Form 1: Exempt Application Materials
University of Idaho procedures require that the Institutional Review Board (IRB) review and approve of projects involving humans.  Official certification of exemption from the IRB must be given before the research can begin.

Forms should be emailed as attachments to irb@uidaho.edu in Microsoft Word format.

If you are a student, you must submit your materials to your UI faculty sponsor.  After their review and approval, they will FORWARD your materials to the IRB for review.

If you are not a full-time faculty member or employee at the UI, you must contact a departmental faculty member, administrator or department chair.  This person will become your faculty sponsor.  

Once you have submitted the completed application, the Institutional Review Board will review and then certify it as exempt.  You can begin the research ONLY AFTER receiving an EXEMPT CERTIFICATION LETTER from the committee (delivered via e-mail).

Please allow at least six weeks excluding holidays for the initial review and approval process.  [Note:  The approval process takes longer when corrections are requested by committee members or when we have a large number of applications]. 

Note: All researchers participating in human subject's research (everyone listed on your project) are now required to take the online course produced by the National Institutes of Health http://phrp.nihtraining.com/users/login.php
Copies of certificates of completion will be required before projects will be approved.
Please include your UI campus mail code address (83844 - _ _ _ _) on the summary form inside, and an address below.

______________________________________________________

______________________________________________________

______________________________________________________

______________________________________________________

Investigator e-mail: _____________________________________

Faculty Sponsor e-mail if applicable _______________________
Explanation of Exemptions

To determine whether your project is exempt or not, read the following six statements.  Indicate which category or categories of exemption fit your project in Section I. of the Summary Form.
RESEARCH QUALIFYING FOR EXEMPTION FROM FEDERAL REGULATIONS

 FOR THE PROTECTION OF HUMAN SUBJECTS

(Quoted from the Code of Federal Regulations, Title 45, Part 46.101)

1. Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as (i) research on regular and special education instructional strategies, or (ii) research on the effectiveness of or on the comparison among instructional techniques, curricula, or classroom management methods.  (For example:  Testing the effectiveness of two different approaches to teaching a mathematical concept in a classroom setting would qualify for exemption under this category or, evaluating a departmental program).

2. Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior,
UNLESS (i) information obtained is recorded in such a manner that the human subjects can be


 identified, directly or indirectly, through identifiers linked to the subjects; 

AND       (ii) any disclosure of the subject's responses outside the research could reasonably place                        

                   the subject at risk of criminal or civil liability, or be damaging to the subject’s financial

                   standing, employability, or reputation.
3. Research involving the use of educational tests (cognitive, diagnostic, achievement), survey procedures, interview procedures or observation of public behavior that is not exempt under paragraph 2 of this section,

IF        (i) the human subjects are elected or appointed public officials or candidates for public office;

      OR      (ii) federal statute(s) require(s) without exception that confidentiality of personally identifiable 

                     information be maintained throughout the research and thereafter.

4. Research involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens, if these sources are publicly available, OR if the information is recorded by the investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects.

5. Research and demonstration projects which are conducted by, or subject to the approval of department or agency heads, and which are designed to study, evaluate or otherwise examine: 

(i) public benefit or service programs; 

(ii) procedures for obtaining benefits or services under those programs; 

(iii) possible changes in or alternatives to those programs or procedures; or 

(iv) possible changes in methods or levels of payment for benefits or services under those programs.

6. Taste and food quality evaluation and consumer acceptance studies, if, 

(i) if wholesome foods without additives are consumed or, 

(ii) if a food is consumed that contains a food ingredient at or below the level of and for a use found to be safe, by the Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture.

ANSWER THE FOLLOWING QUESTIONS

After hitting insert or overtype, 

Put a Bold X on the appropriate line for each answer

   











YES  
 NO

Will children/minors be observed by adults who are also participating in the observed activities? 
____
____
Will identifiable information be collected that could impact participants’ financial standing,

____
____


   employability, reputation or put them at risk for criminal or civil liability? 

Are any participants under 18 years of age? (Other than in an established educational 

   setting and involving minimal risk)







____  
____

Are any participants confined in a correctional or detention facility?



____
____

Is pregnancy a prerequisite for serving as a participant? 





____  
____

Are fetuses in utero subjects in this research?  






____  
____

Are any participants presumed to be not legally competent? 




____  
____

Will participants be asked sensitive questions about personal feelings, behavior, 

    interactions or sexual experiences AND have responses linked to their identity? 

____  
____

Will alcohol, drug, or any other substance be ingested, injected, or inhaled?


