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THESE GUIDELINES SUPERCEDE ALL PREVIOUS GUIDELINES

All studies that involve the use of human subjects in any way must be reviewed by The Sage Colleges Institutional Review Board (TSCIRB) to ascertain that the studies are in compliance with the regulations of the U.S Department of Health & Human Services with which we are certified and which has granted us a Federal Wide Assurance (FWA). All Principal Investigators must adhere to the policies and procedures of The Sage Colleges Institutional Review Board (TSCIRB).  These are available on our website. 

IRB WEBSITE

All policy statements, guidelines, application materials, meeting schedule, and membership list relevant to the operation of the IRB are found on our website.  Go to http://www.sage.edu/sgs/research/irb/
WHO MUST APPLY?  

All faculty, students, and administrators considering any type of research project that involves human subjects must submit an application for project review to the IRB. Researchers CANNOT recruit subjects and/or collect data (including doing ‘pilot studies’ to pretest the procedures) until the IRB has reviewed and approved the project. There are no exceptions!  Please follow the guidelines and instructions below.

Projects involving human participants to be reviewed include, but are not limited to the following (Contact the IRB Chair if you are uncertain about the necessity of an IRB review):

1. All projects involving research grant applications to funding agencies (new and continuation applications). 

2. All administrative, faculty and student (undergraduate and graduate) research, including honors projects and theses, whether subjects are from TSC or obtained elsewhere.  Course assignments involving research with human participants may also need to be reviewed (see below).

3. All institutional training, research, or demonstration grants, which might include human research.

4.  All projects from outside institutions which involve the use of participants who are enrolled at or employed at The Sage Colleges. 

RESEARCH AND THE CLASSROOM

In an academic institution, such as The Sage Colleges, research activities occur in the classroom or involve course assignments; classes are also used to recruit subjects to participate in research. These activities may create problems regarding the protection of subjects in research. This section of the guidelines is designed to give guidance to faculty and students as to the appropriate procedures to be followed in order to protect faculty and students in their roles as researchers and/or participants in research activities related to coursework.

A. Classroom Assignments 

1. Research (observations, interviews, surveys, experiments, etc.) that is carried out on students in the class as a part of the educational experience, is not subject to IRB review as long as the data are used for the assignment and not made public outside the class through oral or written presentation. If the data are made public, the project must be reviewed by the IRB (whether the decision to present the data outside the classroom occurred before or after the data were collected). Classroom assignments, identified above, which do not require IRB review, may still place students at risk. The instructor needs to be aware of this and is responsible for dealing with this issue.

2. If the data for a class project are collected on participants who are not members of the class, the project must be reviewed by the IRB whether or not the data are made public outside the classroom. Honors projects, theses, dissertations, and research methods courses are some examples of courses to which this applies. Observations or interviews of a single person (for example, interviewing a parent about child-rearing practices by a student in a Child Psychology class) do not require review, as long as the data are not used outside the assignment. A case study completed in an internship but presented outside the class (for example, in The Sage Colleges research symposium) is subject to IRB review (whether the decision to present is made before or after the case study was completed).

3. If a class assignment must be reviewed by the IRB (i.e., it does not qualify for the exclusion above) and if it is carried out on a regular basis, the faculty member may apply for a Course Approval for that assignment. A Course Approval continues for 3 years and may be renewed. The Approval applies to the Instructor not the course.  An annual report (giving a brief description of projects completed and identifying IRB issues) is required. Use the Application for Project Review to submit an application for a Course Approval.  Contact the IRB chair if you have questions.

B. Recruitment of Participants from and Conduct of Research in a Class for Research Not Related to that Class

1. In no case may a faculty member recruit subjects from or conduct research in his/her own classes. Consent under these conditions is not considered voluntary. The faculty member may be inappropriately influenced (positively or negatively) by observing the students’ participation.

2. Whenever a faculty member gives permission to someone to recruit participants or conduct research in a class, the faculty member must not be present during the recruitment or the conduct of research (for the same reasons as 1 above).

