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	Institutional Review Board 
	General Guidelines
	
What is the IRB?
· Carthage College Institutional Review Board
· Reviews all research projects involving human participants 
· Complies with Federal Guidelines for the protection of the rights and safety of human participants in research studies/projects 
Who is currently on the IRB at Carthage? 
· [bookmark: _GoBack]Link to curent members: https://www.carthage.edu/live/files/5434-irb-committee-2020pdf 
· IRB Chair- Dr. Deanna Byrnes, Interim Chair
Projects that require IRB review
· All research initiated by faculty or staff focused on human participants.
· All research projects that gather any information that can be used to distinguish or trace an individual’s identity, such as name, social security number, date and place of birth, mother’s maiden name, or biometric records.
· All research projects that may present risk to participants, including physical, social, or psychological risk.
· All dissertations, theses or other student projects researching human participants.
· All training programs with a human subject research component, regardless of the source of funding.According to the Government Office for Human Research Protections, research is:

A systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge. 


Activities that meet this definition constitute research for purposes of this policy, whether or not they are conducted or supported under a program that is considered research for other purposes. 

Examples of systematic investigations include (but are not limited to):
· Surveys & questionnaires
· Interviews & focus groups
· Analyses of existing data
· Evaluations of social or educational programs
· Cognitive & perceptual experiments

The following activities are deemed not to be research:
(1) Scholarly and journalistic activities (e.g., oral history, journalism, biography, literary criticism, legal research, and historical scholarship), including the collection and use of information, that focus directly on the specific individuals about whom the information is collected.

(2) Public health surveillance activities, including the collection and testing of information or biospecimens, conducted, supported, requested, ordered, required, or authorized by a public health authority. Such activities are limited to those necessary to allow a public health authority to identify, monitor, assess, or investigate potential public health signals, onsets of disease outbreaks, or conditions of public health importance (including trends, signals, risk factors, patterns in diseases, or increases in injuries from using consumer products). Such activities include those associated with providing timely situational awareness and priority setting during the course of an event or crisis that threatens public health (including natural or man-made disasters).

Carthage College requires that all research utilizing human participants be approved BEFORE THE RESEARCH BEGINS.  This includes recruiting participants (by posting flyers or soliciting participants in any way), or collecting and analyzing data.  This satisfies a number of federal, state, and institutional regulations and, most importantly, assures the protection of the rights and welfare of individuals used in research.  Please CAREFULLY follow the procedures below.

After completion of your research design and obtaining department chair/representative approval, please carefully follow the procedures outlined here to obtain IRB approval for your research involving human participants.  If these guidelines do not provide full answers to your questions, please contact the chair of the Carthage IRB at irbchair@carthage.edu. 

IRB specific concerns:
· Do all components of the study individually and collectively involve minimal risk to participants?
· Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.
· Do all segments of society have the opportunity to participate?
· Are vulnerable groups protected and not targeted/singled out/stigmatized?
· Will the study potentially benefit the participants or others?  Do the potential benefits outweigh the potential risks?

Your IRB application should address the following issues: 

Criteria for selection of participants:
· While a host of good intentions may drive the design of certain studies involving vulnerable groups, a clear and thoughtful analysis of possible risks of targeting and stigmatization (and additional psychological, physical, or social pressure) is required for approval of such a study, and if feasible, you may be encouraged to broaden or otherwise alter your study.  
· However, if your study excludes certain members of a group, based upon a perception of complicating factors such as gender, ethnicity, economic status, or social, you are encouraged to consider a more inclusive research design.

Research Design: The researcher provides a history of the experiments and findings relevant to the study, 		       justifying the research proposed, as well as clearly presents the research objective/s of the study:
· Is the research study clear and well-supported?  Federal guidelines stipulate that research should not be done on humans or animals except through a well-designed study.
· Is the research proposed supported by reasonable prior research?
· Are sources cited throughout?
· Is a reference page included, only for the cited resources?

