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I. INTRODUCTION
Purpose:   This policy addresses the use of human subjects in research.  All research involving human subjects at South Carolina State University (SCSU) is prohibited without the approval of the Institutional Review Board (IRB), appointed by the President of the University. SCSU is responsible for the performance of all research involving human subjects and therefore must assure compliance with all federal, state, and local regulations governing the use of human subjects in research.  The University does this on a case by case basis in accordance with the Federal Wide Assurance methodology.

Scope:  This policy is applicable to all activities that, in whole or in part, involve human subjects (except as defined in 45 CFR 46.101b) if research:
a. Is sponsored by the University;

b. Is performed by or under the direction of any employee or agent of the University in connection with his/her institutional responsibilities;

c. Is performed by or under the direction of any employee or agent of the University using any of the University’s properties or facilities;

d. Involves the use of the University’s non-public information to identify or contact human subjects or prospective subjects;

South Carolina State University will comply with the policies set forth in the following regulations:

· 45 CFR 46 Subpart A (Federal Policy for Protection of Human Subjects)

· 45 CFR 46 Subpart B (Additional Protection for Pregnant Women, Human Fetuses and Neonates Involved in Research)

· 45 CFR 46 Subpart C (Additional Protection Pertaining to Biomedical and Behavioral Research Involving Prisoners as Subjects)

· 45 CFR 46 Subpart D (Additional Protections for Children Involved as Subjects in Research)

Research involving human subjects (this also include non-funded student research) is covered by this policy will not be permitted until the IRB has reviewed and approved or exempted the research protocol; and an informed consent form has been obtained in accordance with and to the extent required by the 45 CFR 46.116.  Certification of the IRB reviews and approved or exemptions for all Federal funded research involving human subjects will be to the Principal Investigator no later than 60 days following the submission of the protocol/application to the IRB.  In addition, the IRB will review research requesting human subjects on a continuous basis as needed.

The Office of Sponsored Programs Compliance Officer shall provide each individual conducting or reviewing human subject research with a copy of this policy.
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Ethical Principles:  Principal Investigators at South Carolina State University are guided by the ethical principles regarding all research involving human subjects as set forth in the report of the National Commission for the Protection of Human Subjects of Biomedical and Behavioral Research entitled Ethical Principal and Guidelines for the Protection of Human Subjects in Research (the “Belmont Report”, Attachment II).
Updating:  This policy will be reviewed and updated periodically.  In the event of a regulatory or statutory change, this policy should be construed to conform to the change.  Principal Investigators should immediately inform the Compliance Officer and provide an explanation how their current project complies with the implementation of the new law.  The change will then be brought to the attention of the IRB and the policy will be revised.
II. DEFINITIONS

Assent- An agreement by an individual not competent to give legally valid informed consent (e.g., a child or cognitively impaired person) to participate in research.

Assurance- A formal written, binding commitment that is submitted to a federal agency in which an institution promises to comply with applicable regulations governing research with human subjects and stipulates the procedures through which compliance will be achieved.
Certification- The official notification by the University to the supporting department or agency, in accordance with the requirements of this policy, that a research project or activity involving human subjects has been reviewed and approved by the Institutional Review Board (IRB).

Compliance Officer- An official in charge of overseeing and managing compliance issues within the institution, ensuring, for example, that principal investigators are complying with regulatory requirements, and with internal policies and procedures.
Food and Drug Administration (FDA) - US Government Agency that approves all drugs for marketing before they are made available to the public.  The agency is responsible for enforcing laws on the manufacturing, testing and use of drugs and medical devices.
Human Subject (Participant) - A volunteer participant in a research study.  Any person who enrolls in a research study is a known as a human subject (participant).  Under federal regulations, human subjects are defined as: living individuals(s) about whom an investigator conducting research obtains: 1) data through intervention or interaction with the individual or 2) identifiable private information.
Informed Consent- A legal condition whereby a person can be said to have given consent based upon an appreciation and understanding of the facts about the research project. The individual needs to be in possession of relevant facts and also of his or her reasoning faculties, such as not being mentally retarded or mentally ill and without an impairment of judgment at the time of consenting. Such impairments might include illness, intoxication, insufficient sleep, and other health problems.
Institutional Review Board (IRB) - A committee/group that is given the responsibility by an institution to review research projects involving human subjects.  The purpose and the role of the IRB are to assure the protection and safety, rights and welfare of research participants (human subjects).
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Minimal Risk- The probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.
Principal Investigator (PI)- A South Carolina State University faculty or staff member who serves as the project supervisor and assumes responsibility for the research proposal and for ensuring the compliance with applicable laws and regulations.

