
General Information about Project Proposal

	Project Title: 

	Principal Investigator (PI): 
	Project Mentor (students only): 

	Department: 

	Phone: 
	Email: 

	Address (if not CH): 


Personnel Involved with Project

	Name
	Title (PI, Sub-I, Coordinator)
	Employee of CoxHealth

	     
	
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	     
	
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	     
	
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No


Summary of Activity

	Description of Research

	Description of the project proposal- in “lay terms” provide a summary of the purpose, objectives, intervention/interaction with human subjects: 
Background:

Aim:

Purpose/PICOT:

Inclusion/exclusion criteria: 

Study Design: 
Consent Type (if any):

Sample:

Population:

Setting:

Expected Timeframe:

Intervention/Interaction with human subjects (if any):

Human Protection:

Dissemination: 



	Proposed number of participants expected to be included?      

	How are potential subjects or data sets identified?      
            Who will initiate contact and/or provide record lists?      

	Will participants receive anything of value for participation?  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No  

             If yes, indicate total amount?      
             Method of payment:  FORMCHECKBOX 
Cash             FORMCHECKBOX 
Check            FORMCHECKBOX 
Gift Certificate          FORMCHECKBOX 
Other:      

	What departments are impacted by this project?      
            Has approval been provided for their involvement?(e.g. Nursing for survey assistance)  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	Checklist Statements
	True
	Not True
	Regulation

	Project does not meet the definition of “research” or by definition does not have “human subjects”. 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Project is considered Quality Improvement. 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	This project is no more than minimal risk to subjects.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	How will identifiable data be stored?    FORMCHECKBOX 
 Data is de-identified       
        FORMCHECKBOX 
 Password protected      FORMCHECKBOX 
 Encrypted USB drive     

        FORMCHECKBOX 
 Locked file cabinet      FORMCHECKBOX 
 Other:      
	
	
	


	If there are interactions with subjects, there will be a consent process that will disclose such information as:

· That the activities involve research.

· The procedures to be performed.

· That participation is voluntary.

· Name and contact information for the investigator.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	If you marked “True” to the first 2 questions, stop and skip to the section titled “Submission Checklist”. If you marked “Not True” to the first 2 questions, proceed by marking the category(s) that your project qualifies.  If your project does not completely fit a category definition there is no need to mark any boxes in that category.

	Exemption Category 1- for educational settings:
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	45 CFR 46.101(b)(1)

	1. The research will only be conducted in established or commonly-accepted educational settings including but not limited to schools and colleges.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	45 CFR 46.101(b)(1)(i)

	2.  The research will involve only normal educational practices, such as (i) research on regular and special education instructional strategies, or (ii) research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	45 CFR 46.101(b)(1)(ii)

	3. The research will not involve individuals as subjects who are known to be prisoners.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	45 CFR 46.303(c)

	4. The research is not subject to FDA regulations.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Exemption Category 2- for educational tests, surveys, interviews, public behavior observation:
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	45 CFR 46.101(b)(2) 

	1. The research will involve only the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	45 CFR 46.101(b)(2)

	2. This question is only applicable if the project involves children as subjects.  If children will NOT be included, check N/A and continue to the remaining questions. The procedures will be limited to the use of educational tests (cognitive, diagnostic, aptitude, achievement) or observation of public behavior where the investigator will NOT participate in the activities being observed.
	 FORMCHECKBOX 

 FORMCHECKBOX 

N/A
	 FORMCHECKBOX 

	45 CFR 46.401(b)

	3. The information obtained will be recorded in such a manner that human subjects CANNOT be identified, directly or through identifiers linked to the subjects. 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	45 CFR 46.101(b)(2)(i)

	4. Any disclosure of the subjects’ responses outside the project could NOT reasonably place the subject at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, or reputation.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	45 CFR 46.101(b)(2)(ii)

	5. The research will not involve individuals as subjects who are known to be prisoners.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	45 CFR 46.303(c)

	6. The research is not subject to FDA regulations.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Exemption Category 3- for educational tests, surveys, interviews, public behavior observation of public officials:
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	45 CFR 46.101(b)(3)

