University of Massachusetts School of Education

Research on Human Subjects Review Policy
Researchers conducting studies involving human subjects have ethical obligations to those whom they ask to participate in these activities.  The School of Education’s (SOE) policy on such research serves to comply fully with regulations and follow guidelines defined by the United States Department of Health and Human Services Office for Human Research Protections and to implement principles outlined in the Belmont Report (www.hhs.gov/ohrp).  Any SOE research activity that involves human subjects or participants – whatever the scale of the activity, whether a preliminary investigation or fully designed, whether conducted by students or faculty, whether funded externally or not, and whatever the level of risk – must comply with these regulations, guidelines, and principles.  Reviews of proposed research take place at the University level through the Institutional Review Board (IRB) and at the local level (School or College or department) through the local Human Subjects Reviewer.  Proposals for externally-funded research are reviewed at the institutional level; proposals for dissertation and class-required research are reviewed at the local level.  However, the federal government has established certain conditions under which research is exempt from full review at the University level.  Much of the research conducted in the SOE fits into these categories of exemption from full review at the University level but must still undergo review at the local level.  Please see the discussion of General Exemptions from full IRB review on pages 3 and 4.
Role of the Local Human Subjects Reviewer

The Local Reviewer serves as a consultant and advisor to students and faculty who are developing proposals for research.  The Reviewer is available to discuss how human subjects will be used in a proposed study and to offer advice as to the ethics and legality of the procedures.  The Reviewer approves the set of procedures that the researcher plans to undertake to protect the participants and shield them from harm.  While this typically takes place at the doctoral dissertation level, it may also include proposals for collecting data with human subjects for the comprehensive exams and Master’s-level research projects or theses.  In some cases, the Reviewer will ask for more details or make suggestions to improve the research procedures in terms of their protection of human subjects.  Typically, one faculty member in each of the SOE buildings (Furcolo and Hills South) serves as the Local Reviewer.
Review and oversight of any activity that involves human subjects or participants must be assured for any of the following types of inquiry:
1. Externally-funded Research
· All proposals for external funding involving human subjects must be reviewed by the University Institutional Review Board (IRB).  Go to: http://www.umass.edu/research/comply/IRBsubmission.htm. 
· The Principal Investigator and all associated graduate research assistants must be certified as passing the Collaborative Institutional Review Board Training Initiative (CITI).  Go to: http://www.citiprogram.org/.  
2. Faculty-supervised Doctoral Dissertation Research
· All dissertation research must comply with the Guidelines as stipulated by the School of Education Human Subjects Review Committee (see forms D-7, D-7A, and D-7B).  These human subjects review forms must be reviewed and approved by the local Review Officer before the student begins the research.  For a copy of the guidelines and forms, go to:  http://www.umass.edu/education/academics/main_advising.htm.  
· All faculty members of the student’s dissertation committee must be certified as passing the CITI Training.

3. Class Project Activities
Many SOE classes require field-based projects that entail the use of human participants.  Some are research methods courses which provide rigorous training in the principles and practice of ethical research, as well as faculty supervision of all aspects of the field-based research.  Others are courses in specific content areas which require a small-scale field-based project.  Because these types of courses are fundamentally different in the training in and oversight of ethical research practice, this policy deals with them separately.  For each type of course, however, the faculty member of record has specific responsibilities.  
Responsibilities of course instructors
The course instructor has primary responsibility for ensuring that the rights and welfare of human subjects are not violated in any class activities.  This responsibility includes communicating to students the ethical principles for the protection of human subjects, reviewing student class project proposals, and monitoring their activities and consent procedures.  To that end, the course instructor must be certified as passing the CITI Training.
Field-based small-scale class projects
This section refers to any class-related work that involves human participants.  While not technically
regarded as research (defined in the federal register as “systematic investigation designed to

