SHEPHERD UNIVERSITY
Institutional Review Board Application for Review of Research  Using Human Subjects

Please e-mail the completed form to the Board Chair, Dr. Eugene Volker, at evolker@shepherd.edu
Name of Principal Investigator

     
(If Principal Investigator is a student, Name of Faculty Sponsor)
     
Institution










     
Department

     
Campus Address

     
Campus Phone










     
Home Phone

     
E-Mail Address

     
Funding Agency (if applicable)

     
Project Title

     
Will the participants include any of the following: NO       YES (check below)     
Fetuses


     

Mentally Retarded
     
Hospitalized Patients
     

Minors


     
Institutionalized Patients
     

Pregnant


     
Mentally Disabled
     

Prisoners

     
Degree of Physical Risk: Negligible       Mild      Moderate      High     
Degree of Psychological Risk: Negligible       Mild      Moderate      High     
Type of Review Requested (Mark with an X):

Expedited


Full



Exempted (see pg.3)


     



     



     
(If “Exempted” is requested above, please attach separate justification)
Please provide the following information electronically, taking care to provide the information in a way that will be intelligible to non-specialists in your specific subject area.
1.  Purpose:      Provide a brief description that describes the purpose of this research. 
2.  Subject selection:
a. Who will be the subjects? How will you enlist their participation? If you plan to advertise for subjects, please include a copy of the advertisement. Will subjects be remunerated in any way, and if so, how?
b. Will the subjects be selected for any specific characteristics?
c. State why the selection will be made on the basis or bases given in 2(b).
3. Procedures:     What precisely will be done to the subjects?  Explain in detail your methods and procedures in terms of what will be done to subjects.   Discuss design, instrumentation, and data collection. If you are using a questionnaire or handout, please include an electronic copy.
4. Risks and Benefits:     Are there any risks to the subjects? If so, what are these risks? What potential benefits will accrue to justify taking these risks?
5. Confidentiality:     Adequate provisions must be made to protect the privacy of subjects and to maintain confidentiality of identifiable information. Explain how your procedures accomplish this objective.
6. Information and Consent Forms:  State specifically what information will be provided to the subjects about the investigation.  Is any of this information deceptive?  State how the subjects’ informed consent will be obtained.   Include the consent form that you propose to utilize.  Consent forms should be limited to one page, whether letter or legal size; if longer, please add a signature and date line to each page and number of pages, e.g., “1 of 2,”  “2 of 2.”  
Revised to comply with Federal

Common Rule, August 19, 1991

EXEMPTION CATEGORIES

1. 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 or the comparison among instructional techniques, curricula, or classroom management methods.

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

3. Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior that is not exempt under paragraph (2) if: (a) the human subjects are elected or appointed public officials or candidates for public office; or(b) the research is conducted for the Department of Justice under Federal statute 42 U.S.C. 3789g, or for the National Center for Education Statistics under Federal statute 20 U.S.C. 12213‑1, which provide certain legal protections and requirements for confidentiality.

4. Research involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens, if these sources are publicly available or if the information is recorded by the investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects.

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

6. Taste and food quality evaluation and consumer acceptance studies, if (a) wholesome foods without additives are consumed or (b) a food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or agricultural chemical or environmental contaminant at or below the level found to be safe, by the Food and Drug Administration or approved by the U.S. Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture.

NOTE:   These exemption categories do not apply to research involving prisoners, fetuses, or pregnant women.  Exemption category #2 for research involving survey or interview procedures or observation of public behavior, does not apply to research with children, except for research involving observations of public behavior when the investigator(s) does not participate in the activities being observed.
*  “Exempt” is defined as being exempt from further review and approval beyond designation of “Exempt” by the Research Ethics Committee Chair.  It does not mean that the proposed research is exempt from any type of review.