Co-Principal Investigator- A South Carolina State University faculty or staff member who collaborates with the PI on a project and assumes responsibility for the research proposal and for ensuring the compliance with applicable laws and regulations.
Protocol Application- The plan of an experiment or research activity; specifically, the plan submitted to the IRB for review and to an agency for research support.  The protocol application includes a project summary, description of methodology, the number of human subjects, treatment regimen(s), alternative treatment (if applicable), risk identification, and confidentiality protection.
Research- A systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalize knowledge.  Activities that meet this definition constitute research, whether or not they are conducted or supported under a program, which is considered research for other purposes.  For example, some demonstration and services programs may include research activities.

Risk- The probability that harm or injury (physical, psychological, social or economic) will occur as a result of participation in a research study.  Both the probability and magnitude of possible harm may vary from minimal to significant.  Federal regulations only define “minimal risk.”
III. PROCEDURES
A.  Responsibilities of the Principal Investigator
1..Required Training:

The Institutional Official, IRB Chairs and Human Subject Protection Administrators, such as Principal Investigator and researchers actively participating in the study are required to successfully complete the human subject protection mandatory training.  

To access the web based training site: http://phrp.nihtraining.com/users/login.php.  All mandatory training must be completed by each IRB member before approval authorization is granted.  In addition, no protocols should be accepted and/or approved by the IRB if a researcher has not completed the mandatory training requirement.
2. Determination of human subject involvement with research:
a. 
PI shall make an initial determination whether research will involve human subjects as defined in 45 CFR 46.102.

b. 
PI will seek assistance from the University’s IRB when it is not clear research involves human subjects as defined in 45 CFR 46.102.
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3.  Submission of application and protocol:
a. 
Principal investigators will be responsible for insuring that an application and protocol are submitted to the IRB Administrator.  The student research academic advisor shall submit all non-funded student research involving human subjects to the appropriate department and/or school.

b.
 Principal Investigators will prepare and submit to the IRB Administrator an appropriate application (for approval or exemption) and a protocol giving a complete description of the proposed research.  In the application and protocol, principal investigators will make provisions for the adequate protection of the rights and welfare of prospective human subjects and ensure compliance with pertinent laws and regulations.

c. 
Principal investigators, for application requesting exemptions, will document the request with appropriate information and references to 45 CFR 46.101
d. 
Principal investigators will include copies of proposed informed-consent forms (assent forms, if applicable) with the protocol.
4. Basic Elements of the Human Subjects Application/Protocol:

Investigators submit completed protocol/application form to include the following data:

a. Principal Investigator/Department

b. Principal Investigator’s Contact Information

c. Supervisor

d. Supervisor’s Contact Information

e. Co-Principal Investigator/Department

f. Co-Principal Investigator’s Contact Information

g. Undergraduate/Graduate Student

h. Funding Agency/Type of Funding/Point of Contact

i. Project Period

j. Project Title

k. Location of Research

l. Purpose or Rationale of Research Project

m. Experimental Procedures

n. Biological Materials

o. Alternative Treatments

p. Risk

q. Benefits

r. Method of Recruitment

s. Method of Compensation

t. Sensitive Data and Confidentiality Protection

u. Informed Consent

v. Training
Page 5 of 7
4.  Submission of a supplement to an original application or protocol to the IRB:
a. 
 It is clearly proposed to involve human subjects, and the previous activity had no plans or had indefinite plans for the involvement of human subjects; or
b. 
It is proposed to change the involvement of human subjects and that involvement is significantly different from that which was initially approved by the IRB.

