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APPLICATION FOR DESIGNATION AS RESEARCH EXEMPT FROM IRB REVIEW 
*NOTE*: The Principal Investigator (PI) must be a person who holds a faculty appointment or other administrative position of Director or higher. If you have any questions regarding this IRB requirement call the IRB office at 315.443.3013 for guidance.
Principal Investigator/Faculty Member Information  
	First Name:  Tim
	Middle Initial:      
	Last Name: Eatman

	Title:      

	Department: Higher Education
	College: Syracuse University

	Campus Address: 350 Huntington Hall

	Campus Phone :      
	Fax :      

	Email:       
	Cell Phone (optional):      


Student/Research Staff Information
 FORMCHECKBOX _

 FORMCHECKBOX 
NA

	First Name: Tessa
	Last Name: Cassidy

	 FORMCHECKBOX 
 Graduate Student   FORMCHECKBOX 
 Undergraduate Student   FORMCHECKBOX 
 Other:      

	Department: Higher Eduation
	College:      

	Local/Campus Address:      

	Local/Campus Phone:      
	Fax:      

	Email:  tmcassid@syr.edu
	Cell Phone (optional):      


TITLE OF PROPOSAL: Extended Orientation Program at Onondaga University
NOTE: Collaborative Institutional Training Initiative (CITI) is not required for research determined to be exempt. CITI is required for researchers involved in expedited or full board studies. 

1A. IS IT RESEARCH?
The definition of research as defined by the Department of Health and Human Services (DHHS) regulations: “Research means a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge.” 45 CFR 46.102 (d)

To be considered a “systematic investigation”, the concept of a research project must:

· Attempt to answer research questions (in some research, this would be a hypothesis).
· Be methodologically driven, that is, it collects data or information in an organized and consistent way.
· Analyze data or information in some way, be it quantitative or qualitative data.
· Draw conclusions from the results.

A. Is your project a systematic investigation?
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Please explain:  We are attemtping to answer research questions and analyze quantitative data.
“Generalizable knowledge” would include one or more of the following concepts:

· The knowledge contributes to a theoretical framework of an established body of knowledge.
· The primary beneficiaries of the research are other researchers, scholars and practitioners in the field of study.
· Publication, presentation or other distribution of the results is intended to inform the field of study.
· The results are expected to be generalized to a larger population beyond the site of data collection.
· The results are intended to be replicated in other settings.
· Web based publication for professional purposes.
B. Will your project contribute to generalizable knowledge?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Please explain:       
If “yes” to question A. AND B. above the activity is considered research.  Continue completing the application.
1B. IS IT HUMAN SUBJECTS RESEARCH?
A. Is the data that is being obtained about living individuals?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
B. Are data collected through interaction or intervention with individuals (e.g., interviews, surveys, or any direct contact)?







 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

C. Is identifiable individual private information being obtained (e.g., chart reviews, information from data or tissue repositories)?






 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

D. Are data or specimens received by the investigator with identifiable private information? 
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

E. Are the data/specimens coded with a link back to the individual?
              FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
If “yes” to question A. above AND “yes” to one or more questions from B-E in section 1B, the activity is considered human research.  Continue completing the application.
Protocols that do not meet the criteria for research AND human subjects research need not be submitted to the IRB for review or for a determination that the project falls into an exempt category.
Additional guidance for publically available data:

Some research involves the analysis of data about humans for which the regulatory definition of “human subject” is not met. One example is research that involves only the analysis of de-identified data contained within publicly available datasets (available to any one regardless of occupation, purpose, or affiliation, and those individuals who are responsible for posting the dataset had legitimate access to the data and have employed the necessary mechanisms to ensure the privacy and confidentiality of the individuals about whom the data were collected).
While the activity described above meets the regulatory definition of research, the definition of human subject is not met because data about a living person is not obtained through interaction or intervention, and no private, identifiable information about a living individual is obtained. 

2. CATEGORIES FOR EXEMPTION

I/We certify that the above research project involves human subjects only in one or more of the following categories, and will be carried out using standard methods. Please check the number next to category(ies) that is/are involved in the research.

 FORMCHECKBOX 
 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 of or the comparison among instructional techniques, curricula, or classroom management methods, and

(c)  the research must not involve prisoners as participants

 FORMCHECKBOX 
  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.

(c)  If the research involves children, the procedures must be limited to educational tests and observation of public behavior where the investigators do not participate in the activities being observed.

(d)  The research must not involve prisoners as participants.
 FORMCHECKBOX 
 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) of this section, if: 

(a)  the human subjects are elected or appointed public officials or candidates for public office; or 

(b)  federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.

(c) The research must not involve prisoners as participants.

 FORMCHECKBOX 
 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. [Note:  To qualify for this exemption ALL of the data, documents, records, or specimens must be in existence before the project begins.]

(a) The research must not involve prisoners as participants.

 FORMCHECKBOX 
  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 of 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.

(e)  The protocol must be conducted pursuant to specific federal statutory authority.

(f)  The protocol must have no statutory requirements for IRB review.

(g)  The protocol must not involve significant physical invasions or intrusions upon the privacy interests of the participants.

(h)  The protocol must have authorization or concurrence by the funding agency.