3. The IRB discourages faculty from taking class time for participants to participate in a research project of someone who is recruiting students from that class unless the research has relevance for the course and the researcher or instructor makes the appropriate connections through debriefing and/or presentation of the findings.

C. Grade Credit for Participation in Research

A student’s participation in research provides a source of participants which benefits the research activities of faculty or other students. It supports the broader academic community rather than the activities of a specific course. The IRB, in its role of supporting the research program of The Sage Colleges, encourages giving grade credit for participation in research with the following stipulations:

1. The credit given may be extra credit or a course requirement.

2. Students MUST be given an opportunity to earn the same extra credit or complete the course requirement by completing an EQUAL alternative assignment. Participation in the research is considered voluntary since the student has a choice.

3. The specifics of the assignment(s) must be stated in the course syllabus.

PROGRAM EVALUATION

1. Program evaluations (involving observations, interviews, or surveys), including those conducted for TSC, are not subject to IRB review if the information obtained is used by the agency for purposes of evaluation with no intent to make the results public. If the results are made public through oral or written presentations, the program evaluation must be reviewed by the IRB. 

2. If the program evaluation involves experimental procedures (e.g., pretests/posttests) it must be reviewed by the IRB even if the results are not to be made public.

3. Program evaluations that are done as class assignments are not subject to IRB review unless the results are made public or involve experimental procedures.

4. Program evaluations that are not anonymous and whose disclosure of participants’ responses could reasonably place them at risk of criminal or civil liability or be damaging to their financial standing, employability, or reputation must be reviewed by the IRB.

5. Program evaluations involving participants in special populations must be reviewed by the IRB.

AGGREGATE DATA

If the data exist in aggregate form only, the project does not need IRB review. Aggregate data are data that do not contain responses of individual subjects: for example, a study involving the comparison of percentages of students who were absent from school over a 10 year period in parochial and public high schools. Note that if the researcher has to compute the percentages by reviewing individual student records, then the study requires IRB review. National data bases also consist of aggregate data.

LEVELS OF REVIEW CONDUCTED BY THE IRB

 There are three levels of review, depending on the nature of the proposed research project. The level of the review is identified by the researcher but ultimately determined by The Sage Colleges IRB.
1. Projects that pose no risk to the subjects, including children. (Federal regulations list these as exempt from IRB review. Our IRB reviews these projects to determine that they are, in fact, exempt.) These include:

A. One-time anonymous surveys on non-sensitive topics. (Note: not all on-line surveys are anonymous, See Item 9c in How to Apply for a Project Review.)

B. Research involving interviews (not surveys or experiments) or observations of participants, the purpose of which is educational and there is no intention to use the information beyond the classroom assignment.

C. Studies using existing data (documents, records, pathological specimens, or diagnostic specimens) which are publicly available or if the information is recorded by the investigator in such a manner that participants cannot be identified directly or indirectly through information linked to the participants. Confidential records covered by HIPAA are excluded.

D. Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement) or observation of public behavior, unless: (i) information obtained is recorded in such a manner that human participants can be identified, directly or through identifiers linked to the participants: and (ii) any disclosure of the human participants’ responses outside the research could reasonably place the participants at risk of criminal or civil liability or be damaging to the participants’ financial standing, employability, or reputation. 

E. Research not exempt in D (ii) above is exempt (contains no risk) if the participants are elected or appointed officials or candidates for public office or if federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.

F. Research studies conducted in established or commonly accepted educational settings involving normal educational practices, such as research on regular and special education instructional strategies, or research on the effectiveness of the comparison among instructional techniques, curricula or classroom management methods.

G. Research and demonstration projects which are conducted by or subject to the approval of department of agency heads, and which are designed to study, evaluate, or otherwise examine: (i) public benefit or service programs (ii) procedures for obtaining benefits or services under those programs (iii) possible changes in or alternatives to those programs or procedures, or (iv) possible changes in methods of levels of payment for benefits or services under those programs.

H. Taste and food quality evaluation and consumer acceptance studies. See the federal manual 45CFR46 for projects that qualify.

 With the exceptions of C (use of existing records) and D (observations of public behavior), a cover letter or a verbal explanation should be given to the participants to identify the nature of the project. These projects do not require informed consent of the participants nor a final report to the IRB by the principle investigator. 

