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Bottom Line: Human research must be done in a way that is valid and of value. All reasonable efforts must be made to minimize risk, while providing a benefit if possible to the participant of the research. The human participant must be informed unless there is a reasonable reason that prevents the research from being accomplished.

Study Name: ____________________________________________________________

Principle Investigator(s): __________________________________________________
Student Investigator(s): ___________________________________________________

Exempt _____
Expedited _____
Full Review ______

I. Background and Significance:
1. Are the objectives of the study clearly specified?

2. Are adequate preliminary data, references, justifications provided to justify the research?

II. Research Procedures:
1. Is the scientific design adequate to answer the questions(s)?

2. Are the aims/objectives likely to be achievable within the given time period?
3. Are the research procedures described in sufficient detail to allow evaluation of the research protocol? Are the procedures acceptable?

4. Is there a clear differentiation between procedures for research purposes only, and procedures for normal life/care of the subject?

5. Are there adequate plans to inform subjects about specific research results that might affect the subject’s health and/or decision to continue participation?
III. Inclusion/Exclusion Criteria for Subjects:
Bottom Line: All races, all genders must be included unless justification is provided.

1. Are inclusion and exclusion criteria clearly stated and reasonable?

2. Is subject selection equitable (all races, all genders)? If not, is reasonable justification provided?
3. Are vulnerable subjects included (children, prisoners, women – in some cases – eg. pregnant, employees)? If vulnerable subjects are included, are appropriate safeguards in place?

IV. Statistical Analysis (if relevant):
1. Is the rational for the proposed number of subjects reasonable?

2. Are the plans for data and statistical analysis defined and justified?

V. Subject Privacy and Confidentiality
1. Are there adequate provisions to protect subjects privacy and assure confidentiality of the results, both during and after the research?
2. Is the use of identifiers necessary? How is this information protected?

VI. Recruitment of Subjects

1. Are the methods for recruiting subjects well defined? Is the process acceptable?

2. Are recruitment materials submitted appropriate?

VII. Subject Compensation
1. Is the amount/type of compensation or reimbursement noncoercive?

VIII. Potential Risks and Benefits for Subjects

1. Are the risks adequately identified and described?

2. Are the benefits adequately identified and described?

3. Are the risks reasonable in relationship to the benefits/importance of the knowledge to be gained?

4. Are risks minimized to the greatest extent possible?

IX. Informed Consent
1. Review the informed consent checklist. Are all elements of informed consent included?

2. Were there any exceptions to the informed consent checklist? Are they acceptable?

3. Is a waiver of informed consent requested? If so:


a. Have the criteria for a waiver/modification of informed consent been met?


     - The consent form would be the only document linking the subject to the research and a potential risk would be a breach in confidentiality.


     - Study has no more than minimal risk, and involves no procedures for which consent is normally required outside of the research environment.


b. If informed consent is waived should the researcher provide the subject with a written statement regarding the research?

c. If children are included, have the criteria for waiver of parental consent been met?


    - IRB must determine that parental permission is not a reasonable requirement ot protect the subjects.


    - Appropriate mechanisms must be implemented to protect children as subjects.


d. If a waiver or modification of the required consent elements was proposed, have the criteria been met?


    - The research involves no more than minimal risk to the subjects.


    - The waiver/alteration will not adversely affect the rights and welfare of the subject.


    - The research could NOT be practically carried out without the waiver/alteration, and when appropriate the subject will be provided with pertinent information after participation.
X. Children studies only
1. If children are involved which category does this research fall into


A. Research not involving greater than minimal risk [45 CFR 46.404]

B. Research involving greater than minimal risk, but with direct benefit to the individual [45 CFR 46.405] – Requires full review.

C. Research involving greater than minimal risk, with no direct benefit to the individual [45 CFR 46.406] – Requires full review. Requires all guardians consent (both parents usually).

D. Research not otherwise approvable, but which present an opportunity to understand, prevent, or alleviate a serious problem affecting the health or welfare of children [45 CFR 46.407] – Requires FEDERAL review.
2. Is a parental consent form included, and understandable to the parent?
3. Is a child assent form included, and understandable to the child? Note assent should be obtained in most cases.
XI. School studies only.
1. Has LISD/UISD – or the school district IRB approved the study? TAMIUs IRB will NOT approve any study that has not already been approved by the appropriate school district.
XI. Other issues – ALL studies
1. When should the next review occur? Should it occur before one year?

2. Are there appropriate resources to conduct the research safely?

3. Has the investigator assured appropriate support services are available – counseling, referrals?
4. Are there adequate provisions for possible injury/liability coverage?

5. Are there provisions included for research related injuries if applicable?
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