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Human Subjects Protection Program (HSPP)

The protection of research subjects is a shared responsibility between the institution, investigators, the Institutional Review Board (IRB), the Office of Research Compliance (ORC), the Institutional Policy Committee (IPC), and the Human Subject Protection Program (HSPP).
Mission
The mission of the HSPP is to protect the rights, dignity, welfare, and privacy of the human subjects in all research conducted on behalf of the university by ensuring that research is conducted in accordance with the ethical principles of the Belmont Report, the Code of Federal Regulations (Title 45 part 46), Food and Drug Administration (FDA), university policy, and when applicable, other regulations and laws.  
The mission of the HSPP is achieved by:
· Ensuring that research involving human subjects receives the required approvals prior to the start of the research.
· Creating a collaborative and cooperative atmosphere of dialogue with investigators to facilitate the development of ethical and safe scientific research.
· Providing administrative and educational support to the university’s IRB. 

· Providing education to IRB members, investigators, and students about federal, state and university policies and procedures in regards to human subjects protections.

· Conducting activities that enhance compliance with the requirements of the HSPP. 

Governing Principles
The Kent State HSPP adheres to the ethical principles and guidelines for the protection of research participants summarized in the Belmont Report, complies with federal regulations, guidance, and state laws related to human subjects protection, and for federally-sponsored research maintains a Federalwide Assurance of compliance (FWA) with the Office for Human Research Protections (OHRP). The ethical and regulatory requirements of the HSPP apply to all research involving human

subjects conducted on behalf of Kent State university and to all individuals and components of the program.

The primary ethical principles guiding research for which the HSPP has overall responsibility, including protocols that are “exempt” from federal regulations pertaining to research involving human subjects, are provided in the Belmont Report.

Three basic principles of the Belmont Report, which also serve as the foundation for the federal regulations (45 CFR 46), are central to the ethics of research involving human subjects and guide the HSPP in ensuring that the rights and welfare of research participants are protected. These ethical principles are:

· Respect for persons – In consideration of respect for persons, investigators are required to seek voluntary informed consent from potential study participants. Voluntary informed consent means that study participants are given free choice to decide about participation, and the study is fully described in terms that are easy to understand. The consent form should include adequate information about the study risks and benefits that will assist study participants in deciding whether to participate in the research. In addition, respect means honoring the privacy of individuals and maintaining the confidentiality of data obtained. Respect for minors and mentally disabled persons requires taking extra precautions to protect those individuals who are immature or incapacitated, perhaps even to the extent of excluding them from participation in certain research. The extent of protection depends upon the level of autonomy the person possesses. 
· Beneficence – Requires that researchers maximize the potential benefits to the study participants and minimize the risks of harm. Benefits to the study participants, or generalized knowledge gained from the research, should balance or outweigh the risks.
Justice – The principle of justice means that study participants are selected fairly and that the risks and benefits of research are distributed equitably. Investigators should take precautions not to select study participants simply because of the study participants’ easy availability, their compromised position, or because of social, racial, gender, economic or cultural biases. Investigators should base inclusion criteria on those factors that most effectively and soundly address the research problem. (Dunn & Chadwick, 1999)
Federalwide Assurance

To apply for and receive federal support for research, Kent State University has an FWA with the OHRP in the Department of Health and Human Services (DHHS).  The university has entered into this agreement because it represents a commitment to providing responsible oversight for research involving the use of human subjects at, or conducted on behalf of, the university.  This written agreement is signed by the Institutional Official (IO) for the university and mandates that we:
· Develop policies and procedures to ensure compliance with 45 CFR 46 and all other applicable federal, state, local and university policies, and;

· Utilize an IRB system of review for all research involving human subjects conducted under the auspices of Kent State.
Kent State university has chosen to limit the scope of its FWA to federally funded research only. This flexibility does not create a two-tiered application of ethical principles or protections, rather, it allows for an appropriate level of flexibility without compromising protections.  Kent State applies commensurate protections for research projects that fall out of the scope of the FWA.

The flexibility policy applies to:

· Research considered by the IRB to be no greater than minimal risk.

· Research projects that are not externally funded or on instances where the sponsor does not require adherence to federal regulations.

The flexibility policy does not apply to:

· Research that is funded by agencies, federal or otherwise that are subject to the KSU FWA (i.e., NIH, NSF, CDC, FDA or USDA).
· Research that anticipates receiving federal funds, where a grant proposal is pending or planned.

· Research seeking or obtaining an NIH issued Certificate of Confidentiality.
· Data repositories containing data intended to be used to support applications to the FDA.
· Studies with clinical interventions

· Studies involving prisoners
DHHS Regulated Studies
Research projects that fall out of the scope of the KSU FWA are not subject to the same reporting requirements as federally funded projects for reporting of serious or continuing non-compliance, suspensions or terminations, or reporting of unanticipated problems involving risk to subjects or others. The HSPP does not report those matters to the federal agencies but follows internal reporting requirements.
All forms and checklists and documentation requirements outlined in other policies procedures within the HSPP apply to this segment of research. Continuing review requirements follow the “no less than annually” standards for non-exempt research.
FDA Regulated Studies (Investigational Drugs, Biologics, and Medical Devices) 

Research involving drugs, biologics and medical devices is regulated primarily by the Food and Drug Administration (FDA) and provides a transition from promising basic or laboratory research to accepted therapeutic or diagnostic procedures for subjects.  