2. Projects which pose minimal risk to the participants including children. (Federal Regulations identify these projects as qualifying for expedited review.) Examples include:

A. Surveys on sensitive topics or any interview.

B. Surveys, interviews, observations of public behavior, observations made by audio or videotape, studies using existing records, and studies using educational tests in which:

(1) the information is obtained in such a manner that participants can be identified directly or through identifiers linked to the participants, and

(2) the disclosure of the participants responses outside the research could reasonably place the participants at risk of criminal or civil liability or be damaging to the participant’s financial standing, employability, or reputation, or be stigmatizing.

To qualify for expedited review for these studies, reasonable and appropriate protections will be implemented so that risks related to invasion of privacy and to breach of confidentiality are no greater than minimal.

C. Minor revisions to a previously approved project.

D. Additional categories of research that may qualify for expedited review are listed in the federal document 63 FR 60364-60367, November 9, 1998. Note that not all research in these categories qualifies for expedited review. The categories of research that may qualify for expedited review include:

(1) Clinical studies of drugs or medical devices.

(2) Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture.

(3) Prospective collection of biological specimens for research purposes by noninvasive means.

(4) Collection of data through noninvasive procedures employed in clinical practice.

(5) Existing records research not exempt (not included in the no risk category).

(6) Collection of data from voice, video, digital, or image recordings made for research purposes.

(7) Research on individual or group characteristics or behavior (including, but not limited to research on perception, cognition, motivation, identity, language, communication, cultural beliefs or practices, and social behavior) or research employing survey, interviews, oral history, focus group, program evaluation, human factors evaluation, or quality assurance methodologies. Some research in this category may be exempt, that is, included in the no-risk category. This listing refers only to research that is not exempt. 

All projects qualifying for expedited review require a written explanation of the project, its benefits and risks to the participant, (in a cover letter to the subject or a written script of the verbal explanation) and may also require participants to sign an Informed Consent form.   A final report is due 90 days after completion of this kind of project.  An Annual Report including a request for continuation is also required if the project lasts longer than a year. These are due before the one-year anniversary of IRB approval.

3. Projects which pose a risk to the participant. A risk is defined under federal law as "a possibility of injury, including physical, psychological, or social injury, as a consequence of participation as a subject in any research, development, or related activity which departs from the application of those established and accepted methods necessary to meet his or her needs or which increase the ordinary risk of daily life, including the recognized risks inherent in a chosen occupation or field of service.”  A final report is due within 90 days of completion of this kind of project.  An annual report including a request for a continuation is also required if the project lasts longer than a year. These are due before the one-year anniversary of IRB approval.

IRB Review Procedures
Projects submitted for review (see Application form and ‘How to Apply for a Project Review’) are sent to the IRB chair by email to sageirb@sage.edu.  Incomplete proposals will not be reviewed.  The signature of the Principal Investigator certifies that the application, including that for a student project, is complete and ready to be reviewed by the IRB.  Do not sign any applications until you have read them in their final form.  The chair assigns the project to a reviewer or reviewers.  The reviewers determine the level of review (No Risk, Minimal Risk or Risk).  If the study is No Risk, or Minimal Risk, the reviewers determine whether or not to approve the project or to approve conditionally (with revisions).  When the project is approved, the reviewers send an email recommendation for approval to the IRB chair and ask the chair to send the formal letter of approval.  If the reviewers determine that the project is a Risk study or that is should not be approved, the reviewers notify the chair who places the project on the agenda for review at the next Board meeting. The investigators (including students) are expected to attend this meeting to discuss the application and answer any questions the IRB may have. If the project is a student project, the student is expected to respond to the IRB’s questions. Projects must be submitted at least two weeks before this meeting, so that the board members have a chance to read the proposal before the meeting.  The Board approves the project, disapproves the project, or approves the project conditionally (with revisions).  The chair, in consultation with the reviewers, determines whether the revisions are acceptable.  When approved or disapproved the chair sends notification by email and formal letter to the researcher.
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