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               (308)234-8235
IRB APPLICATION FOR NON-THERAPEUTIC RESEARCH

SECTION 1:  APPLICATION DATA

TITLE OF RESEARCH PROPOSAL:  
STARTING DATE:  
  


PROJECTED COMPLETION DATE:  

PRINCIPAL INVESTIGATOR:  

SECONDARY INVESTIGATOR(S):  

DEPARTMENT/COLLEGE:  

ADDRESS:    

ZIP CODE:  

TELEPHONE:  

FUNDING SOURCE:  

SECTION 2:  CERTIFICATION OF PRINCIPAL INVESTIGATOR

Signature certifies that all listed investigators have reviewed the proposal and the IRB Guidelines for the Protection of Human Subjects and that the research will be conducted in full compliance with the Federal and University of Nebraska Regulations governing human subject research as stated in the IRB Guidelines.  It is understood that IRB approval is valid for a period of 5 years and that annual updates are required in order to maintain the approval status.  It is also understood that any changes in the study/methodology which affect the subjects must be approved by the IRB prior to implementation.

________________________________________________________

________________________________



SIGNATURE OF PRINCIPAL INVESTIGATOR





DATE

________________________________________________________



         POSITION

SECTION 3:  CERTIFICATION OF PEER REVIEW:

The Chairperson, authorized delegate, or appointed peer review committee of the principal investigator’s department/division is responsible for peer review of the research proposal.  Signature of approval certifies the research proposal has been approved and is recommended for submission to the IRB.

________________________________________________________

________________________________




SIGNATURE OF APPROVAL






DATE

________________________________________________________

________________________________





NAME







POSITION

SECTION 4:  INVESTIGATOR CHECK LIST

Four copies (one original and three copies) of each of the following are submitted in the sequence list:

1. IRB Application (Is the Application sufficiently detailed and complete?)

2. Informed Consent Form(s) (Are Adult, Parental, Youth, Child consent/assent forms included per IRB Guidelines?)

3. Detailed Research Proposal (Is the detailed proposal included per IRB Guidelines?)

4. Human subjects investigator training certificate (see IRB Home Page) for all research personnel (unless already on file with IRB).  
SECTION 5:  REVIEW INFORMATION

INSTRUCTIONS:  In order to review your proposal, the IRB must have the following information pursuant to its charge by HHS regulations 45 CFR 46.  Each subpart must be titled as described below and addressed in the listed sequence.  Attachment of applicable sections of the grant application is not acceptable as a substitute for completion of each subpart.  Please include sufficient information to facilitate an effective review by all members of the IRB including non-specialists in the area of research as well as lay representatives.  NOTE:  An IRB Application which includes appropriate literature citation may be submitted in lieu of the detailed protocol.  Unless justification is provided the IRB Application has an absolute limit of ten (10) numbered pages excluding key references.

I. PURPOSE OF THE STUDY.  State concisely and realistically what the research in this proposal is intended to accomplish.
II. BACKGROUND.  Briefly state the background of the study.  Include a critical evaluation of existing knowledge, and specifically identify the gaps which the project is intended to fill.
III. 
CHARACTERISTICS OF THE SUBJECT POPULATION.  Address the following questions in sequence using the listed subheadings.
a. AGE RANGE.  What is the age range of the subjects and the supporting rationale?
b. SEX.  What is the sex of the subjects?  Provide justification for any gender based restriction.

c. NUMBER.  What is the anticipated number of subjects?  
d. INCLUSION CRITERIA.  What are the specific inclusion criteria?
e. EXCLUSION CRITERIA.  What are the specific exclusion criteria?
f. VULNERABLE SUBJECTS.  If vulnerable subjects will be included (children, pregnant women, fetuses, prisoners, incompetent) provide justification of the need to use these subjects in research.
IV. 
METHOD OF SUBJECT SELECTION.  Describe the method(s) to be employed in the identification/recruitment of prospective subjects.  Attach a copy of any planned advertisements.
V. STUDY SITE.  State the location(s) where the study will be conducted.  Please provide letters of approval to conduct the study from all non-University of Nebraska sites.
VI. METHODS AND PROCEDURES APPLIED TO HUMAN SUBJECTS.  Describe the study design and all procedures (sequentially) to be applied to subjects.
VII. 
POTENTIAL RISKS.  A risk is a potential harm (injury) associated with the research that a reasonable person, in what the investigator knows or should know to be in the subject’s position, would be likely to consider injurious.  Risks can be generally categorized as physical, psychological, sociological, economic and legal.  Address the following questions in sequence using the listed subheadings.
a. RISK CLASSIFICATION.  What is the overall risk classification of the research:  less than minimal, minimal, greater than minimal.  Minimal risk means “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.”  
b. POTENTIAL RISKS.  What are the potential risks associated with each intervention? 
VIII. PROTECTION AGAINST RISKS.  For all studies involving greater than minimal risk, describe the procedures utilized to prevent/minimize any potential risks.
IX. 
POTENTIAL BENEFITS TO THE SUBJECT.   Describe any non-monetary benefits that may accrue directly to the subject (e.g. information of value to the subject).  If there are no direct benefits to the subject, this should be so stated.

IX. POTENTIAL BENEFITS TO SOCIETY.  Describe the potential societal benefits of the study in terms of the advancement of knowledge or the good of society.
XI. 
ALTERNATIVES TO PARTICIPATION.  Describe any alternatives to participation in the study that might be advantageous to the subject.  If the subjects are students who will receive academic credit for research participation, describe the alternatives available to earn equivalent academic credit.

                                                                        OR


If alternatives are not applicable, this should be so stated.
XII. COMPENSATION FOR PARTICIPATION.  Describe any monetary compensation, other forms of financial compensation (e.g., free health screening) or academic credit the subject will receive for participating in the study.  Describe any prerequisite condition(s) that must be fulfilled by subjects in order to receive either full or partial compensation.  If subjects will not receive compensation, this should be so stated.
XIII. CONFIDENTIALITY.  Describe how confidentiality of data will be maintained.  If data with subject identifiers will be released, specify the person(s) or agency to whom this information will be released.
XIV. INFORMATION PURPOSELY WITHHELD.  Address the following questions in sequence using the listed subheadings.

a. INFORMATION WITHHELD.  State any information purposely withheld from the subject and justify this non-disclosure.
b. DEBRIEFING.  Describe the post-study debriefing of the subject.

                                                                             OR

If no information will be withheld, this should be so stated.
XV. INFORMED CONSENT.  Describe the process of obtaining valid informed consent by addressing the following questions in sequence using the listed subheadings.

a. SUBJECT COMPETENCY.  Will the subjects be mentally and physically competent to give informed consent?  If not, describe the degree of impairment relative to their ability to consent to participate in research?
b. PROCESS OF CONSENT.  How will the process of informed consent be structured in order to be conducive to rational and thoughtful decision-making by the subject/subject’s legally authorized representative without any element of coercion or undue influence?
c. SUBJECT COMPREHENSION.  How will it be determined that the subject/subject’s legally authorized representative understood the information presented?
d. DOCUMENTATION OF CONSENT.  Identify the investigator(s) who are authorized to certify and document obtainment of informed consent from the subject or the subject’s legally authorized representative?
e. ASSENT.  If children (ages 7-18) will be subjects, how will informed assent be obtained?
NOTE:  Attach a copy of all consent/assent forms and ensure that the format, content and readability level is in compliance with the current edition of the IRB Guidelines.

XVI. REFERENCES.  If the IRB Application is submitted in lieu of the detailed protocol, a list of references which are cited in the Application must be included.  
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