Procedures
· Provide the exact procedure/s by which you will conduct the study.
· Include copies of any surveys or testing instruments, recruitment materials and collaborator letter(s).

Risks and side effects
· Please discuss possible risks with your research team to develop this section, using the below suggestions to guide your discussion.  High risk items generally include those that analyze illicit or illegal behaviors, such as drug/alcohol use, sexual or criminal activities, etc.
· There are ALWAYS risks associated with participating in a study that asks for personal identifying information, whether this information is specific in collecting names and signatures or whether it is less specific in collecting demographic, economic, or racial information.  
· Risk elements include, but are not limited to:  loss of confidentiality (collected data with names or other identifiers); stigmatization; psychological/emotional/mental, physical, and social risks.  This requires a careful evaluation of potential risks within the environment of your particular study and a thoughtful analysis of the ways in which risks can be minimized by changes in the research procedures.  The IRB cannot be expected to understand the ways in which you are minimizing risk unless you provide a clear explanation of the environment and planned execution of the study, as well as provide a thoughtful analysis to minimize potential risks.
· Another risk is the ability of the population studied to form independent judgments with full knowledge of the potential risks involved in participating in such a research study, especially for vulnerable populations.
· State and provide rationale for any monetary or other costs to the subject that may result from participation in the research.


Safeguards to minimize risks
· Privacy and confidentiality—Because one of the risks of participating in research is a loss of privacy, a discussion of confidentiality issues should be included in the Risks section. 
· The confidentiality discussion should begin with this statement: "Participation in research entails a potential loss of privacy." 
· This section should describe in detail how the confidentiality of private information will be protected, i.e., coding of records, limiting access to the study records, not using any individual identifiers in publications or reports resulting from the study.
· Address other risks and possible side effects of your study with what safeguards you will have in effect. You can do this by: 
i) Stating how you will provide, for example, extra help in understanding what it means to participate in a research study, in this particular research study, and how to read the Informed Consent Statement.
ii) Discussing the potential for loss of confidentiality and what you will do to minimize this loss (see above).
iii) Discussing how the results of this study might be used (potential benefits both to participants and to others) and how and when you will inform participants of the results of the study.
iv) Not coercing people to participate.  It is very important that potential participants not feel in any way coerced to participate in the study; it should be part of your discussion about your research project and research projects generally that the decision is entirely up to the individual and that there will be no effects on their grade or job, etc., or how you view/treat them in the present or future.  Also, it is important that whether a person participates or not is a private matter and this privacy must be protected.
· If you plan to audiotape, videotape, or film the participants, indicate how you will be using this material, how you will protect confidentiality (who will view or listen to these recordings?), and what your plans are for keeping or destroying the recordings.  If destroying, please state the time frame for doing so; if keeping, please state how you will maintain privacy over the long term.
· State if DECEPTION is used, provide a rationale for such deception, and state exactly how you will provide an explanation at the conclusion of the participation.  A debriefing statement providing the previously withheld information to the participants is required.

Benefits to the participant or to others; or to the extent of the contribution to the body of literature or knowledge
· Federal guidelines for research with human participants requires that benefit be derived.  Proper design of the study significantly increases the likelihood that such benefit will be derived; thus the design of your study is also an important reviewed component.  The IRB seeks to determine whether the potential benefits outweigh the risks of the study.
· How might YOUR study benefit the participants or others?
· If some subjects will receive fewer benefits than other subjects will, discuss ways to offer these benefits, or their equivalent, to the deprived subjects after the research project is completed.
· How might YOUR study contribute to the current body of literature or knowledge in the area?

State the terms of subject compensation for study participation, if any.  If the subjects will be paid for participation, state how and when they will receive payments and/or compensation.  If class credit will be given, list the amount and list alternative ways to earn the same amount of credit.  The IRB will reject an application stipulating unduly large compensation or credit without alternatives.  Also, only certain types of random monetary awards are allowed; for example, using the term ‘lottery’ or ‘raffle’ are off-limits due to state and federal regulations on usage.  However, a random ‘drawing’ for a small sum of money is permissible.
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