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Office of Sponsored Programs and Faculty Development

Institutional Review Board (IRB) Determination of Human Subjects Research Form 

For Quality Improvement/Quality Assessment Activities

Instructions:  This form was created to assist the IRB in making a determination on whether quality improvement/quality assessment or student learning projects meet the federal HHS definition of human subjects research requiring IRB review.  Please submit this signed form electronically to irb@uwosh.edu) along with a project abstract to receive a determination from the IRB whether your project requires submission of an IRB Application.  Please allow 1- 2 weeks to receive a determination. The following link from HHS-Office of Human Research Protections may be useful in filling out the form: http://www.hhs.gov/ohrp/policy/qualityfaqsmar2011.pdf 
	Title of Project:
	

	Funding Source:
	

	Is this a federally funded project?    No  
  Yes  
                       If yes, please list most recent date of FCOI Disclosure to Grants Office: 
                                                  

	Project Director Name:
	     

	Department/Major:
	     
	
	     
	State

	E-mail:
	     
	                        Phone:
	     

	Select one of the following categories below for status:  

                                                       Faculty or Instructional Staff

                                                       Administrative or Academic Staff

                                                       Visiting Faculty/Scientist 

                                                       University Staff 

Is this a student project?   No    
  Yes*  
*If yes, a faculty or instructional staff member must be named as the Project Director and the person responsible for oversight of described activities and sign the application upon submission.  Please select status of student(s) and fill in their name(s).
                                                            Doctoral Student: 
                                                            Graduate Student:  
                                                            Undergraduate Student:  
                                                            Other (explain): 
SECTION 1: Project Description
1. Please attach an abstract to this form describing the project goals.  The abstract must 1) describe the reasons for conducting the proposed project, 2) Provide a brief description of the project including the objectives, and 3) describe the proposed activities for the project.
_______________________________________________________________
2. Please provide the name of the Organization or Agency and location for which the project is being conducted and attach a letter of authorization to conduct activities that will occur in locations other than UW Oshkosh. (An example site permission letter template can be found on the IRB website.)
     
3. Please provide the IRB contact information for the organization or agency, if applicable. 
     


	

	

	

	
	


	SECTION 2: DETERMINATION OF “RESEARCH” 

Quality Improvement/Program Evaluation  Projects



	Research – “a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge.” [45 CFR 46.102(d)]


	1. Do the proposed activities involve a systematic approach?   A systematic approach involves a predetermined method or a plan for studying a specific topic, answering a specific question, testing a specific hypothesis, or developing theory. A systematic approach incorporates collection of data and/or specimens.  To be considered a “systematic investigation”, the concept of a research project must meet all of the following: 

· Attempt to answer research questions

· Is methodologically driven, that is, it collects data or information in an organized and consistent way. 
· The data or information is analyzed in some way, be it quantitative or qualitative data.
· Conclusions are drawn from the results.

      FORMCHECKBOX 
  YES*     FORMCHECKBOX 
   NO
If NO, please explain why the proposed activities do not involve a systematic approach: 

     
2. Is the primary intent of the proposed activities to develop or contribute to generalizable knowledge?  Is the primary intent of the project to generalize results outside of the local Institution, organization, or agency to inform the field of study AND has the project been designed in such a way that the findings will be generalizable (i.e. randomization of subjects; comparison of case vs. control)?  “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 or population studied.

· The results are intended to be replicated in other settings.

Please note that the IRB does not define research solely based on the intent to publish or present findings and that quality improvement and program evaluations can be presented or published, but they should not be described as human research studies.
 FORMCHECKBOX 
  YES*     FORMCHECKBOX 
   NO 
If NO, please explain the intent of proposed activities and explain how the proposed activities are not intended to contribute to generalizable knowledge: 
     
 *IRB Use: If YES to 1 & 2 these activities constitute research.

Quality Improvement OR Program Evaluation Checklist
***If you think your project may be considered a Quality Improvement project or Program Evaluation ONLY and WILL NOT contribute to generalizable knowledge please confirm by answering either the Quality Improvement/ Quality Assessment or Program Evaluation questions on page 3. Either ALL QI/QA or ALL Evaluation questions must be answered YES to be considered a Quality Improvement Project or a Program Evaluation.
Quality Improvement/ Professional Development
Program Evaluation Project
QI.1.  The project is intended to improve or evaluate a practice or process within a particular institution, classroom, or specific program?
 FORMCHECKBOX 
  True   FORMCHECKBOX 
   False 
E.1.  The evaluation is being initiated based on the request and needs of a partner organization or department for internal purposes only. 