	1. The research will involve only the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior AND the subjects are elected or appointed public officials or candidates for public office.  (Applies to senior officials such as major or school superintendent rather than a police officer or teacher.) True to either statement 1 or 2 will qualify for exemption provided that statements 3 and 4 are true.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	45 CFR 46.101(b)(3)(i)

	2. The research will involve only the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior AND federal statue(s) require without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	45 CFR 46.101(b)(3)(ii)

	3. The research will not involve individuals as subjects who are known to be prisoners.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	45 CFR 46.303(c)

	4. The research is not subject to FDA regulations.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Exemption Category 4- for existing data, documents, and specimens:
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	45 CFR 46.101(b)(4)

	1. The research will involve only the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens. (Material must have existed prior to this request being completed.) 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	45 CFR 46.101(b)(4)

	2. The sources of the existing data, documents, records or specimens are publicly available OR the information will be recorded by the investigator in such a manner that participants cannot be readily identified either directly or through identifiers (such as a code) linked to them.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	45 CFR 46.101(b)(4)

	3. If medical records are accessed, Health Information Management has been contacted for Accounting of Disclosure requirements.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	4. The research will not involve individuals as subjects who are known to be prisoners.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	45 CFR 46.303(c)

	5. The research is not subject to FDA regulations.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Exemption Category 5- for public benefit or service programs (federal):
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	45 CFR 46.101(b)(5)

	1. The project is a research or demonstration project conducted by or subject to the approval of a (federal) Department or Agency head and which is 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 (iv) possible changes in methods or levels of payment for benefits or services under those public benefit or service programs.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	45 CFR 46.101(b)(5)

	2. The research will not involve individuals as subjects who are known to be prisoners.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	45 CFR 46.303(c)

	3. The research is not subject to FDA regulations.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	4. The program under study delivers a public benefit (e.g. financial or medical benefits as provided under the Social Security Act) or service (e.g. social, supportive, or nutrition services as provided under the Older Americans Act).
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	5. The research or demonstration project will be conducted pursuant to specific federal statutory authority.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	6. There is no statutory requirement that the project be reviewed by an IRB.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	7. The project does not involve significant physical invasions or intrusions upon the privacy of participants.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	8. The exemption has authorization or concurrence by the funding agency.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Exemption Category 6- for taste and food quality and consumer acceptance studies:
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	45 CFR 46.101(b)(6)

21 CFR 56.104(d)

	1. The research involves only a taste and food quality evaluation or a food consumer acceptance study in which (i) wholesome foods without additives will be consumed OR (ii) food will be consumed that contains a food ingredient, agricultural chemical or environmental contaminant that is at or below the level found to be safe by the Food and Drug Administration or is approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	45 CFR 46.101(b)(6)

21 CFR 56.104(d)

	2. The research will not involve individuals as subjects who are known to be prisoners.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	45 CFR 46.303(c)

	Other

	Is there any additional information that the IRB should be aware of that is not addressed in previous sections of this application?      


Submission Checklist (check each item included)
	 FORMCHECKBOX 
Completed
	Exemption Request Application

	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No    FORMCHECKBOX 
 N/A 


	Consent Information – signature should not be obtained if that is the only identifying link with participation

	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 N/A    
	Questionnaires/Surveys/Other Subject Material

	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 N/A    
	Advertising/Recruiting Material

	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 N/A    
	Student Investigators: Provide documentation of project approval from departments impacted


I certify that I have participated in and read this document, attest to its accuracy and completeness of disclosure, and that protected health information will not be re-used or disclosed to any person or entity unless otherwise authorized by law to have such access to protected health information.  I must notify the IRB of significant changes to this project prior to implementation as such changes may change exemption status of this project.  I know that I have access to all CoxHealth standards regarding research via the Institutional Review Board section of the CoxHealth.com website.
____________________________________


_________________

Investigator’s Signature





Date

     
Investigator’s Printed Name
*Electronic signature acceptable, including submittals via investigator’s CoxHealth email.  The email will become a part of the study file as representation of signature.
Human Research Protection Committee 


Project Exemption Request








H:\COLL-SHARED\DEPT OF NURSING\Graduate Program\IRB\HRPC Application - Exemption.doc