contribute to generalizable knowledge”), guidelines for field-based class projects should conform to principles of ethical research practice.  At a minimum, such projects should meet the following conditions:
· NO MINORS OR VULNERABLE POPULATIONS – The project cannot involve any minors, pregnant women, prisoners, those lacking capacity to consent, or other identifiably at-risk populations. 
Exception:  Projects conducted in an established or commonly accepted educational setting, involving normal educational practices (such as: work on regular and special education instructional strategies, or work on the effectiveness of, or the comparison among instructional techniques, curricula, or classroom management methods).  
· NO MORE THAN MINIMAL RISK – “Minimal risk” is the probability and magnitude of harm that is normally encountered in the daily lives of healthy individuals. This condition precludes the study of any illegal activities or the collection of private information that could put the participants at risk through a breach of confidentiality.
·  NO DECEPTION – The class project cannot include any deception. Individuals must be fully informed and given the opportunity to voluntarily consent to participation.
· NO PUBLICATION – Data from class projects approved under this exemption cannot be used for publication or for thesis/dissertation research. 
Exception: Expectation of publication is expressly included in the informed consent letter.
· VIDEO- AND AUDIO-TAPING – Video-taping is allowed only if the participants give their full consent and if the recording is erased upon transcription or no later than the end of the semester.  Audio-taping is allowed if the participants consent.
4. Research methods courses

Courses designed to build knowledge and skills in students to conduct ethical and competent research studies should have explicit training in ethical practice, including the protection of human subjects.  To ensure these principles are met all course instructors of research methods classes must be certified as passing the CITI training.  Students in SOE research methods classes are strongly encouraged to complete the training.    
General Exemptions from Full IRB Review
Research in which the only involvement of human subjects is in one of the categories listed below is exempt from full review by the University’s IRB but must still be reviewed at the local level.    Students conducting Master’s- or doctoral-level research should consult with their local reviewer early in the development of their research proposals to ensure that the ethical principles encoded in IRB regulations are met fully.  No research is exempt if any of the targeted populations for this research consists of persons who are: 

· legally incompetent;

· significantly mentally ill or impaired; or

· vulnerable to extraordinary institutional coercion, such as prisoners, residents of 24-hour skilled nursing facilities, or anyone who is involuntarily confined.

Categories of Exemption: 
1. Educational Practices:  Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as (a) research on regular and special education instructional strategies, or (b) research on the effectiveness of, or the comparison among, instructional techniques, curricula, or classroom management methods.
This exemption does not apply to the school records of identifiable students or interviewing instructors about them.
2. Educational Tests:  Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement) is exempt, if: 
· in the researcher's private data (including field notes) as well as in any published material, information taken from these sources is recorded in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects; or

· the information, if disclosed outside the research, could not reasonably place the subject at risk of criminal or civil liability or be damaging to the subject's financial standing, employability, or reputation.
3. Surveying or Interviewing:

Research involving survey or interview procedures is exempt if: 
· in the researcher's private data (including field notes) as well as in any published material, responses are recorded anonymously and in such a manner that the human subjects cannot be identified, directly or through identifiers linked to the subjects; or
· the responses, if disclosed outside the research, could not reasonably place the subject at risk of criminal or civil liability or be damaging to the subject's financial standing, employability, or reputation.
Except in unusual political circumstances, surveys or interviews concerning attitudes on public issues are within this exemption.

This exemption does not apply if the subjects are minor children. "Minor children"are persons who 
have not attained the legal age for consent under the applicable jurisdiction in which the research will 
be conducted. In the United States, this age is 18 years.

a. Public Observations: Research involving the observation of public behavior, including observation by participants, is exempt if:

. in the researcher's private data (including field notes) as well as in any published material, observations are recorded in such a manner that individual human subjects cannot be identified, directly or through identifiers linked to the subjects; or

· the observations, even if disclosed outside the research, could not reasonably place the subject at risk of criminal or civil liability or be damaging to the subject's financial standing, employability, or reputation.



This exemption applies to research involving minor children only when the investigator does not 



participate in the activities being observed. "Minor children" are persons who have not attained the 



legal age for consent under the applicable jurisdiction in which the research will be conducted. In the 



United States, this age is18 years.

a. Public Officials: All research involving educational tests, survey or interview procedures, or public observations is exempt without exception when the respondents are elected or appointed public officials or candidates for public office.
a. Existing Data: Research involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens is exempt if:

· these sources are publicly available, or 
· if in both the researcher's private data (including field notes) and in any published material, the information is recorded by the researcher in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects. 
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