	FORM – Determination of Whether an Activity Represents Human Subjects Research  

	Office of Research and Sponsored Projects (ORSP)
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	To Be Completed By The Investigator
	 
	For NEIU OSP Only

	Date Application Completed: 
	     
	 
	NEIU IRB #:
	 

	Application Document Version #:
	     
	 
	Assigned IRB:
	 

	 I.       Project Title:
     

	II.       Principal Investigator: 

	Name (Last, First)
     
	Degree(s)
     
	University Status/Title
     

	Date of Investigator Training 

     
	Department
     
	College
    

	Campus Mailing Address
     
     

	Campus Phone Number
     
	Campus Fax Number
     
	E-mail Address
     


	III.       Funding Sources:

A.      Check all of the appropriate boxes for funding sources (including pending sources) for this research.

	□ Extramural Federal
□ HHS
□ NIH
□ Other
	 □Extramural Non-Federal
 □ Industry- PI initiated
 □ Industry- Sponsor initiated
 □ State
 □ Foundation
	 □ Intramural
 □ Departmental
	 □ Other: 
     
 □ None

	B.     You must complete the following information, when applicable.  Note: If the funding is pending at the time of submission, you must notify the IRB via an amendment when there is a subsequent change of funding status (e.g., change from “pending” to “funded,” or if there is a change in the funding source).

	1.      NEIU OSP number:      
Please provide this number for all research applications that are supported by a grant or contract, and indicate whether the funding is approved or pending at the time of application.  Please note the PAF Number is assigned by the Office of Research Services in the Office of the Vice Chancellor for Research.

	2.      P.I. of Grant(s) or Contract(s):      
For Federally funded research: If the PI of the grant is not the Pl. for this research application or is a non-NEIU investigator, he/she must be listed on Page 1 (or Appendix P) and her/his affiliation must be listed below under performance sites.

	3.      Name of Funding Source(s):      

	4.      Grant/Contract No(s). (if available):      

	5.      Grant/Contract or Project Title(s):      

	6.      If the PI of the grant is a non-NEIU investigator, please explain the type of funding relationship or agreement that exists between the grant PI and the NEIU PI (i.e. performance site, subcontract, consultant).       

	If federally funded, submit one copy of the complete initial funding application for review and provide the name and address of the individual to whom certification of IRB approval should be sent:

	Name (Last, First)
     

	Address line 1
     

	Address line 2
     
	     

	City
     
	State
     
	Zip
     

	
	
	
	
	
	
	
	
	
	
	


	IV.       Performance Sites1
List all collaborating and performance sites.  Final approval of a performance site may be withheld until documentation of IRB approval or exemption is obtained for that site.

	 
	Provide certification or letter of IRB approval or exemption and a copy of the approved consent document
	Provide letters of cooperation or support (as appropriate)

	1.      Is NEIU a performance site?
 □ Yes  □ No
	N/A
	N/A

	2.      Other:      
	 Attached
 Will Follow
	 
	 Attached
 Will Follow
	

	3.      Other:      
	 Attached
 Will Follow
	 
	 Attached
 Will Follow
	 

	4.      Other:      
	 Attached
 Will Follow
	 
	 Attached
 Will Follow
	 

	1A performance site is a site that conducts the research using a NEIU initiated research protocol or grant, or under a sub-contract to NEIU, with NEIU as the lead research site. If NEIU is conducting the research as a site for a grant that originates elsewhere, the lead site must be listed as a performance site for NEIU. 

	
	
	
	
	
	
	
	
	
	
	


V.    Please identify all that apply to your project/activity:

	Determination Screening Questions

	A.       For research involving special populations, interventions or manipulations

	· Is the data being obtained about living individuals?
	□ Yes  □No    □ Not Sure

	· Is the data collected through intervention or interactions? 
	□ Yes  □ No   □ Not Sure

	· Does the data contain identifiable private information?
	□ Yes   □ No  □ Not Sure

	· Is the activity a systematic investigation designed to contribute to generalizable knowledge?
	□ Yes   □ No  □ Not Sure

	If the answer to all of the above questions is “yes,” IRB review is required. If some of the answers are “no” or “not sure,” answer the questions below 


	· Does the project involve data collection for internal classroom, departmental, school, or other administrative purposes?  

· Examples: teaching evaluations, program evaluation/quality assurance, curriculum development 
	□ Yes □ No    □ Not Sure 

	· Does the project involve service surveys completed for the purposes of improving services of the University? 

· Example: student satisfaction survey 
	□ Yes  □ No   □ Not Sure

	· Does the project involve information-gathering interviews with experts about a particular policy, agency, program, technology, technique, or best practice? Example: interviews with fundraising directors about the results of the annual fundraising campaign where the questions will not include demographic queries about age, education, income or other personal information
	□ Yes  □ No   □ Not Sure

	· Is the project limited to analysis of de-identified or aggregate data that has no linkages to individual subjects? 

· Example: course-level or school-level aggregate data on attendance, retention, withdrawals, etc.
	□ Yes   □ No  □ Not Sure

	· Is the project limited to analysis of publicly available de-identified data? 

· Example: public use data files available through Inter-University Consortium for Political and Social Research (ICPSR); U.S. Bureau of the Census; National Center for Health Statistics; National Center for Educational Statistics; Bureau of Labor Statistics
	□ Yes  □ No   □ Not Sure

	· Is the project limited to analysis of the coded data that was not collected for the purpose of the proposed project and cannot be linked back to individuals?
	□ Yes  □ No   □ Not Sure

	· Is the project a biography or an oral history involving a living individual that is not generalizable beyond that individual?
	□ Yes  □ No   □ Not Sure

	· Is the project a case history limited to a description of the clinical features and/or outcome of a single patient?
	□ Yes  □ No   □ Not Sure

	· Is the project a journalistic or documentary activity that focuses on specific events (current or historical) and intended to be reported or published in print newspaper, online magazine, etc.? 
	□ Yes  □ No  □  Not Sure

	· Does the project involve observations of public behavior (including television and internet chat rooms) when there is no intervention or interaction with the subjects and the behavior is not private?
	□ Yes  □ No  □ Not Sure

	· Does the project involve any of the following vulnerable populations: children, pregnant women, neonates/fetuses, prisoners?
	□ Yes  □ No  □ Not Sure


VI.    Description of Project/Activity:
1. Lay Summary 
Briefly describe the project/activity, its purpose, and intended audience  
          
2. Collection of data and/or specimens 
Describe the data and/or specimens that you will collect and the procedures used to collect/obtain data including names of datasets you will access and links to data sources.
     
3. Identifiability of data and/or specimens
Indicate whether the data or specimens you collect for this activity can be directly linked to individuals, (e.g., the dataset includes private identifiable information), indirectly linked through a code (e.g., the dataset includes a code and you have the key to the code), or not linked at all to individuals (e.g., the dataset is permanently de-identified or you do not have the key to the code).
     
4. Analysis of data and/or specimens
Describe how the data and/or specimens will be analyzed.
 
    
VII. Investigator’s Signature 

	Signature of Principal Investigator
	 
	Date


1