____  
____

Will blood/body fluids be drawn?








____ 
 ____


                                  If the answer to any question above is:

YES  (  The project DOES NOT qualify for exempt status (DOWNLOAD AND COMPLETE FORM 2 ONLY).
NO  (    The project may qualify for exempt status (COMPLETE THIS FORM).
Form 1: University of Idaho Human Subjects Review Summary – Exempt Projects

This project qualifies for “Exempt” status.  Please complete the following application.  In addition, the following information must be included:

1. An electronic copy of certification in PDF or Microsoft Word format that the online course sponsored by   

    the National Institutes of Health has been completed by everyone listed on the project.  

NIH website:  http://phrp.nihtraining.com/users/login.php
2. If applicable, an electronic copy of an Informed Consent Form that includes all components as outlined 

    on the consent materials provided at: http://www.uidaho.edu/ora/committees/irb/irbforms
3. If applicable, a copy of the survey, questions intended to be asked, or if conducting qualitative research, 
    initial entry questions and items where the investigator might probe for additional information.

Principal Investigator  _____________________________________________  Academic Title __________________________

Student  Investigator  _____________________________________________  

Department/Division  ____________________________________ Campus Zip Code _____________Phone_______________

Project Title____________________________________________________________________________________________

OSP Proposal Number_________________________________________________________________________________

Anticipated Start Date  _______________________________ 
   Anticipated End Date  ________________________________

Project type (class, thesis, dissertation, etc.)  __________________________________________________________________

Faculty Sponsor (If you are not UI faculty)  ___________________________________________________________________
Is the project seeking funds?    YES ____  NO ____


If yes,

Granting Agency: _______________________________________________________________________


Grant Title: ____________________________________________________________________________


Principal Investigator on Grant: ____________________________________________________________


If continuation, date of previous approval: ____________________________________________________


Has Sponsored Programs been notified           YES  _______
NO _______

I.   Indicate the exemption category that is applicable to the project(see Explanation of Exemption Categories on page 2 of this document) Also provide a brief explanation of how your project fits the exemption category.  _________   

II.   ABSTRACT:

A.   Briefly describe the purpose of the research:  State the benefits to the participant and society.  Write so someone outside your field can understand what your desire to investigate.  /

B. Describe the research design (Survey, Naturalistic Observation, Archival Analysis, etc).  Include if your sample will be random, systematic, cluster, etc.  If appropriate, how large of a standard error do you expect?  

C. Describe the procedures (What will the participants do?  What will be done to them? etc.).  Your description should be written so someone outside your field can understand it.

D. Using a bold “X” indicate the data collection method(s) to be used.

1.  Survey.  How administered:  ___Self,   ___Phone,  ___Personal Interview, or Other  ______________________

2.  ___ Observational  ___ Public Record  ___Taste Evaluation ___Pathological or Diagnostic Specimens

3.  Experimental ______________________________________________________________________________

4.  Other ____________________________________________________________________________________

If you are using a survey, interview, etc., include the survey questions and consent form you will be using in an appendix. If you do not plan to use a written consent, indicate why, and the narrative an investigator might use to describe the study and appropriate consent requirements).

E. Are data anonymous or confidential? ("Confidential" automatically makes a project Non-Exempt and you will need to fill out Form 2).  
Indicate the appropriate category using a bold “X”
_____
”Anonymous” means no one (not even the researcher) will be able to link the subject’s identity with his/her 

responses.


_____
“Confidential” means that the researcher will be able to link the subject’s identity with his/her responses, but 

that this link will be maintained in a confidential manner.  If confidential, how will information be maintained? 

II.  ONLINE COURSE COMPLETION

       List the names of all investigators and indicate date(s) of completion of the on-line course for the 

       Protection of Human Subjects from the National Institutes of Health. 

http://cme.cancer.gov/clinicaltrials/learning/humanparticipant-protections.asp
       Note:  A copy of the completion certificate or other verification must be included for ALL

investigators including laboratory assistants, observation observers, etc.
	Name of Investigator
	Date of Completion of Online Course

	
	

	
	

	
	

	
	


If this project will be submitted or will receive external funding, print out the last page sign on the following signature line using a pen, provide the date of submission, and mail it to:  

Institutional Review Board 
University of Idaho

POB 443010
Moscow, Idaho  83844-3010
Currently, an electronic copy or electronic signature is not enough to comply with the Federal regulations/requirements for funded research.

