Avera Institutional Review Board

Standard Operating Procedures


	SOP: FO 305
Version No: 

Effective Date: 1-Oct-2008
Revised 
	Definition of Research versus Quality improvement
	Supercedes Document: 


1.
Purpose

This policy establishes the definition of Research versus Quality Improvement (QI).  The policy applies to all projects conducted at Avera facilities or by Avera employees.  Whenever there is uncertainty as to whether a project is considered research or QI the project leader should request guidance from the Institutional Review Board (IRB)
2.  Policy
Some data collection and analysis activities in the health services area are not intended to generate scientific knowledge, but rather are used as a management tool to improve the provision of services to a specific health care population (IOM 2000).  These activities are not intended to have any application beyond the specific organization in which they are conducted.  These activities are generally referred to as program evaluation or quality improvement.  But, like public health, because populations are the targets of study and because the methods used in program evaluation or quality improvement are the same as those used in research, it is often difficult to determine whether or not the activity is research that falls under the oversight system.

When the purpose of an activity is to assess the success of an established program in achieving its objectives and the information gained from the evaluation will be used to provide feedback to improve that program, the activity is not human subjects’ research.  The evaluation is a management tool for monitoring and improving the program.  Information learned has immediate benefit for the program and/or clients receiving the program or services.  When the quality improvement involving human participants is undertaken to test a new, modified, or previously untested intervention, service, or program to determine whether it is effective and can be used elsewhere, the activity is research.  The systematic comparison of standard or non-standard interventions involving human participants also is research.

3.
Procedures

It is the responsibility of the project leader who initiates a project to determine if it is research or QI.  Research projects must comply with specific policies and regulations designed to protect human subjects and privacy rights.  Quality Improvement projects are not required to act in accordance with research policies and regulations.  
It is often difficult to distinguish QI activities and human research activities, especially when data analysis post implementation of a QI activity will occur.  It is possible that the same project may have both QI and research components.

The Investigator may use either the Research Determination Worksheet or consult the IRB for a determination of whether the project constitutes research.  Projects that meet the definition of research are submitted to the IRB per policy FO 301 Research Submission Requirements

The Research Determination Worksheet is directed to an appropriate IRB member for determination.  

The IRB contacts the Investigator (either via telephone, email or letter) regarding his/her determination.  The original correspondence and resulting determination is kept on file in the IRB.

Questions for IRB guidance of project analysis:

· Does the description of the proposed activity contemplate the individually-identifiable data elements will be collected or analyzed for any purpose other than providing direct feedback to Avera institutions?
Yes = Research
No = QI

· Does the analytical or evaluative component of the activity change the way that the quality program will be implemented in such a way that risks may be higher for providers or patients who participate (will providers or patients be randomized to different interventions to permit statistical comparison of outcomes)?
Yes = Research
No = QI
· Is there funding from an external organization based on a “research paradigm” to carry out the evaluation of the program?
Yes = Research
No = QI

There are limited types of non-research that may be initiated without prior submission to the IRB.  These activities include:

1. Requirements of a course that are being conducted only for the purpose of learning research skills.

2. Case reports involving no more than two (2) separate cases, provided that the case reports are void of private identifiable information.  This activity is not to be confused with thesis or dissertation projects, which do require prospective IRB review and approval.

3. Training exercises wherein humans are taught job/position-related responsibilities.

4.  Scope
These policies and procedures apply to all IRB members and staff.

5.  Responsibility
The Investigator is responsible for determining whether new research projects involve humans as participants and meet the definition of research, either by utilizing the Research Determination Worksheet or by contacting the IRB.
The IRB Manager is responsible for entering research projects into the IRB database, forwarding the research project to the IRB Chair or designee for review, and drafting a determination letter to the Investigator.

The IRB Chair or designee is responsible for determining whether the research project involves humans as participants and if the project is considered research.

6.  Applicable Regulations and Guidelines
45 CFR 46

21 CFR 50.603

7.  References to Other Applicable Sops
This SOP affects all other SOPs.

8.  Attachments
Determination of Human Research Worksheet

9.  Procedures Employed To Implement This Policy
	Who 
	Task
	Tool

	Investigator
	Determines if new research projects involve humans as participants and meet the definition of research
	Determination of Human Research

	IRB Manager
	Enter project into IRB database, forward project to IRB Chair or designee for determination

Draft determination letter to investigator and create file with all project information
	

	IRB Chair or designee
	Review Research determination requests and project information to determine status of project as research or QI
	








PAGE  
Page 1 of 3

