FNU Institutional Review Board (IRB)
IRB and QI Projects
Purpose:
· To inform the IRB of Quality Improvement Projects conducted by the FNU community. 
· To provide information in differentiating Research and Quality Improvement Projects. 


	QI/QA Project Participant Contact Information 


	Name and Credentials: 

Relationship with FNU: 

Address: 

Phone number:

FNU Email address: 

FNU Faculty member(s) involved in project design and approval: 

Please attach a PDF copy of your NIH or CITI Human Subjects Training 


	Project Site Information 


	Organization/Site Name:

Address:

Phone number:

Site Contact Person and Title

Site Contact person’s email address: 


	QI/QA Project Description 
(Please provide a brief description of your project. Address the overall purpose, site/setting, population, and your role in the project QI/QA activities. )

	Project title: 

Purpose/Aim:

Site/Setting: 

Population: 
 
Applicants role in the project activities: 


	****Before continuing with this document  go to this link to access information about QI projects: Quality Improvement Frequently Asked Questions  then continue with this document.
*Review this resource for additional Information (Quality Improvement or Research) *

Children’s Hospital of Philadelphia (2015). Quality improvement vs. research. Retrieved 
       from https://irb.research.chop.edu/quality-improvement-vs-research.

Determination of Research Activity
The definition of “Research” as defined by the Department of Health and Human Services (DHHS) regulations: “Research means a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge.” 45 CFR 46.102 (d)
To be considered a “systematic investigation”, the concept of a research project must meet ALL of the following: ***A systematic investigation may be described as an activity planned in advance and many non-research activities include systematic investigation)*** 
· Attempt to answer research questions (in some research, this would be a hypothesis).
· 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.
“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.
· The results are intended to be replicated in other settings.
· Web based publication for professional purposes.
· Publication and presentation are typical methods used to disseminate research findings, thereby contributing to “generalizable knowledge”. However, not all information that is published or presented represents generalizable knowledge.

A "human subject" means a living individual about whom an investigator (whether professional or student) conducting research obtains (1) data through intervention or interaction with the individual or (2) identifiable private information.


	[bookmark: _GoBack]Is the activity a systematic investigation designed to develop or contribute to generalizable knowledge?     Yes                            No 

Does the Research involve Human Subjects?      Yes                     No 

A “Yes” to either of these questions indicates that you may need to complete the FNU IRB application.  Complete the remainder of this questionnaire to assist in determining if your project includes Research Activities. 



	1. Funding: Is the project supported by Federal funds?    Yes                    No  
If yes, contact the FNU IRB for additional guidance. 


	2. Is your project designed to develop new knowledge or validate new treatments?                      
                                                                                       Yes                    No         
                   

	3. Do activities directly benefit a process, system or program; This activity might or might not benefit patients? (i.e., may include improving quality of care, patient satisfaction, cost of care, or clinical processes)   Yes                               No 


	4. If an intervention is used will there be random assignment to participants OR will the participants be randomly assigned to different interventions for comparison? 

                                                                                Yes                      No  


	5. Are the risks from an intervention to participants greater than minimal?   
                                                                                       Yes                      No  


	6. Does the project involve a new, innovative intervention that has not been tested in other settings or that has a lack of published evidence demonstrating its benefit? 
                         Yes                   No 


	7. Does the practice site have plans to discontinue the QI/QA project after your involvement ends despite demonstration of benefit?   Yes                 No    


	8. Are the project activities fixed with a rigid goal, methodology, and unchangeable despite feedback regarding the impact on quality of care, patient satisfaction, cost of care, or clinical processes?
  Yes                     No 


	9. Are project activities being implemented as part of the routine clinical care or standard practices provided to the patient population, or routine care and standard practices related to a process, system or program at the project site?                                                       
                                                                                      Yes                     No 


	10. Do you certify that all of the information provided in this application accurately describes the QI/QA project you would like to complete?   Yes              No 
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