ADDITIONAL 

INSTITUTIONAL REVIEW BOARD APPLICATION INFORMATION

1) The completed Human Subjects Review Summary Form must be received by the Institutional Review Board (IRB) at least 6 weeks prior to the intended start date.  Send electronically to irb@uidaho.edu.  DO NOT SEND HARD COPIES OF THE APPLICATION.  THEY WILL BE RETURNED TO YOU WITHOUT REVIEW.  HOWEVER, DO SEND A COPY OF THE SIGNATURE PAGE IF RESEARCH IS FUNDED.

2) For a project to obtain IRB certification of exemption, the IRB shall determine that all of the following requirements are satisfied:

a. Risks to subjects are minimized:

    
i.  By using procedures which are consistent with sound research design and which do not unnecessarily   
expose subjects to risk, and

ii. Whenever appropriate, by using procedures already performed on the subjects for diagnostic treatment purposes.

b. Risks to subjects are reasonable in relation to anticipated benefits, if any, to subjects and the importance of the knowledge that may be expected to result.  In evaluating the risks and benefits, the IRB should consider only those risks and benefits that may result from the research (as distinguished from risks and benefits of therapies subjects would receive even in not participating in the research).  The IRB should not consider possible long-range effects of applying knowledge gained in the research (for example, the possible effects of the research on public policy) as among those research risks that fall within the purview of its responsibility.

c. Selection of subjects is equitable.  In making this assessment the IRB will take into account the purposes of the research and the setting in which the research will be conducted.

d. Informed consent will be sought from each prospective subject or the subject's legally authorized representative (See Components of a Consent Form).

e. Informed consent will be appropriately documented.  This might include a written consent form approved by the IRB and signed by the subject), or it might be a checkbox indicating the participant was verbally informed of the project. 

f. Where appropriate, the research plan makes adequate provisions for monitoring the data collected to insure the safety of subjects.  This may include follow-up procedures.  

g. Where appropriate, there are adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data.

3.   Projects cannot begin until the IRB certification of exemption is obtained.

4. Once the IRB review is completed, an email will be sent to the investigator advising of the project certification of exemption or conditions that must be met to obtain approval.

GENERAL CONSIDERATION FOR THE ETHICAL TREATMENT OF HUMAN SUBJECTS

1. Subjects are entitled to dignified treatment during all phases of experimental procedures.

2. At no time are subjects to be coerced into participating in experimental procedures.  Subjects may immediately terminate or withdraw from experimental procedures and earn the incentives promised them for their participation.

3. Subjects will be given sufficient information regarding the procedures to enable them in making an informed decision regarding their participation.

4. Confidentiality of subject data will be respected and preserved at all times.  Experimenters will maintain control over access to subject records.

5. When appropriate, experimenters should inform subjects of the rationale of the study at some time during or following the conclusion of the procedures.

6. Experimenters should design their studies such that the costs to a subject are reasonably comparable to the rewards of participation.  Any incentive promised for participation in experimental procedures will be given regardless of the quality of the subject's performance.  Additional incentives may be given if they are greater in value to those that would be otherwise possible for participation.

7. Experimenters are responsible for the behavior of others (e.g., assistants, confederates, data encoders, etc.) that may influence the rights of the subjects.  Assistants should be briefed by experimenters regarding the appropriate treatment of subjects.

8. No subjects will be exposed to procedures of a frivolous or clearly meaningless nature.

9. Subjects may be exposed to aversive or onerous treatments only if the potential benefits of the research to society well exceed the costs to the subject.  Subjects in those procedures should be reminded of their right to terminate the procedures.  Signed informed consent will be required of all subjects in such procedures.

10. The committee will retain the right to evoke its approval of, and terminate, any experiment in which accepted or defined ethical standards are not followed.

11.  All projects will have ongoing review.

Project Signature Page 
(For Funded Research)

Title of Project__________________________________________________________________________

________________________________________________________________________________

________________________________________________________________________________

Principal Investigator: The information provided above is accurate and the project will be conducted in accordance with applicable Federal, State, and University of Idaho regulations.

Signature: ________________________________________________   Date: __________________

Institutional Review Board: This project has been properly filed as required by Federal, State and University of Idaho procedures.

Signature: ________________________________________________   Date: __________________
Currently, an electronic copy or electronic signature is not enough to comply with the Federal regulations/requirements for funded research.  For Funded Research, print this page, acquire all needed signatures and mail to:
IRB

Morrill Hall 209

PO Box 443010

Moscow, ID 83844-3010

Or Mail drop 3010

Received by  ________________________________________________

Date received _______________________________________________
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