IRB#_______________

SOUTHERN ILLINOIS UNIVERISTY EDWARDSVILLE

CLASSROOM PROTOCOL FOR 

EXEMPT RESEARCH APPLICATION

You may not begin your research until you receive confirmation that the research meets exemption criteria (i.e., a signature in the IRB box at the end of this form).  Also, please note that any revision to the research must be approved by the IRB before its implementation to determine its effect on the exempt status of your study.  

Please keep a copy of your materials and a copy of this application for your records.  Submit an original set to the SIUE IRB.
For instructions and guidance on completing this form, please refer to Classroom Protocol Guidelines.

(cells will expand as needed)

	INSTRUCTOR NAME:
	(Last)      

	(First)      

(First)
(Degree)    
	(Initial)      

	(degree)      


	Instructor’s Title:


	

	Instructor’s Department:
(e.g. Psychology, Pharmacy)
	

	 Instructor’s Email address:

(SIUE Email address preferred)         
	

	Instructor’s Campus Box
	

	TA’s Name (if applicable)


	

	Title of Course
	

	Course and Section #
	

	Study Title     


	

	Expected Duration Dates 

of Entire Project:

(Note: Classroom Protocols are approved for 3 years)
	Anticipated Project Beginning Date:                                 Anticipated Project Ending Date:

                Semester/Year                                                           Semester/Year

                               /                                                                                  /



	Research Site(s) : 


	Indicate which of the following are expected sites of investigation (check all appropriate sites):

 FORMCHECKBOX 
 SIUE Main Campus

   FORMCHECKBOX 
 SIUE Alton Campus
 FORMCHECKBOX 
 SIUE ESL Campus
 FORMCHECKBOX 
 SIUE School of Pharmacy
If any of the investigation is to be conducted at other institutions or locations off campus, please enter for each facility the:

Institution's Name                      

Address




Define any abbreviations and use simple language throughout the application.
1. Explain the use of any educational test or procedure, interview, or survey.  Explain how information will be recorded and indicate any risk.  Are the subjects identifiable, and if so, will the information disclosed put subjects at risk?  If using existing data, explain the type and source of the data and if it is publicly available or how it is recorded in a manner that subjects cannot be identified.  If the research is conducted in commonly accepted educational settings or involve normal educational practices, explain.  (only respond to those questions that are applicable to your study)

	      
     


Using lay language, describe the 
a.) research background/rationale or brief literature review 
b.) objectives 
c.) description of how the research will be conducted (step by step process of your research with the human subjects) and 
d.) role of subjects: interaction with the individual or the use of their data/specimens. (The text boxes will expand.)

	a.)
	Background/rationale: 



	b.)
	Objectives: 



	c.)
	Description of Research Conducted: 



	d.)
	Role of Subjects: 



4. 
State the minimum number of subjects, existing records, or specimens required.          

	
	a.) Are you studying, collecting, or recording data from anyone under the age of 18? 

b.) Are you studying, collecting, or recording data from anyone 90 years or older?
c.) Age(s) of subjects you are studying, collecting, or recording data ____________
	 FORMCHECKBOX 
  Y

 FORMCHECKBOX 
  Y
	 FORMCHECKBOX 
  N

 FORMCHECKBOX 
  N


NOTE:  Collecting age information from anyone 90 years or older, is considered an identifier under HIPAA  

regulations when used in conjunction with protected health information (PHI), unless it is aggregated into a single category of age 90 or older.

5.
Type of Information to be collected or recorded: (see IRB HIPAA forms for more information)



 FORMCHECKBOX 
 No health information.  

 FORMCHECKBOX 
 Health Information without personal identifiers. Please complete the De-Identification Certification form.

 FORMCHECKBOX 
 Health information with personal identifiers. This constitutes protected health information (PHI) and HIPAA applies. You may need to complete the full IRB application.
6.  
Specify a) the risks to the subjects and the steps you will take to minimize each risk b) benefits to the subjects (if there are no benefits to the subjects, please state so here and disclose this information to the subjects verbally or in a recruitment statement) and c) the benefits to society.

	a.)
	Risks to subject and steps taken to minimize risks:      

	b.)
	Benefits to subject:      

	c.)
	Benefits to society:      



7. How will the identity of subjects and/or their responses be recorded?  

 FORMCHECKBOX 
 Anonymous (direct identifiers, such as names of subjects, or indirect identifiers, such as codes, are never recorded with the research data and therefore cannot be linked to the subjects).  Describe how the information will be recorded anonymously.

	     



  or

 FORMCHECKBOX 
 Confidential (coding or security measures are in place to protect the privacy of individual subjects).  Describe the steps you will take to maintain confidentiality, including the identity of the subjects, their responses, and any data that you obtain from private records and/or capture on audiotape or videotape.  If audio or video taping subjects, describe the disposition of the data and/or the tapes once the study has been completed.  

