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Human Subjects Research Guidance
Are You Doing Research with Human Subjects?

The answer may not be as easy as you think.  In fact, it is often quite difficult to decide which activities belong under the category “research” and which do not.  It may surprise you to know that even some quality assurance, quality improvement, surveillance and program evaluation projects may be “research.”  To make things even more complicated, “research” and “non-research” may occur in the same project (in which case, the entire project would be considered “research,” unless the components are entirely separable).  A project may also begin as “non-research,” but through changes in nature or intent, later become “research.” To know for sure, each project must be considered individually and certain factors must be taken into account.  The information provided in this packet specifies these factors and provides a system for making a general determination regarding whether a project is, or is not, “research.”  It is not possible, however, to provide enough detail in an algorithm to cover every contingency.  Although this information should provide valuable guidance, please remember that no one criterion can be applied universally.

Why is making the determination of “research” vs. “non-research” so important?  Once a project is determined to be “research,” either initially or later, two additional determinations must be made.  First, it must be determined whether the “research” involves human subjects and/or their data.  Based on this determination, the appropriate level of Institutional Review Board (IRB) review, if any, is then decided upon.  Most “research” projects require review by an IRB in order to assure that the rights and welfare of the study participants/subjects are adequately protected.  Federal regulations and policies change related to the level of review required for various projects. Allina Health System needs to be certain that projects receive IRB review when it is required in order to assure compliance with both Federal Regulations and institutional policies.  Allina’s IRBs realize the increasing complexity of quality assurance/quality improvement initiatives nationally and within the Allina Health System. They are committed to supporting the continuation of these system initiatives without creating new obstacles for individuals who are interested in improving the quality of health care provided by the Allina Health System.

Please contact Allina Health System Research Administration whenever uncertainty in utilizing the algorithm/supporting information provided arises, or when you determine that your project may be considered “research.”  In cases of doubt as to whether an activity/project is to be considered “research,” it is customary to rely on the judgment of the IRB.  Only through this process will we achieve Allina’s mission to provide an excellent health care experience for customers who participate in our projects. 

Human Subjects Research is defined as*:

· Performing an intervention or having an interaction (including observation) with a person or persons which would not normally occur or not occur in this manner, 

      and/or…

· Obtaining, utilizing, and/or recording non-public information, data, or specimens, which you would not have otherwise, or utilizing these in a different manner,

      with the intent to…

· Test an idea or hypothesis, amass knowledge, and /or attempt to draw a conclusion which may contribute to generalizable knowledge about whether one way of doing something, for or with people, is better than another.

DETERMINING THE NEED FOR IRB REVIEW

(This information must be used in conjunction with the algorithm “Does Your Project Require IRB Review.”  It is not intended to stand alone.)

The information included on this page and on the attached flow chart is designed to provide guidance for determining the need to have your project reviewed by the IRB (Institutional Review Board).  If the project qualifies for IRB review, the information will also help to determine if it is subject/not subject to IRB approval.

A. Projects That Do Not Require IRB Review 
1. Data collection, analysis or release of data required of the institution (Allina Health System) to comply with external quality standards and clinical quality assurance requirements (i.e. to payers, government agencies, system and clinical accreditation bodies such as HEDIS, JCAHO).  Publication, presentation or reporting of these data would be permitted to these bodies to maintain system/departmental accreditation and licensing.

2. Data collection, analysis or reporting of data for internal system initiated management or clinical initiatives only to enhance or improve institutional performance.  These types of studies are conducted without intent to publish or present the data outside of the system (Allina Health System).  However, the presentation and publication of these initiatives and their impacts are allowable when the information is descriptive in nature (example: identification of the clinical/administrative problem, literature review, process and procedure for implementation and evaluation of the change and summary of the outcome).

3. Surveillance projects involving regular, ongoing collection and analysis of health related data, performed with the intent to monitor the frequency, occurrence, and distribution of disease or health condition in a particular population.  The primary intent of such projects is to prevent/control injury or disease within a group of persons, but not to generalize this information to other groups or outside of the immediate environment.

4. Patient/member/customer/employee satisfaction surveys related to services rendered by the organization and to be utilized solely for quality improvement/quality assurance initiatives.

