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San Jose State University


Human Subjects-Institutional Review Board





Packet for Investigators





The following information is provided to assist you in preparing your protocol for review by the Human Subjects-Institutional Review Board.


__________________________





Basic Elements of a Protocol for Review by the HS-IRB





1. Completed HS-IRB cover sheet





2. Succinct statement of purpose and justification





3. Hypotheses or question(s) to be addressed.





4. Methods section including the following:





Subjects


a) Number, age and type of subjects.





b) Procedure for selecting subjects. Include, in layman’s language, how subjects will be recruited. Stipulate who and where the potential subjects are, how they were identified as potential subjects, how they will be contacted, and what will be said to recruit them and by whom. If a subject pool is to be used, include a sample of sign-up posting. If media advertisement is to be used, include a copy of text.





c) Rationale for employing the type of subjects selected for the study. 





d) Are subjects expected to benefit from participation in the study? If so, how? 





e) Are any risks to the subjects anticipated from participation in the study? If so, what are they?





f) Will any compensation be awarded to subjects for participation in the study? If so, what and why?





g) Will subjects be identified with the data? If subjects are to be identified with the data, the consent form must say so, and indicate the extent to which the subject’s name or other identifiers will be used.





Materials and Devices


a) Describe any test materials to be used, such as psychological, educational, or evaluative tests. Please include copies of the above materials with the protocol, and/or provide representative examples of computer stimulus materials.





b) Include a full description of any devices to be employed. 





Procedures


a) Describe what the subjects will do, step by step.





b) State where, when, and by whom the research will be conducted. If treatment is to be done, state qualifications of the practitioner.





Confidentiality


Describe mechanisms for maintaining confidentiality. Specify how materials collected will be kept safe and who will have access to materials. If subjects’ identities are to be connected with the data during the collection period (e.g., to keep track of several interviews with the same person) the key must be maintained in a secure location and be destroyed following the collection period.





5. Consent form





A sample consent form has been provided in this packet. Follow the format provided whenever possible. Unless a waiver is requested, consent forms must be on SJSU department letterhead when submitted for HS-IRB review. 





6. Copies of all data collection instruments





NOTE: SJSU students conducting research covered by the SJSU Policy for the Protection of Human Subjects in Research must include a completed “Responsible Faculty Member Form” with the protocol.





Prior approval by the Human Subjects-Institutional Review Board is required for all (a) research involving SJSU students, staff, or faculty as subjects or (b) research involving human subjects to be conducted by SJSU students, staff, or faculty or (c) research involving human subjects to be conducted on the SJSU campuses or properties or in programs directed by SJSU. Procedures may not begin until approval is received. 





NOTE: Pilot studies require prior approval by the HS-IRB.





Individuals Being Asked to 


Participate in Research Have the 


Following Rights





- To be asked to participate, as a subject, in a study involving human subjects in an open, honest, and non-coercive manner.





- To be told the project is research.





- To be told what the study is investigating.





- To be told exactly what will be required, including where and when the study will occur and what materials and/or devices will be employed.





- To be clearly informed of any possible risks or inconveniences, including psychological stress, physical stress, or harm.





- To be told about any possible benefits that might reasonably be expected from participation in the study.





- To be told about any appropriate alternative procedures.





- To be encouraged to ask questions concerning the study before and during the course of the study.





- To be informed of any changes during the course of the study that might affect a person’s willingness to continue the study.





- To be told of any psychological and/or medical help available in the event of harm.





- To be assured that no service to which a person is otherwise entitled will be lost or jeopardized if a person chooses not to participate in the study.





- To be informed that subjects have the right to choose not to participate in the study or in any part of the study. Additionally, if subjects choose to participate in the study, they may withdraw at any time without prejudice to their relations with San Jose State University or any participating institutions. 





- To receive a copy of the signed and dated Consent Form. Or, if a consent form is not used, to be given a list of appropriate contact numbers to be used in the event of harm or complaints.





NOTE: If the project is a medical experiment, a copy of the above rights must be given to all subjects participating in the study. As used herein, “medical experiment” includes the severance, penetration, or damage of tissues of a human subject or the use of a drug or device in or upon a human subject.





Fundamental Rules





Investigators conducting research in accordance with SJSU policy must: 





- Obtain HS-IRB approval prior to soliciting subjects or collecting data. This includes projects that require HS-IRB approval of requests for exemption from HS-IRB review. 





- Provide potential subjects with information necessary to make an informed decision regarding participation in the study.





- Protect the confidentiality of all subjects participating in research and all data that may be collected from the subjects.





- Provide special safety procedures, as needed, to avoid any harm to subjects. Harm includes psychological trauma, physical injury, and the release of potentially damaging personal information.





- Provide additional protection for “at risk” subjects, such as children, pregnant woman, the elderly, the infirm, mental patients, and any person currently receiving treatment for a serious psychological or physical problem.





- Provide immediate and follow-up care in case of research-related injury.





NOTE: Federal and California State statutes and University policy require investigators to be knowledgeable about and to comply with regulations for the protection of human subjects in research.





Basics of Informed Consent





No investigator may involve a human being as a subject in research unless the investigator has obtained the legally effective informed consent of the subject or the subject’s legally authorized representative as specified by the SJSU policy for the Protection of Human Research Subjects.





Unless waived by the HS-IRB, informed consent shall be documented by the use of a written “Consent Form” signed by the subject or the subject’s legal representative and the principal investigator. Under appropriate circumstances, a “cover letter” addressing all issues pertinent to a consent form, and signed by the principal investigator, may serve as evidence of informed consent.





If any potential subject is less than eighteen years old, a parental consent form is normally required. 





Informed consent must be secured in the native language of the subject or from the subject’s legally authorized representative unless English is readily understood. If translation to another language is necessary, the Verification of Translation Accuracy form must be completed.





Whenever subjects are asked to take part in a study where full disclosure will interfere with the research goal, subjects shall be given as much information as possible regarding the risks and benefits to the subject who considers participation. In addition, the subject must be thoroughly debriefed immediately following his or her participation and offered the opportunity to withdraw from the study with all data obtained from the subject (include a copy of debriefing statement with protocol).





HS-IRB Approvals





Unless a shorter time is specified by the HS-IRB, approvals are for a period of one year.





__________________________





NOTE: Exemptions from HS-IRB review will not be granted for research involving protected classes of subjects (e.g., fetuses, pregnant women, prisoners, children, or those institutionalized as mentally disabled) even though the research may appear to belong to an exempt classification.
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