
Saint Luke’s Health System

Request for Human Subjects Research Determination
Note: You must obtain a Non-Human Subject Research determination from the IRB office before initiating a Quality Improvement/Program Evaluation project.
I. PROJECT REQUESTOR & TEAM MEMBERS
1. PROJECT REQUESTOR
	Name:      
	Department:      


	 Staff   Resident/Student 
 Other:      
	Department/Unit:      

	Email:      
	Phone Number:      


2. TEAM MEMBERS:      
3. ADVISOR (if appropriate)  NA
NOTE: An Advisor is required if the PI is a student, resident or fellow and the Advisor MUST sign this study application.

	Name:      
	Department/Unit:      

	Email:      
	Phone Number:      


II. PROJECT DESCRIPTION

Attach a QI/Program Evaluation Description (Use available Template from IRB web page). 
III. COMMON RULE DETERMINATION

A. Is the activity “research?”
Indicate whether the activity meets the following criteria:

 Yes   No - The activity is a systematic investigation: an activity that involves a prospective plan which incorporates data collection, either quantitative or qualitative, and data analysis to answer a question.

AND

 Yes   No - The activity is designed to develop or contribute to generalizable knowledge: designed to draw general conclusions (i.e., knowledge gained from a study may be applied to populations outside of the specific study population or the institution), inform practice or policy, or generalize findings to a broad audience.  Quality Improvement projects and Program Evaluations apply to a narrow audience or only to the institution.
Note: See information at the end of this form for more information on differentiation of research, quality improvement or program evaluations.

If Yes to both of the questions above, the activity meets the definition of research in the Common Rule. Proceed to the next section to determine if the research involves human subjects.

If No to either or both of the above, provide an explanation below and proceed to Section IV.
Explanation: 
B. Does the research involve “human subjects?”
 Yes   No - Will you obtain data through intervention or interaction with living individuals? 
Intervention includes both physical procedures by which data are 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/the project lead and subject. Note: this includes indirect or remote interaction such as via a survey.

OR
 Yes   No – Will you obtain Identifiable Private Information about living individuals?
Private information includes information about behavior that occurs in a context in which an individual can reasonably expect that no observation or recording is taking place, and information which has been provided for specific purposes by an individual and which the individual can reasonably expect will not be made public (for example, a medical or education record). 
Private information must be individually identifiable (i.e., the identity of the subject is or may readily be ascertained by the investigator/the project lead or associated with the information) in order for the information to constitute research involving human subjects. Note: When data is coded, and the investigator/the project lead has access to the key or other means to re-identify, the data is identifiable. Consult with the Saint Luke’s Hospital IRB for questions on this topic.

For research covered by FDA regulations (21 CFR 50 and 56):

Human Subject: Human subject means an individual who is or becomes a participant in a clinical investigation, either as a recipient of the test article or as a control.  A subject may be in normal health or may have a medical condition or disease.  In the case of a medical device, a human subject also includes any individual on whose tissue specimen an investigational device is used or tested.
Research:  An experiment involving a FDA-regulated test article and one or more human subjects.  For medical devices, activities that evaluate the safety or effectiveness of a device.
If Yes to either of the questions above, the activity includes Human Subjects as defined in the Common Rule.

If No to both of the criteria above, provide justification below and proceed to Section IV.
Explanation:      
C. Does this activity involve both research and human subjects per questions A and B above?

 Yes. The activity involves human subjects research according to the Common Rule. An application to the IRB is required. 
 No. The activity does not involve human subjects research according to Common Rule. 

IV. SIGNATURE

I will conduct the study identified above in the manner described on the attached narrative.  If I decide to make any changes in the procedure, I will report such changes or contemplated changes to the Saint Luke’s Institutional Review Board, to ensure the research remains determined as not human subjects research.

_____________________________________


Investigator/the project lead Signature

Date



IF THE INVESTIGATOR/THE PROJECT LEAD IS A STUDENT OR RESIDENT, A FACULTY ADVISOR/DEPT CHAIR/DEAN/DIRECTOR MUST SIGN BELOW:  I have read and approve of this protocol.
____________________________________________________
Faculty/Resident Advisor Signature


Date
In an effort to maintain hospital compliance the Institutional Review Board (IRB) will work closely with Joann Paul, Vice President and Director for Quality and Patient Safety to ensure that any QI project being submitted is reported and vetted through all appropriate channels.

