When Research Activities May Require IRB Review
"Research Involving human subjects" - means any activity that either:
•
Meets the DHHS definition of "research" and involves "human subjects" as defined by DHHS; or
•
Meets the FDA definition of "research" and involves "human subjects" as defined by the FDA.
Research - as defined by DHHS (45 CFR 46.102) "Research" means a systematic investigation design to develop or contribute to generalizable knowledge.
Under the FDA regulations “research” - means any experiment, that involves a test article and one or more human subjects and that either is subject to requirements for prior submission to the Food and Drug Administration under section 505(i) or 520(g) of the act, or is not subject to requirements for prior submission to the Food and Drug Administration under these sections of the act, but the results of which are intended to be submitted later to, or held for inspection by, the Food and Drug Administration as part of an application for a research or marketing permit. The terms research, clinical research, clinical study, study, and clinical investigation are deemed to be synonymous for purposes of this part. 21 CFR 50.3(c) and 21 CFR 56.102(c) (Note: Activities are subject to requirements for prior submission to the Food and Drug Administration under section 505(i) or 520(g) of the FDC act when they involve any use of a drug or medical
device other than the use of an approved drug or device in the course
Human Subject - as defined by DHHS "a living individual about whom an investigator
... conducting research obtains (1) data through interventions or interactions with the individual, or (2) identifiable private information.
"Human Subject" - as defined by FDA regulations means an individual who is or
becomes a subject in research, either as a recipient of the test article or as a control. A
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subject may be either a healthy human or a patient. [21 CFR 50.3(g), 21 CFR
56.102(e)] A human subject includes an individual on whose specimen a medical device is used. [21 CFR 812.3(p)]
Research is defined by DHHS regulations as the systematic investigation, including development, testing and/or evaluation, designed to develop or contribute to generalizable knowledge. In this context , generalizable knowledge is held to be knowledge related to health that can be applied to populations outside the population being studied. That is, participants in a research project may or may not benefit directly from the study, but a larger group is expected to gain from the knowledge obtained in the study. The investigator conducting research normally has the intent to publish the results in a scientific journal.
The FDA regulates research (clinical investigations) involving drugs or devices, other than the use of approved drugs or devices in the course of medical practice, and all research in which data will be submitted to or held for inspection by the FDA.
When an activity is research, or a clinical investigation, it is subject to review and approval by our RPCI Institutional Review Board (IRB) before the work may be undertaken. Customarily, investigators must seek IRB review for human research projects, but RPCI does not require them to seek IRB approval for clinical practice activities or public health interventions.
Clinical Practice vs. Clinical Investigation
RPCI is aware that research conducted in an academic setting can often result in an overlap between clinical practice designed to take care of a specific patient's medical needs and clinical investigation designed to collect generalizable knowledge to advance standards of care. This distinction can be particularly confusing in clinic-based research where contact with patients and clinical investigators may extend over long periods of
time.
2
The decision as to what constitutes clinical practice in a department is made by the Department Head/Chair. However, in those grey areas where one may be unsure about whether an activity is clinical practice/patient care or research, we encourage faculty/staff to contact the IRB for an opinion. This will avoid any future confusion should the question arise in the course of an application for funding or review of a submitted manuscript for publication of case results In cases where the distinction remains
unclear, the IRB will consult with the Department Chairman before a decision is made as to which category the activity belongs.
In clinical practice, patients believe that the physicians, nurses and other health professionals caring for them make decisions that directly impact on their medical problem; that is, any decision or institution of a specific therapy, program, or course of treatment is made on an individualized patient basis. In addition, patients expect that information provided during the course of a clinic or hospital visit will be part of their medical record for consultation by health care providers who are part of their management team, not for use by researchers.
In research, while one of the goals for clinical investigation may be an impact on a patient's medical care, a research study is not conducted with strictly personal patient benefit in mind and data collected is shared with the research team and/or a sponsor of the study. Therefore, the aim of research is to produce new knowledge which can be used to support or negate a theory or practice.
The Belmont Report can be used for reference. In that Report, the section entitled "A. Boundaries Between Practice and Research" makes these distinctions between practice and research/clinical investigation clear. All faculty is urged to review this document carefully.
Public Health Activities
RPCI recognizes that surveillance, emergency responses, and program evaluations do not meet the DHHS definition of research. These activities constitute public health
activities the primary intent of which is to prevent disease in a particular population, to
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improve a public health program, or to provide emergency disaster relief and do not meet the DHHS definition of research. Therefore, these activities do not have to be reviewed by an IRB.
In cases where it is not clear whether an activity falls into clinical practice or public health activities, faculty should send a request to the Office of Research Subject Protection. The request for opinion should be sent by a letter addressed to the Vice President or the Executive Director in the ORSP. The final determination of the question of whether the activity is or is not a research project is the responsibility of the Vice- President or Executive Director in the ORSP.  The Vice-President or Executive Director in the ORSP may consult with the IRB chair(s) in order to make the determination.
Quality Improvement/Quality Assurance Activity
RPCI has adopted the proposed description of quality improvement projects put forth by the National Bioethics Advisory Commission (NBAC) in its December 19, 2000 draft document. Activities that meet the terms explained in the following statements are considered quality improvement/quality assurance activities (QI/QA) at RPCI:
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. 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, performance improvement 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.
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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
may be research. The systematic comparison of standard or non-standard interventions involving human participants is research.
It is often difficult to distinguish QA/QI activities and human subjects research activities, especially when data analysis post implementation of a QA/QI activity will occur. It is
possible that the same project may have both QA/QI and research components.
Prospective collection of identifiable patient or subject-level data for future research is considered human subjects research, regardless of whether the institution that collects the data will de-identify the data before analysis at RPCI. Such projects must be submitted to the ORSP  for review. Funding applications submitted to support QA/QI activities with a subsequent research component will be reviewed by the ORSP to
assure that participating sites have an OHRP approved assurance on file
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The following questions will guide our analysis:
Question 1: Does the description of the proposed activity contemplate that individually- identifiable data elements will be collected or analyzed for any purpose other than providing direct feedback to participating institutions?
Yes - Research
No - QI
Question 2: 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 (e.g., will providers or patients be randomized to different interventions to permit statistical comparison of outcomes)?
Yes - Research
No - QI
Question 3: Is there funding from an external organization based on a “research paradigm” to carry out the evaluation of the program?
Yes - Research
No - QI
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Questions Please Call:
Office of Research Subject Protection
Camille P. Wicher, Esq. RN, MSN, Vice President
Corporate Ethics and Scientific Integrity
camille.wicher@roswellpark.org
Donald Handley, Administrative Director
Research Subject Protection
donald.handley@roswellpark.org
Phone 716 845-3455
