Request for Review by the Department of Special Education, Rehabilitation, and School Psychology Human Subjects Committee
Submit 3 copies of this form and any attachments to the Department Office (EUR 316). 
Please type your responses or use a word processor.  Handwritten requests will not be reviewed!
Project Title: 

Name(s) of Student Researcher(s):

Mailing address(es): 


Telephone Number(s): 
E-mail address(es): 

Anticipated starting date: 

Name of faculty sponsor: 

E-mail address of sponsor: 
1. Who will participate in this research as subjects (e.g., how many people, from what source, using what criteria for inclusion or exclusion)? How will their participation be recruited (e.g., what inducements, if any, will be offered)? 

2.
How will informed consent be obtained from the subjects? Attach a copy of the consent form you will use. If a signed written consent will not be obtained, explain what you will do instead and why. (See your sponsor for examples of consent forms and a list of consent form requirements.) 

3. 
How will the subjects’ rights to privacy and safety be protected? (See attached Levels of Risk.) 
4. 
Summarize the study’s purpose, design, and procedures.  
5. 
Describe the content of any tests, data collection procedures, questionnaires, interviews, etc. in the research. Attach copies of the questions. What risk of discomfort or harm, if any, is involved in their use?  
6. 
Describe any physical procedures in the research, including a description of any teaching procedures that involve physical contact. What risk of discomfort or harm, if any, is involved in their use?  
7. Describe any equipment or instruments and any drugs or pharmaceuticals that will be used in the research. What risk of discomfort or harm, if any, is involved in their use?  

8. Taking all aspects of this research into consideration, do you consider the study to be “exempt”, “no risk”, “minimal risk”, or “at risk”? Explain why. (See attached Levels of Risk.) 
________________________________ 

____________________

Signature of Student Researcher 

Date

________________________________ 

____________________

Signature of Faculty Sponsor 


Date

Levels of Risk

The CPHS uses the following definitions when reviewing protocols to determine their level of risk to participants:

1. 
Exempt: Some categories of research are considered “exempt” under federal regulations.  The research must still be reviewed by the CPHS, however.  Examples include research in established courses on the effectiveness of instructional techniques, observational research of adults (not children or minors) when the observations are recorded in a way that does not allow individual participants to be identified, reviews of pre-existing records or surveys that are completely anonymous, and studies which evaluate public service or benefit programs.  For more specific information, see Federal Policy §46.101(b).

2. 
No Risk: Research is approved as “no risk” when no harm or discomfort is anticipated for participants.

3. 
Minimal Risk: Research is approved at “minimal risk” when the probability and magnitude of harm or discomfort anticipated for participants is no greater than what might be encountered in daily life or during the performance of routine physical or psychological examinations or tests [Federal Policy §46.102(i)]. Note that only “minimal risk” is defined in the federal regulations.

4. 
At Risk: Research is approved as “at risk” when the probability and/or the magnitude of possible harm (physical, psychological, social, or economic) from participation in a research study is more than minimal.

The following descriptions provide additional information about some possible kinds of risks that may occur in research studies:

1. 
Physical Harm: An example of minor physical harm would be the pain associated with taking a blood sample from a vein. Note, however, that taking a blood sample could be a significant risk to a hemophiliac; participants should be screened for this condition if the research is to be considered minimal risk. Similarly, outdoor exercises that might be considered relatively safe for healthy adults could be dangerous for persons with asthma.

2. 
Psychological Harm: An example of psychological harm would be stress or feelings of guilt or embarrassment from thinking or talking about one’s own behavior or attitudes on sensitive topics such as drug use, sexual orientation, selfishness, or violence. These feelings may be aroused from being interviewed or from filling out a questionnaire. Another kind of risk would be invasion of privacy, for example, from covert observation (even in a public place) of behavior that participants would likely consider private. Still another risk of psychological harm occurs when there is inadequate protection for the confidentiality of data that has been given voluntarily (e.g., by retaining audiotapes or videotapes longer than is necessary to analyze the relevant information).

3. 
Social and Economic Harm: Some invasions of privacy or breaches of confidentiality could result in embarrassment or harm to a participant’s reputation within his or her business or social group, a loss of employment, or criminal prosecution. Areas of particular sensitivity include such topics as alcohol or drug abuse, child or partner abuse, and sexual behavior.

4. 
Inadequate Protection for the Confidentiality of Research Data: Where identifiers of individual participants are not required by the design of the research study, none should be recorded. If identifiers are recorded, they should be separated, if possible, from the data; stored securely, with linkage restored only when necessary to conduct the research; and destroyed when they are no longer needed. More elaborate procedures may be needed in some studies, either to give participants the confidence they need to answer questions truthfully (e.g., promising to submit course grades before analyzing data from one’s own students) or to enable the researcher to offer honest assurances of confidentiality. Even when participants are otherwise anonymous, there may be a danger of deducing the identity of individual participants by combining specific pieces of information collected during the research about the participants. Additional precautions may be needed to deal with these circumstances.


In some studies, keeping the identity of participants confidential may be as important or more important than keeping the research data confidential. In those instances, any written record linking participants to the study may be a threat to confidentiality. Even in studies where this is not a concern, no lists should be retained identifying those who elected not to participate. Where data are being collected about sensitive issues (such as illegal behavior, alcohol or drug use, or sexual practices or orientation), protection of confidentiality consists of more than just preventing accidental disclosure of the data. There have been instances where the identities of participants, or research data about particular participants, have been sought by law enforcement agencies, sometimes by subpoena and with the threat of incarcerating an uncooperative researcher. Some investigators may need to obtain a federal certificate of confidentiality [Public Health Service Act §301(d)] to protect the privacy of their participants. The certificate protects the researcher from being compelled to testify in any federal, state, or local civil, criminal, administrative, legislative, or other proceeding. (Its provisions have not yet been tested in the courts, however.)

� Adapted from California State University, Sacramento.  (2003, August).  Policies and procedures of the Committee for the Protection of Human Subjects.  Sacramento, CA: Author. 