(i)   The research must not involve prisoners as participants.
3. SCREENING QUESTIONS
	A. Does any part of the research require that subjects be deceived?
	 FORMCHECKBOX 
Yes
	 FORMCHECKBOX 
 No

	B. Will research expose human subjects to discomfort or harassment beyond levels encountered in daily life?
	 FORMCHECKBOX 
Yes
	 FORMCHECKBOX 
 No

	C. Could disclosure of the subjects’ responses outside the research reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, or reputation? 
	 FORMCHECKBOX 
Yes
	 FORMCHECKBOX 
 No

	D. Will individuals involuntarily confined or detained in penal institutions be subjects of the study?
	 FORMCHECKBOX 
Yes
	 FORMCHECKBOX 
 No 

	E. For research proposed under category 2, will research involve surveys, interview procedures, or observation of public behavior with children where the researcher will interact with the children?
	 FORMCHECKBOX 
Yes
	 FORMCHECKBOX 
 No

	F. For research proposed under category 4, will any of the data, documents, records, pathological specimens, or diagnostic specimens be collected or come into existence after the date you apply for exemption?
	 FORMCHECKBOX 
Yes
	 FORMCHECKBOX 
 No

	G. For research proposed under category 4, will any of the information obtained from data, documents, records, pathological specimens, or diagnostic specimens that come from private sources be recorded by the investigator in such a manner that subjects can be identified directly or through identifiers linked to the subjects?

	 FORMCHECKBOX 
Yes
	 FORMCHECKBOX 
 No


If you checked YES to ANY of the questions above, your research is NOT EXEMPT.  Do not complete this application.  Submit an Application for IRB Expedited and Full Board Review.

If you have checked NO to ALL of the questions above, your research may be exempt.  Please complete the remainder of the exempt application.   
4. RATIONALE FOR EXEMPTION
Please briefly describe the proposed research and explain in clear language why you believe this research should be exempted from IRB review. 

This research is for a class project. None of the findings will be published or released.
5. RECRUITMENT

Describe plans for recruitment and how contact will be made:

First year students participating in the extended orientation program will be required to take our survey as part of their program.
Note: Submit recruitment flyers, e-mails, letters and/or scripts. 

	Will your subjects be recruited through schools, employers, and/or community agencies or organizations, and/or are you required to obtain permission to access data that is not publicly available?  If the answer is yes, provide a letter of support from the person authorized to give you access to the subjects or to the data in question.  More than one letter may be required.

	 FORMCHECKBOX 
 Does not apply

	 FORMCHECKBOX 
 Letter(s) attached

	Comments:
     



 Will you be contacting participants through a contact list or list server provided by a department, organization,  

 company or school? If yes, provide a letter of support from the individual authorized to provide you with this 

 information. 

	 FORMCHECKBOX 
 Does not apply

	 FORMCHECKBOX 
 Letter(s) attached


Will this research be conducted in a school or is it funded by the US Department of Education?

 FORMCHECKBOX 
 No. (Skip to Section 5)

 FORMCHECKBOX 


 FORMCHECKBOX _ Yes. If yes, complete the form found at: http://orip.syr.edu/files/Research%20Sponsored%20by%20the%20US%20Department%20of%20Education%20and-or%20Conducted%20in%20Schools.doc 
6. METHODS

Provide a detailed description of what participants will be required to do. 

Participants will fill out a survey at the end of the Orientation program.
Will this research be conducted by SU investigators in foreign countries?

 FORMCHECKBOX 
 No. 

 FORMCHECKBOX 
 Yes. An additional form related to international research must be completed and submitted with this 

Application: International Research Appendix. 
NOTE: All research measures which will be used during this study including sample questions, questionnaires, recruitment scripts, etc. must be included with the application. 

7. Informed ConseNT Requirement
(This is not required for Category 4)
Please provide a copy of the written informed consent document, or oral consent script, which you will use in your study. Please note this document must include the following minimum required elements:
1. A statement that clearly explains that the study is research. The purpose of the research should be described in lay language, avoiding the use of technical terms and using language appropriate to the targeted subject group.
2. A statement that describes what procedures will be followed, clearly explaining what participation in the study will involve.
3. It must be clear that participation is voluntary and participants can withdraw from the study at any time without penalty.
4. Contact information for the investigator.
5. For adult participants, a statement that the subject is 18 years or older must appear as part of the consent.
8. SIGNATURES
This is to acknowledge that I take full responsibility for the conduct of the research. Investigators of studies exempt from IRB review are responsible for the ethical conduct of research and obtaining informed consent when appropriate. (If this study is being conducted by a student, a faculty member must sign in the space provided).

Signed: 






Date: ____________________
(Faculty member)

Name (printed): Tim Eatman
Signed: 






Date: ____________________
(Student, if applicable)

Name (printed): Tessa Cassidy
Graduate   FORMCHECKBOX 

   Undergraduate  FORMCHECKBOX 

Preferred mailing:
 FORMCHECKBOX 
 Hard copy campus mail. All correspondence mailed to the PI/Faculty member’s address.

 FORMCHECKBOX 
 Email notification

RETURN ONE COPY OF THE COMPLETED APPLICATION TO:

SYRACUSE UNIVERSITY

INSTITUTIONAL REVIEW BOARD

Office of Research Integrity and Protections 
121 Bowne Hall 

Syracuse, New York, 13244-1200

Phone: 443-3013  

Fax:  443-9889
orip@syr.edu 
� The Federal Regulations also include a sixth category for exempt research, the Institutional Review Board has the discretion to determine what categories to recognize and does not recognize research under category 6 as qualifying for exemption.  If you have questions, please contact the IRB at 315.443.3013 or orip@syr.edu.  





6.  Taste and food quality evaluation and consumer acceptance studies a) if wholesome foods without additives are consumed or (b) if 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 Environment Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture.
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