 FORMCHECKBOX 
  True    FORMCHECKBOX 
   False
Quality Improvement/ Quality Assurance Project

QI.2.  The primary intent of the project is NOT designed to expand knowledge of a scientific discipline or scholarly field of study.

  FORMCHECKBOX 
  True    FORMCHECKBOX 
   False
Program Evaluation Project

E.2.  The intent of the evaluation is to improve a specific program and/or to meet funding agency requirements.

 FORMCHECKBOX 
  True    FORMCHECKBOX 
   False 
QI.3.  All activities are “best practices”, “routine care” or “standard practice” and conducted by staff where the project will take place. Untested methods and/or interventions are NOT being evaluated.

 FORMCHECKBOX 
  True    FORMCHECKBOX 
   False
E.3. The program or intervention being evaluated has been tested and is evidence based (already shown to be effective).  FORMCHECKBOX 
  True    FORMCHECKBOX 
   False
E.4. The evaluation does NOT involve randomization of participants, but may involve comparison of variations in programs. 

 FORMCHECKBOX 
  True    FORMCHECKBOX 
   False
QI.4.  The project does NOT involve a control group or randomization of subjects or blinded interventions.

 FORMCHECKBOX 
  True    FORMCHECKBOX 
   False
QI.5.  The project is NOT funded externally as a human subjects research project?
 FORMCHECKBOX 
  True    FORMCHECKBOX 
   False
QI.6.  The project will NOT involve testing an experimental drug, device (including medical software or assays), or biologic?

 FORMCHECKBOX 
  True    FORMCHECKBOX 
   False
Please explain if False was selected for any of the questions: 
     


	

	* IRB Use: If FALSE to any of the QI/QA or Program Evaluation Questions, these activities typically constitute research but further explanation may be required for clarification for the IRB.



	SECTION 3: DETERMINATION OF “HUMAN SUBJECT” 



	Human subject – “a living individual about whom an investigator conducting research obtains: (1) data through intervention or interaction with the individual or (2) identifiable private information. [45 CFR 46.102(f)] 

	1. Does the activity involve obtaining information about living individuals through intervention or interaction with the individuals? (Intervention includes both physical procedures by which information is gathered (for example, venipuncture) and manipulations of the subject or the subject's environment that are performed for research purposes.  Interaction includes communication or interpersonal contact between investigator and subject. Note: If you are asking questions only about a program, product, or policy and no questions specifically about an individual, then answer No). 
 FORMCHECKBOX 
  YES*     FORMCHECKBOX 
   NO 
2. Will the activity involve obtaining private identifiable information about living individuals?  (See the IRB Identifiers Chart to determine what qualifies as protected health information and personally identifiable information).
 FORMCHECKBOX 
  YES*, complete 2.a.     FORMCHECKBOX 
   NO 
2.a. If yes, will the data be protected health information (PHI)?

 FORMCHECKBOX 
  YES, complete 2.b. and 2.c   FORMCHECKBOX 
   NO, move to question 3.
2.b. Is HIPAA Authorization required?  FORMCHECKBOX 
  YES  FORMCHECKBOX 
   NO
See HIPAA Quick Reference Guide.  (Please attach a letter/email from HIPAA covered entity giving permission for access to PHI for this project and detailing any special requirements that need to be followed.)
2.c. Please attach a copy of HIPAA training verification completed within the last 12 months through employer or CITI Program course titled: CITI Health Information Privacy and Security.

3. Does the activity involve the use of coded private information or specimens?
 FORMCHECKBOX 
  YES, complete 3.a.   FORMCHECKBOX 
   NO
3.a. The release of the key is prohibited to investigator (agreement must be attached or documentation from a repository or data management center).
              FORMCHECKBOX 
  YES  FORMCHECKBOX 
   NO*, this activity involves human subjects


	*IRB Use: If YES to 1 OR 2, the activities involve human subjects.  If YES to 3 AND No to 3a, the activities involve human subjects.                                                                                   
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	Project Director Signature:
	     
	            Date:
	     


	Student Signature:
	     
	     Date:
	     


IRB Use Only Below this Line

[__] Project Determined to be Human Subjects Research, PI notified that IRB Application submission is required for review by IRB

[__] Project Determined to Not be Human Subjects Research, memo indicating NHSR determination can be sent
[__] Project requires further documentation:
Reviewer:      

OHRP Reference Link:  http://www.hhs.gov/ohrp/policy/qualityfaqsmar2011.pdf
ATTACH ABSTRACT AND SITE PERMISSION FOR OFF CAMPUS PROJECTS ON NEXT PAGE
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