	     



8. Data Security. All information must be stored centrally in a SIUE Office/Department in a locked cabinet. (If you are using both electronic data and hardcopy data, you will need two safeguards for each type)
Electronic Data: (mark at least two that apply or select “not applicable”)
	 FORMCHECKBOX 

	secure network (e.g. firewall)

	 FORMCHECKBOX 

	password access

	 FORMCHECKBOX 

	data recorded anonymously

	 FORMCHECKBOX 

	coded, with master list kept as a hardcopy or on a secure network (confidential)

	 FORMCHECKBOX 

	not applicable

	 FORMCHECKBOX 

	other. Please specify:      


Hardcopy data: (mark at least two that apply or select “not applicable”)

	 FORMCHECKBOX 

	locked suite at SIUE

	 FORMCHECKBOX 

	locked office at SIUE

	 FORMCHECKBOX 

	locked file cabinet at SIUE

	 FORMCHECKBOX 

	data recorded anonymously

	 FORMCHECKBOX 

	data coded by PI or research team with a master list secured and kept separately (confidential)

	 FORMCHECKBOX 

	24 Hour personnel supervision

	 FORMCHECKBOX 

	not applicable

	 FORMCHECKBOX 

	other.  Please specify:      


9.  a.) Explain how subject recruitment is to be carried out.  Provide copies of letters, media ads, posters, etc.  b.) If subject incentives are offered or payment to subjects is to be made, describe and justify. (Examples of incentives include gift certificates, extra credit for a class, etc.) NOTE:  Applicable to all exempt categories except category 4  
	a.)
	Describe how subjects are recruited or state ‘not applicable’:        


	b.)
	Describe incentives or state ‘not applicable’:      



10.  Describe the composition of the proposed study population in terms of gender and racial/ethnic group, and provide a rationale for  

       selection of such subjects. (e.g. if you will include/exclude subjects based on gender or racial/ethnic group, explain.)
	     



11.  Describe a.) how you have access to this study population (e.g. superintendent at the school, instructor of a class, etc.)  and/or  

       b.) describe your and any co-investigator's authorization to review existing data, documents, records or specimens (item b is only 

       applicable to category 4)  NOTE: letters of agreement from cooperating research sites should be included as an appendix  

       (if applicable).

	


 
NOTE: If you are paying participants through a 3rd party system, such as Amazon Mechanical Turk, it is your responsibility as the researcher to insure proper payment is made to each participant who begins the survey.  Because participants are able to withdraw from the study at any time without being penalized, they should continue to receive payment.

12.  If subjects will be informed about this study (e.g., through a cover letter or statement or flyers from the investigator.  Please provide a copy of such with this application.  See the Recruitment Document on the IRB website for an example).  This question is applicable to all exempt categories except category 4.   

NOTE: Typically, a study cannot be considered exempt if a signed informed consent document is needed.  For exempt review, use the Recruitment Statement instead of the consent document.
	



For all research studies:


  Submit this application with the following materials, if applicable:
 FORMCHECKBOX 
 Formal research protocol (e.g., grant application, sponsor protocol) 

 FORMCHECKBOX 
 Questionnaires, interview questions

 FORMCHECKBOX 
 Data collection sheets (e.g. a list or spreadsheet of the questions or data elements to be collected or studied).  Data collection sheets must be included with exempt category #4 submissions.
 FORMCHECKBOX 
 Recruitment materials (flyers, advertisements)

 FORMCHECKBOX 
 Telephone scripts

 FORMCHECKBOX 
 Cover letters or recruitment statement to subjects

 FORMCHECKBOX 
 Letters of cooperation from other sites.

 FORMCHECKBOX 
 HIPAA related materials (e.g. De-Identification Certification Form)
 FORMCHECKBOX 
 Documentation that all investigators have completed IRB training for human subjects protection. 

 FORMCHECKBOX 
 Documentation of external IRB approval from other sites where research is conducted

Certification:

In making this application, I certify that I have read and do understand the policies and procedures governing research with human subjects, and that I fully intend to comply with them. I further acknowledge my responsibility to report significant changes in the procedural summary prior to making these changes.

If student-initiated (student PI) research could result in the physical, mental, or emotional harm of a person or physical damage to property, the student will need to obtain insurance and provide proof of that insurance to the Compliance Coordinator prior to protocol approval.
 
The SIU Risk Management Office provides information regarding potential sources of insurance at http://siusystem.edu/risk-management/insurance-related-policies.shtml and the required coverage at http://siusystem.edu/risk-management/insurancereq.shtml.  
 
For questions, contact SIU Legal Counsel (Jennifer Wagner at jennwag@siue.edu or 618-650-2455) or SIU Risk Management at 618-536-3331.
Required Signatures:

Your signature below indicates that you accept responsibility and have used the ethical guidelines set forth by the Belmont Report, Declaration of Helsinki, the Nuremberg Code, or the Ethical Principles of the American Psychological Association for the research described.  

The faculty member will be responsible for the oversight of the student research activities.  If surveys and interview questions are not provided for all students, the faculty member must ensure the surveys/questions create no/minimal risk to participants and that the participants are not identifiable.  It will also be the faculty member’s responsibility to report any violations to the IRB.

You may not begin your research until you receive confirmation that the research meets exemption criteria (i.e., a signature in the IRB box below).
	Instructor
	
	
	

	     
	
	     
	

	Signature
	
	Date
	

	     
	
	
	

	Typed Name
	
	
	
	
	


	
	For IRB Office Use Only


	

	IRB#:  ___________________
This project meets the criteria for exempt research under 45 CFR 46.101(b) category(ies): ____________


	______________________________________________________________________________________      _________________________
Signature of IRB Chairperson                                                                                                                                     Date.

or IRB Designee


4

