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Exempt Review- New Project Application




         
Before you complete the information, please see information provided on our website regarding human subjects research that qualifies for exempt review at: http://view.fdu.edu/default.aspx?id=8539. If you believe your research qualifies for exemption and meets one or more of the Exempt Classifications below, please complete this application and submit as indicated at the end of this form. NOTE: Studies that involve Prisoners or a product regulated by the Food and Drug Administration cannot be exempt. Complete a Full/Expedited Review- New Project Application if your project meets this criterion. 
Principal Investigator or Student Investigator 

	Salutation:  FORMCHECKBOX 
Dr.   FORMCHECKBOX 
Mr.   FORMCHECKBOX 
 Ms.              Status:   FORMCHECKBOX 
Faculty    FORMCHECKBOX 
Staff    FORMCHECKBOX 
 Student                                                                       

Student Type:  Doctoral  FORMCHECKBOX 
  Masters  FORMCHECKBOX 
  Undergraduate  FORMCHECKBOX 
  


	Name and Title:

	Mailing Address:

	Phone:                                                          Email:

	School / Department Name:

                     


Faculty Mentor (If Applicable)
	Salutation: Dr.  FORMCHECKBOX 
  Mr.  FORMCHECKBOX 
  Ms.  FORMCHECKBOX 
              Status:   FORMCHECKBOX 
Faculty    FORMCHECKBOX 
Staff
     

	Name:

	Mailing Address:

	Phone:                                                          Email:

	School / Department Name:

                     


Other Study Personnel
Other Study Personnel (Other individuals who will be responsible for the conduct of this research):
	Name
	School/Department/

Address (if not FDU affiliated)
	Role in Study

	
	
	

	
	
	

	
	
	


Human Subject Protection Education

Each member of the research team must certify completion of education in the Protection of Human Subjects in Research by the CITI Tutorial below. Instructions and the tutorial link may be accessed here: http://view.fdu.edu/default.aspx?id=5825.  A research team member is defined as anyone who has contributed to the research design (e.g., specific aims/hypotheses) and/or shall have contact with human participants and/or their data for purposes of conducting this investigation. The certificate must be current in the past three (3) years. After the tutorial is completed, the Human Research Compliance Manager will be automatically notified by CITI. Please ensure information provided below matches the information sent to the HRCM.

Name of Team Member


Date Completed

Click here to enter text.



Click here to enter a date.


Click here to enter text.



Click here to enter a date.
Click here to enter text.



Click here to enter a date.
Research Information
	Project Title:       


	The research is being completed:

 FORMCHECKBOX 
  At FDU
 FORMCHECKBOX 
  Metro Campus   FORMCHECKBOX 
  Madison Campus   FORMCHECKBOX 
  Vancouver Campus

 FORMCHECKBOX 
  Metro Center for Psychological Services (Complete Section A before submission) 
 FORMCHECKBOX 
  Other:  (please specify)

(Please submit an IRB approval letter or letter of permission for the research to be completed at the Site.)

	Section A. Research Completed at the Center for Psychological Services:

Has the project been submitted to the Director for the Center for Psychological Services?:  FORMCHECKBOX 
  YES   FORMCHECKBOX 
  NO

If no, please do not submit your project until after it has been reviewed and approved by the Director for the Center of Psychological Services.

This project has been reviewed, is in compliance with the current Center for Psychological Services Policies and Procedures and is approved to be completed.

Signature of the Director, Center for Psychological Services:

Date:

Proposed length of the study:       



	Sponsor:
 FORMCHECKBOX 
  Federal Grant: (specify agency)
 FORMCHECKBOX 
 Private grant or Foundation: (specify)


              FORMCHECKBOX 
  Other



 FORMCHECKBOX 
 None



	Risks:

 FORMCHECKBOX 
  Project is minimal risk.  Describe how it meets the definition: 



 FORMCHECKBOX 
  Greater than Minimal Risk. STOP- Project is not eligible for exemption. Complete a                  

                                                                                          Full/Expedited Review- New Project Application.  

	Number of Subjects Anticipated to be enrolled:      


	Is this project being completed at or in collaboration with another Institution?

Yes  FORMCHECKBOX 


No  FORMCHECKBOX 



If Yes, please specify name of institution and attach letter of IRB approval, Institutional permission and/or letter of collaboration:      

	Vulnerable Populations:  Which groups below are included in your study methodology/design?

Pregnant Women  FORMCHECKBOX 
     Children  FORMCHECKBOX 
     Elderly  FORMCHECKBOX 
     FDU Students  FORMCHECKBOX 
    FDU Faculty & Staff  FORMCHECKBOX 
 


Mentally Disabled and/or Cognitively impaired   FORMCHECKBOX 
      Institutionalized Persons  FORMCHECKBOX 
     Non-English Speaking  FORMCHECKBOX 
   
None  FORMCHECKBOX 


Other  FORMCHECKBOX 
 
Specify:      

	Consent:  Will subjects be consented before participation?

