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A. Evaluation of the Nature and Purpose of the Research

1.	What is the purpose/overall objectives of the research?

	



2.	Does the proposal contain sufficient background information regarding the results of previous studies, including animal or clinical studies?

	



3.	Is the research controversial and could it potentially generate public concern?  If so, should any special recommendations be implemented?

	



4.	Are there any potential legal problems or increased investigator/institutional liability associated with the research?  If so, should any special safeguards be suggested?

	




B. Evaluation of the Risks

1.	What are the potential risks/discomforts/inconveniences associated with the research?

	



2.	What is the overall risk classification:  less than minimal, minimal, greater than minimal, or life-threatening?

	



3.	What is the estimated probability, severity, average duration, and reversibility of any given harm?

	



4.	Have adequate safeguards been adopted to minimize to the greatest possible extent the probability of occurrence and the magnitude of the risks?

	



5.	What steps will be taken to treat a subject who may suffer an injury?

	




C. Evaluation of the Benefits

1.	What are the potential benefits to the subject?  Are these potential benefits maximized to the greatest possible extent?

	



2.	What are the potential benefits to society (or some subset)?  Are these potential benefits maximized to the greatest possible extent?

	




D. Evaluation of the Risk/Benefit Relationship

1.	Is the potential risk to the subject outweighed or balanced by the potential benefit to the subject and/or by the potential benefit to society?

	



2.	Research involving children, pregnant women and fetuses, prisoners:  Is the risk/benefit relationship acceptable according to the requirements of 45 CFR 46, Subparts D, B, or C?

	




E. Evaluation of the Subject Populations

1.	What are the inclusion/exclusion criteria:  sex, age, health status, number of subjects, etc.?

	



2,	Is the proposed subject population appropriate for the goals of the study?

	



3.	Is the selection of subjects as equitable as possible given any restrictions imposed by justifiable inclusion/exclusion criteria?

	



4.	Will any particular physiological, health, psychological, or sociological characteristics of the subject population pose special medical, ethical, or legal problems?  Have appropriate steps been taken to minimize these potential problems?

	



5.	Is the inclusion of a vulnerable subject population (children, pregnant women, fetuses, prisoners, elderly persons, mentally incompetent, terminally ill) justified and in compliance with 45 CFR 46?

	




F. Evaluation of Subject Recruitment

1.	Is the method used to identify a particular subject population ethically and legally acceptable?

	



2.	Is the process used to recruit potential subjects appropriate and free of coercion?

	



3.	Are the advertisements used to recruit subjects acceptable?

	




G. Evaluation of the Process of Obtaining Informed Consent

1.	Who will solicit informed consent from the subject?

	



2.	Will the timing of and setting for the process of informed consent be conducive to rational and thoughtful decision-making by the subject without coercion?

	



3.	Should subjects be re-educated at periodic intervals and informed consent again solicited?

	



4.	Will the nature of the research or other factors potentially inhibit a subject’s desire/ability to withdraw from participation?  If so, have appropriate steps been taken to minimize this problem?

	



5.	Will the subjects be physically and mentally competent to give informed consent?  If no, are the proposed proxy consent procedures acceptable?

	



6.	Should a subject advocate or other individual be present during the consent process?

	



7.	If a waiver of some or all of the elements of informed consent is requested, dose the nature and/or importance of the research justify such a waiver?  Is the waiver in compliance with Federal regulations?

	




H. Evaluation of Research Data Processing and Storage

1.	How will be research data be stored and maintained?

	



2.	How sensitive will the research data be?

	



3.	Will the investigator provide information about subjects to other individual and/or agencies?  If so, is this ethically and legally acceptable?

	



4.	To what extent would a breach of confidentiality or invasion of privacy constitute a harm to subjects?

	



5.	Are there adequate provisions to protect participants from the risks of breach of confidentiality and invasion of privacy?

	




6.	Should a statutory shield against subpoena of research records be obtained?  

	




I. Additional Monitoring

1.	Should the research be reviewed by the IRB more often than annually?  If so, when and how should this review be accomplished?
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