Please contact Joann Paul, Director of Quality at jpaul@saint-lukes.org so that the project may be reviewed.

Determining When Quality Improvement, Program Evaluations and

Other Similar Activities are Human Subjects Research

IRBs are frequently presented with questions regarding when Quality Improvement (QI), Demonstration Projects, Program Evaluations and other similar activities also meet the definition of human subject research and require IRB review and approval.  While many QI, demonstration and evaluation activities do not meet the definition of human subject research under the Common Rule or FDA, it is essential to understand that some projects may.  This is the case when the QI, demonstration or program evaluation activity is designed to accomplish a research purpose as well as the purpose of improving the quality of care or demonstrating the success/value of a program.  The following materials are included to assist the investigator/the project lead and the IRB in assessing whether or not individual projects require IRB review and approval.

The intent to publish is an insufficient criterion for determining whether a QI or demonstration activity involves research.  Planning to publish does not necessarily mean that the project fits the definition of research; people seek to publish descriptions of non-research activities for a variety of reasons, if they believe others may be interested in learning about those activities.  Conversely, an activity may involve research even if there is no intent to publish the results.

To determine whether or not IRB review and oversight applies, the following questions should be addressed in order:

1. Does the activity involve research?

2. Does the research activity involve human subjects?

3. Does the human subjects research qualify for an exemption? (Note: At most institutions, the authority to determine a project exempt is assigned to individuals within the Human Research Protection Program and/or IRB)

National Bioethics Commission Statement
“These activities, generally referred to as program evaluation or quality improvement, are not intended to have any application beyond the specific organization in which they are conducted.  As is true in the area of public health, because populations are the subject 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 an activity is research that falls under the oversight system.
Definitional issues regarding program evaluation or quality improvement are not limited to health care delivery. They also occur in industrial or educational settings and in social science and operations research. However, if the purpose is to assess the success of an established program, and the information gained from the evaluation will be used to improve that program, the activity should not be considered research involving human participants. Evaluation is a program monitoring tool, and the information gained will immediately benefit the program and/or the individuals involved.
However, when 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 human participant research and subject to the oversight system.”
Comparison

	
	Research
	Quality Improvement

	Goal
	Advance general knowledge in academic, scientific or professional community: generate, evaluate or confirm explanatory theory or conclusion and invite critical appraisal by peers through presentation/debate in public forums
	Improve patient care, a clinical program or   service: identify specific services, protocols, clinical practices, or clinical processes/outcomes within a department, clinical program or facility for improvement

	Literature review
	Organized review of relevant literature
	Available literature and comparative data, or clinical programs, practices or protocol at other institutions to design improvement plan; do not plan full scientific literature reviews

	Research design
	Leads to scientifically valid findings (control groups, random subject selection, statistical tests)
	Established quality improvement methods (e.g. PDSA cycle) aimed at producing change. Does not include sufficient research design elements to support scientifically valid findings

	Benefit
	Subjects may not derive personal benefit from the knowledge gained
	Most patients who participate are expected to benefit from the knowledge gained

	Risk
	May impose risk or burden on patients
	Does not impose any risk or burden on patients


Definitions

Demonstration Project: A project, supported through a grant or a cooperative agreement, generally to establish or demonstrate the feasibility of new methods or new types of services. (National Cancer Institute)
Quality improvement: a systematic pattern of actions that is constantly optimizing productivity, communication and value within an organization in order to achieve the aim of measuring the attributes, properties, and characteristics of a product/service in the context of the expectations and needs of customers and user of that product.  (Institute of Medicine)

Systematic Investigation: To be considered a "systematic investigation," the concept of a study must:

· Attempt to answer questions (in some, this would be a Population Intervention Comparators Outcome “PICO and/or research” hypothesis)

· Is methodologically driven, i.e., it collects data or information in an organized and consistent way

· Data or information is analyzed in some way, be it quantitative or qualitative data analysis

· Conclusions are drawn from the results