5. Single clinical case report of a provider’s own patient.  

B. Projects That Do Require IRB Review

1. Projects/studies in which the primary objective is to generate externally, generalizable data for public dissemination and presentation or publication outside of the Allina Health System.
2. Upon conclusion of a system-initiated project, review of data for a secondary purpose other than was originally intended, is subject to IRB review and approval prior to submission of abstracts for presentation and publication purposes, or collection of additional medical/patient information.  A non-research project may generate generalizable knowledge after the project is undertaken even though generating this knowledge was not part of the original primary intent.  In this case, since the primary intent was not to generate or contribute to generalizable knowledge the project is not classified as research at the outset.  However, if subsequent analysis of identifiable, private information is undertaken in order to generate or contribute to generalizable knowledge, the analysis constitutes human subjects research that requires IRB review [the IRB may conclude that a waiver of the usual requirements for informed consent is justifiable under 45 CFR 46.116 (c) or (d)].

3. All projects which are under the auspices of Food & Drug Administration (FDA) regulation (such as, but not limited to, experimental uses of approved or non-approved drugs, devices, biologics, in vitro diagnostics) or Department of Health and Human Services (e.g. National Institutes of Health granted projects).  These projects may originate with a single investigator (physician, nurse, pharmacist, etc.) or with a pharmaceutical/device company or other organization.

4. Program evaluations when the purpose is to test a not yet established program or intervention in the program, so that if effective, it may be used in the future.  Often randomization (placement of participants into chosen intervention groups via “flip of a coin” method) is involved.  

C. Factors Which May Suggest a Need for IRB Review

1. A new, active patient intervention or prospective patient randomization study design for patient enrollment (as opposed to only collection and analysis of data).

2. Data to be pooled beyond institutional boundaries, outside of the context of external accreditation accountabilities (e.g. a collaborative registry, an external database which allows public access to the data, or a pharmaceutical company registry).

3. A project initiated by an individual who has no official institutional directive to perform QA/QI/Performance Improvement within the Allina Health System.

4. Member/patient medical record review by an individual who has not provided direct care to the member/patient (except as part of approved management activities).

5. Inclusion of Allina Health System employees in the project.
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DEFINITION OF TERMS

Benchmarking:  the structured, comparative trending of performances that represent best-known practices and the identification of goals against which all other levels of performance are measured.  Source:  NAHQ Resource Center.

Continuous Quality Improvement (CQI): a management philosophy and management method using “a structured organizational process for involving personnel in planning and executing a continuous stream of improvements in systems in order to provide quality health care that meets or exceeds customer expectations.”  CQI is the label most frequently used to describe Total Quality Management (TQM) programs used in clinical settings.  Source: McLaughlin CP, Kaluzny AD. Continuous Quality Improvement in Health Care. Gaithersburg (MD): Aspen; 1994:3-4. 

Evidenced-Based Health Care:  is the conscientious, explicit, and judicious use of current best evidence from health care research in making decisions that fit the circumstances and wishes of individual patients or groups.  The practice of evidence-based medicine means integrating individual clinical expertise with the best available external clinical evidence from systematic research.  Source: Sackett DL, Richardson WS, Rosenberg W, Haynes RB.  Evidence-based medicine: how to practice and teach. In; EBM. New York: Churchill Livingstone; 1997.

Existing Data:  requires that the information exists on the shelf or in the patient’s medical record or, for laboratory specimens, in the freezer, at the time the idea for the study is conceived.  Source: OPRR.

Generalizable Knowledge: findings which may extend beyond the participants being studied, possibly to society.  Source: Guidelines for defining public health research and public health non-research. Centers for Disease Control and Prevention (CDC). Washington, D.C: 1996.  

For our purposes, Allina Health System defines “extending beyond participants” as extending externally beyond Allina patients or Medica members.  Please also note that while contributing to generalizable knowledge does not always imply publication of results, peer reviewed journals may not accept research for publication conducted without adherence to human subjects protection regulations such as Institutional Review Board (IRB) review.
Health Services Research:  research that is designed to describe or evaluate various aspects of a system that delivers medical or other health care.  This includes evaluation of some component(s) of the system, formal comparison of two or more methods of accomplishing the same healthcare objectives, and evaluation of new methods to “improve” the health care system.  Source: Levine RJ. PRIM&R guidelines for the conduct of health services research. 1997 Nov 22.

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.  Source: 45 CFR 46.102(f)(1,2); a subject may be either a healthy individual or a patient.  Source:  21 CFR 56.102(e).

Hypothesis:  a tentative assumption made in order to draw out and test its logical or empirical consequences; implies insufficient evidence to provide more than a tentative explanation.  Source:  Merriam Webster’s collegiate dictionary. 10th ed. Springfield: Merriam-Webster; 1993:572.

