDMPs should reflect relevant standards and community best practices for data
and metadata and make use of community-accepted repositories whenever practicable. The
contents of the SDMP (or absence thereof) will be considered as part of the application review
process for selected applicants as described in Section V and must be deemed acceptable for the
applicant to receive an award. The SDMP should include the following elements (Note: If any of
the items listed below do not apply, please explain why):

i. Types of scientific research data and metadata expected to be generated and/or collected under
the award.

ii. The location where the data will be publicly accessible.

iii. The standards to be used for data/metadata format and content.

iv. Policies for accessing and sharing data including provisions for appropriate protection of
privacy, security, intellectual property, and other rights or requirements consistent with
applicable laws, regulations, rules, and policies.

v. Plans for digital data storage, archiving, and long-term preservation that address the relative
value of long-term preservation and access along with the associated costs and administrative
burden.

vi. Description of how data accessibility and preservation will enable validation of published
results or how such results could be validated if data are not shared or preserved.

vii. Roles and responsibilities for ensuring SDMP implementation and management (including
contingency plans in case key personnel leave the project).



viil. Resources and capabilities (equipment, connections, systems, software, expertise, etc.)
requested in the research application that are needed to meet the stated goals for accessibility and
preservation (reference can be made to the relevant section of the research application’s budget
justification).

ix. If appropriate, an explanation as to why data accessibility and/or preservation are not
possible.

(2) If the proposed research is not expected to result in the generation of scientific research data,
provide the following statement (not subject to any application page limits described in Section
IV of this solicitation) in your application as the SDMP: “The proposed research is not expected
to result in the generation of scientific research data.” If scientific research data are generated
after award, the recipient agrees to update the statement by providing EPA with a revised SDMP
(see content of SDMP described above) describing how scientific research data and
accompanying metadata created and/or collected under the award (including data generated
under subawards and contracts) will be preserved and, as appropriate, made publicly accessible.

f. References: References cited are in addition to other page limits (e.g., research plan, quality
assurance statement).
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