Investigational drug, biologic, and device products (also called “test articles”) include: 

· Products that are not generally recognized as being safe and effective for any use under the conditions prescribed, recommended, or suggested by the FDA; and 

· Products already approved by the FDA as safe and effective for specific indications, that are being studied for new indications, doses, strengths, frequency or vulnerable populations other than those that have been approved. 

The Food and Drug Administration (FDA) requires IRB review and informed consent in the same way as NIH or the DHHS (or other Federal agencies that support research). However, the FDA has several additional reporting conditions that involve investigators directly.
Research subject to FDA regulations must meet and adhere to applicable standards and practices outlined in the Guidelines for Good Clinical Practice.
The FDA has final authority to determine whether a study is regulated. 
Clinical Trials
Clinical trials are studies in which one or more human subjects are prospectively assigned to one or more interventions (which may include placebo or other control) to evaluate the effects of those interventions on health-related biomedical or behavioral outcomes.

Answering yes to all four of the following questions indicates that the research meets the definition of a clinical trial:

· Does the study involve human participants?

· Are the participants prospectively assigned to an intervention?

· Is the study designed to evaluate the effect of the intervention on the participants?

· Is the effect that will be evaluated a health-related biomedical or behavioral outcome?

Clinical Trials conducted under the auspices of Kent State must meet and adhere to standards and practices as outlined in the Guidelines for Good Clinical Practice. 
Investigators conducting clinical trial research are subject to ICH-GCP guidelines and FDA regulations, and must meet additional obligations as defined in guidance entitled “Investigator Responsibilities under ICH-GCP Guidelines”. 
Components

The Kent State IRB, IPC, ORC, and investigators are all critical components of the HSPP and work together to ensure institutional compliance with ethical principles and regulatory requirements. 
Office of Research Compliance

The ORC is responsible for administration and maintenance of the HSPP. The ORC and the IRB have a central role in ensuring that human subject research conducted under the auspices of KSU is planned and conducted in an ethical manner, and in compliance with federal and state regulations, as applicable.  
The ORC administers, supports, and guides the work of the IRB and all related activities.  The ORC’s activities include:

· Providing administrative support for the university's IRB and the IPC.
· Determining and documenting when activities constitute research involving human subjects and when research is exempt from IRB review.

· IRB recordkeeping.
· Providing education on human subjects protection and the ethical and responsible conduct of research to faculty, staff, and students.
· Maintaining the university’s FWA, cooperative agreements, and reports to regulatory agencies (or other similar agreements and reports).

· Maintaining IRB policies and procedures with minor changes (misspellings, web updates, title or number changes, formatting changes, etc…).
· Serving as a resource for the university and external community for HRPP policies and other information relating to the protection of human subjects.
· Assisting the IPC with evaluation of HSPP operations and resources.
· Coordinating ancillary reviews performed by other regulatory committees and units (Biosafety, Sponsored Programs, University Counsel, etc.) when applicable.
· Collecting evaluation information for the overall HSPP program as well as educational sessions.

· Making recommendations to the IPC for action.

Institutional Review Boards 
Before a research project involving human subjects is initiated, it must be reviewed and approved by the IRB. While the principal investigator has immediate and primary responsibility for protecting research subjects by following the approved research protocol procedures, the Kent State IRB is responsible for ensuring that the research plan and the ongoing conduct of the research adequately protects the rights and welfare of study participants. 
Only the IRBs designated on the FWA may approve research involving human subjects conducted under the auspices of Kent State, unless the research is covered under a cooperative agreement (or other similar agreement) authorizing the research to be reviewed by another appropriate IRB serving as the IRB of record.
For more details regarding IRB review, refer to the policies and procedures entitled, General Overview of IRB Authority, Review & Makeup. 
Investigators

Faculty and student investigators play a crucial role in protecting the rights and welfare of human subjects and are responsible for carrying out sound ethical research that is consistent with the research applications approved by an IRB. Along with meeting the specific requirements of a particular research study, investigators are responsible for ongoing requirements in the conduct of approved research that include, in summary:

· Obtaining IRB approval or a determination that the research does not need IRB review, prior to initiating a research project.

· Obtaining and documenting informed consent of subjects or subjects’ legally authorized representatives prior to the subjects’ participation in the research, unless these requirements have been waived by the IRB (45 CFR 46.116; 45 CFR 46.117).
· Obtaining prior approval from the IRB for any modifications of the previously approved research, including modifications to the informed consent process and document, except those necessary to eliminate apparent immediate hazards to subjects (45 CFR 46.103(b)(4)).
· Ensuring that progress reports and requests for continuing review and approval are submitted to the IRB in accordance with the policies, procedures, and actions of the IRB as referenced in the institution’s OHRP-approved FWA (45 CFR 46.103(b)(4), 45 CFR 46.109(e), 45 CFR 46.115(a)(1)).
· Providing to the IRB prompt reports of any unanticipated problems involving risks to subjects or others (45 CFR 46.103(b)(5)).
· Adhering to the IRB’s policies on noncompliance and adverse events. 
· Keeping certain records as required by the HHS regulations for at least three years after completion of the study (45 CFR 46.115(b)).

Refer to PI eligibility policy for more information.
Investigators conducting clinical trial research subject to ICH-GCP guidelines must meet additional obligations as defined in guidance entitled “Investigator Responsibilities under ICH-GCP Guidelines”. 