 FORMCHECKBOX 
  Yes, attach documentation and describe the consent process (How consent will be obtained from the subjects).
 FORMCHECKBOX 
  No. Justification: 


I hereby propose and certify that this research proposal falls within the exempt category checked below.  (Check the Exempt Category that applies). 
 FORMCHECKBOX 
 Exemption #1:  Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as: 
(i) research on regular and special education instructional strategies, or research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.
 FORMCHECKBOX 
 Exemption #2:  Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior, unless: 
(i) information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects and
(ii) 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.*
*Note research under exempt category (2) MAY include children ONLY when the research involves educational tests and research involving observation of public behavior when the investigators do not participate in the activities being observed.  Studies using survey or interview procedures with children (under the age of 18) as subjects are NOT exempt. Please complete a Full/Expedited Review- New Project Application. This form may be found at:
http://view.fdu.edu/default.aspx?id=5826. 
 FORMCHECKBOX 
 Exemption #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 (b)(2) of this section, if:
(i) the human subjects are elected or appointed public officials or candidates for public office; or

(ii) Federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.
 FORMCHECKBOX 
 Exemption #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: Existing means all must have already been collected or available PRIOR to the project submission to the IRB.   Please identify the specific materials utilized in your Methods and Procedures description and provide your data collection sheet or a complete description of your data elements/variables. If information is publically available, please provide evidence in your project description.
 FORMCHECKBOX 
 Exemption #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:

(i) Public benefit or service programs;

(ii) Procedures for obtaining benefits or services under those programs;

(iii) Possible changes in or alternatives to those programs or procedures; or

(iv) Possible changes in methods or levels of payment for benefits or services under those programs
 FORMCHECKBOX 
 Exemption #6:  Taste and food quality evaluation and consumer acceptance studies, 

(i) if wholesome foods without additives are consumed or

(ii) if 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 Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture.
Research Protocol
Use this section to provide details regarding your proposal. The purpose of the protocol is to describe the purpose/aims/goals of this study and how are you going to execute it with your methods and procedures. At a minimum you must include the methods to be used for this research and a detailed description of the data, records, or specimens that will be studied in the course of this research.  You may submit an attachment in substitution for this section.  Provide a description of the research project. Be sure to also include: (1) justification why your project meets the specific category under which the research may be exempt, (2) a description of the human material/data to be used/reviewed for research purposes, (3) the manner in which all subject materials (e.g., specimens, data, etc.) are collected or made available include recruitment methods to gather data/subjects, (4) if and by what means the materials/data are identifiable to the researchers(s, (5) a description of how data/materials will be stored and protected, (6) if applying under category 2, a copy of the survey, interview questions or description of the observational activity and (7) describe how data will be recorded and/or data variables to be used for the study if applying for exemption under Category 4. 
	


Certifications
II certify that the project will not be changed to increase the risk, exceed or change the exempt condition(s) without filing an additional certification or application for approval by the Institutional Review Board.  I understand that responsibility for protecting human subjects is shared by the entire research team.
Signature:  ______________________________________________________________________
                       Principal Investigator





Date
Signature:  ______________________________________________________________________
                       Faculty Mentor (if applicable)  





Date
The instructions should be deleted before sending your form in for review.
Submission Instructions n s
All submissions to the IRB should be completed electronically. Along with your application, you must also include the following: (1) any copies of surveys/other instruments to be used in your study; (2) additional materials based on your exemption category such as a copy of your data collection sheet or a list of your data variables/elements; (3) IRB Approval letter(s) and/or a Permission Letter allowing your use of the data for your project if from an outside source; (4) Signed Principal Investigator’s Agreement; (5) Signed Faculty Sponsor/Mentor’s Agreement (if applicable); (6) Information Sheet or Consent form, if applicable; (7) A copy of your thesis/dissertation/research plan/protocol; (8) Signed Dissertation Committee or any other Committee form approving the completion of your project.
Once you have completed the above, please submit to the Office of Grants and Sponsored Projects as an email attachment to fduirb@fdu.edu or if an electronic copy is not able to be submitted, please submit as a hard copy through interoffice/off-campus mail or drop off directly to the Grants and Sponsored Projects Office, Room 200, Becton Hall, Metropolitan Campus, 1000 River Road, T-BE2-02, Teaneck, NJ 07666. If assistance is needed, please contact Kim Diccianni, Human Research Compliance Manager at the below contact information.

PLEASE NOTE: HAND WRITTEN APPLICATIONS WILL NOT BE ACCEPTED.

E-mail requirements

1. Include a description of your submission type in the subject heading of your email to the IRB, i.e. · New Project; Continuing Review; Amendment; Final Report; Complaint of a Participant; Notification of a Harmed Participant; etc. 

2. In the body of your e-mail provide:

· The Project Title 
· A list all of the documents attached to your e-mail or being sent directly to the IRB office, e.g. Application, Research Information Sheet, Methods and Procedures, Protocol Summary, Interview script, Questionnaire, Advertisement, TV/Radio Ad Script, PI Agreement, Faculty Agreement, Grant Application, Dissertation, Thesis, NIH Certificate of Human Research Protection Education, PI Agreement, etc. 

· Provide a version date for each document. 

· Make sure all documents are attached before you send the e-mail. 

· Scan, whenever possible, and send any documents with signatures required (see contact information) 

· Documents are accepted in PDF, JPEG or Microsoft Word formats. However, all Consent/Assent Forms are required to be submitted in Microsoft Word format.
You will be notified via email of the IRB’s determination. If you have any questions or require any assistance, please contact Kim Diccianni, CIP, Human Research Compliance Manager at (201) 692-2219.
FDU IRB EXEMPT APP vers: 07_02_2013 |phone (201) 692-2219|
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