Interaction:  includes communication or interpersonal contact between investigator and subject.  Source: 45 CFR 46.102(f)(2).

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.  Source: 45 CFR 46.102(f)(2).

Narrow Scope: only the amount of data necessary for the assessment and care of an individual or defined group of individuals.  Source: Guidelines for defining public health research and public health non-research. Centers for Disease Control and Prevention (CDC). Washington, D.C: 1996.  

Outcomes Research: this research attempts to combine the theories of quality management and scientific methodology to form an analysis of clinical practice.

Performance Improvement: the continuous study and adaptation of functions and processes of a healthcare organization to increase the probability of achieving desired outcomes and to better meet the needs of patients and other users of services.  Performance improvement is dependent upon performance measurement and assessment of the healthcare organization’s functions and processes.  Source:  Joint Commission of Accreditation of Health Care Organizations (JCAHO).

Performance/Outcomes Measurement: the calculation and valuation of what is done and how well it is done in health care.  Performance measures are those standards or indicators used to assess the performance of a function or process of an organization.  An outcome measure is the result of the performance.  Source: NAHQ Resource Center.

Practice Guidelines: a systematically developed clinical set of recommendations or algorithms, intended to guide healthcare practitioners in their selection of appropriate preventive, diagnostic, therapeutic, and patient education decisions.  Guidelines provide the caregiver with specific treatment options or steps when faced with a particular set of clinical symptoms, signs, or laboratory data.  Source:  NAHQ Resource Center.

Private/Non-Public 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 record).  Source: 45 CFR 46.102(f)(2).

Program Evaluation:  the systematic application of scientific and statistical procedures for measuring program conceptualization, design, implementation, and utility; making comparisons based on these measurements; and the use of the resulting information to optimize program outcomes.  Sources:  Rossi PH, Freeman HE. Evaluation: a systematic approach. Newberg Park, CA: Sage Publications; 1993;  Fink, A. Evaluation fundamentals.  Newberg Park, CA: Sage Publications; 1993; Guidelines for defining public health research and public health non-research. Centers for Disease Control and Prevention (CDC).  Washington, D.C: 1996.  

Prospective Study:  studies designed to observe outcomes or events that occur subsequent to the identification of the group of subjects to be studied.  Prospective studies need not involve manipulation or intervention but may be purely observational or involve only the collection of data.  Source: Camcare Health System IRB Handbook.

Quality Assurance (QA):  refers to a traditional evaluation of performance that relies on inspection to detect conformance to standards.  Source:  Tindill BS, Stewart DW. Integration of total quality and quality assurance. In: Al-Assof AF, Schmele JA, editors. The textbook of total quality healthcare. Del Ray Beach (FL): St. Lucie Press;1993.

Quality Standards:  pre-established statements of measurement which define the performance expectations, structures, or processes that must be in place to attain desired health outcomes that are consistent with current professional knowledge.  Source:  National Association of Healthcare Quality.

Research:  a systematic investigation (i.e. the gathering and analysis of information), including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge.  Source:  45 CFR 46.102(d); investigation or experimentation aimed at the discovery and interpretation of the facts, revision of accepted theories or laws in the light of new facts, or practical application of such new or revised theories or laws.  Source: Merriam Webster’s collegiate dictionary. 10th ed. Springfield: Merriam-Webster; 1993:995.

(The Belmont Report further clarifies by stating “research designates an activity designed to test a hypothesis, permit conclusions to be drawn and thereby contribute to generalizable knowledge.”)

Research Utilization: a systematic method of implementing sound, research-based innovations in clinical practice, evaluating the outcomes, and sharing the knowledge through the process of research dissemination.  Source:  LoBiondo-Wood G, Haber J. Nursing research: methods, critical appraisal, and utilization. St. Louis: Mosby; 56.

Surveillance:  the ongoing, systematic collection, analysis, and interpretation of outcome-specific data, closely integrated with the timely dissemination of these data to those responsible for preventing and controlling disease or injury.  Source:  Thacker SD,Bekelman R.  Public health surveillance in the United States. Epidemiologic Review 1988; 10:164-190. In: Guidelines for defining public health research and public health non-research. Centers for Disease Control and Prevention (CDC).  Washington, D.C: 1996.  
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*Definition derived from The Belmont Report:  Ethical Principles & Guidelines for the Protection of Human Subjects of Research, DHEW, 1979 and The Code of Federal Regulations 45CFR46.102(f)(1&2).
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