5. Complying with IRB decisions: 

Principal investigators must comply with all IRB decisions, conditions, and requirements.
6.  Obtaining informed consent:

a. 
Principal investigators are responsible for obtaining informed consent (and assent of children, as applicable) in accordance with 45 CFR 46, and for insuring that no human subject will be involved in the research prior to obtaining of the consent.

b. 
Principal investigators, unless otherwise authorized by the IRB, are responsible for insuring that legally effective informed consent will: 1) be obtained from the subject or the subject’s legally authorized representative; 2) be stated in language understandable to the subject or the representative; 3) be obtained under circumstances that offer the subject or the representative sufficient opportunity to consider whether the subject should or should not participate; 4) not include exculpatory language through which the subject or the representative is made waive or appear waive any of the subject’s legal rights, or releases or appears to release the principal investigator, the sponsor, the University or its agents from liability of negligence.

6.  Providing basic elements of informed consent:   Principal investigators, unless otherwise authorized by the IRB, at minimum shall provide to each subject:

a.  a.   Purpose of Research or Study.

b. Risk and/or Discomfort

c. Benefits

d. Alternative Treatments

e. Provisions to protect privacy of subjects and confidentiality of data

f. Expected duration of subject’s participation

g. A complete description of the procedure to be followed

h. Identify experimental procedures(if applicable)

i. Compensation and/or the availability of medical treatment if an injury occur

j. Compensation for participation(if applicable)

k. Principal Investigator contact information

l. Principal Investigator signature

m. Signature of Participant or Legal Representative
7.  Retention of signed consent documents:  Principal Investigators are responsible for retaining the copies of the consent documents including signatures of the human research subjects in a manner approved by the IRB for at 
Page 6 of 7
least six (6) years after the completion of the research project.  Such documents are deemed to be the property of the University.

8.  Submission of progress reports on the research: Principal Investigators are responsible for reporting the progress of the research to the IRB, as often as requested, but no less than once each year.  The IRB will review progress reports as submitted by assigning primary review to a member of the committee for report to full committee.  In the event that the committee receives no progress report within one year of approval, the committee shall request in writing such a report from the principal investigator.
9.  Submission of reports on injury and on unanticipated problems involving risks:
a. 
Principal investigators are responsible for reporting promptly to their immediate supervisors and the IRB any injuries to human subjects.

b.  
Principal investigators are responsible for reporting promptly to the immediate supervisor and the IRB any problems unanticipated in the application or protocol, which involve increased risks (including without limitation risks of physical, psychological, social or economic harm) to the human research subjects or others.

10.  Reporting changes in the research:  Principal investigators are responsible for reporting promptly to the IRB proposed changes in research activity.  Changes in research during the period for which IRB approval has already been given shall not be initiated by the principal investigators without IRB approval, except where it is necessary to eliminate apparent immediate hazards to the subject.

11.  Reporting of noncompliance:  All lab notes and materials are subject to periodic review by the Compliance Officer.  Any serious or continuing non compliance with the requirements of this policy and of the funding agency will be immediately reported to the IRB for determination.
B.  IRB Authority and Responsibilities

1. IRB reviews and exemption or approval of the use of human subjects in research:

a.  
 IRB reviews and makes recommendations to the President or designee of the President, on all research activities involving use of human subjects to include employees that may be considered “at risk” in working in various phases of research activity.

b.  
 Determine whether subjects will be placed at risk; and if risk is involved, whether:

1)  The risks to the subject are so outweighed by the sum of the benefit to be gained to the subject and the importance of the knowledge to be gained as to warrant decision to allow the subject to accept the risks;
2)  The rights and welfare of any such subject will be adequately protected; and

3)  Informed consent will be obtained by adequate and appropriate methods in accordance with acceptable state and federal regulations.

c.   
Conduct initial and continuing review (not less than once per year), approving research, and reporting IRB findings to the principal investigator and the University Officials.  
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In addition, if the activity covered involves women subjects who could become pregnant, the committee shall also determine as part of its review, that adequate steps will be taken in the conduct of the activity to avoid involvement of women who are in fact pregnant, when such activity would involve risks to the fetus.

2. Suspension or Termination of Approval:  The IRB has the authority to suspend or terminate approval of research that is not being conducted in accordance with the IRB requirements, or that has been associated with unexpected serious harm to subjects.  In the event the IRB determines that research is not being conducted in accordance with the requirements of this policy or of that of the funding agency, the IRB shall report such action to the appropriate authorities at the University, to include the principal investigators and funding agency.
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