
Form 2: Non-Exempt Application Materials
University of Idaho procedures require that the Institutional Review Board (IRB) review and approve of projects involving humans.  Official approval 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 should be listed as the student investigator and your faculty sponsor as the PI.  You must submit your materials to your UI faculty sponsor/PI.  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 approve it.  You can begin the research ONLY AFTER receiving WRITTEN approval from the committee.

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 are required to take the online course through 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 _______________________
Form 2: University of Idaho Human Subject Review – Non-exempt Projects

This project qualifies for “Non-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 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____________________________________________________________________________________________

Proposal Number: (The Office of Sponsored Program proposal number) ________________________________________________________________________________________
Previous IRB protocol Number: (for renewal applications)
Anticipated Start Date: (Should allow for 6-8 weeks after submission of IRB protocol)
Anticipated End Date  ________________________________

Faculty Sponsor (if you are not principal investigator) ___ (All student protocols must have a faculty sponsor listed) ____
Is the project seeking funds?   (Answer using a bold “X”)        YES ____  NO ____

If yes,

Granting Agency: _____________________________________________________________________________

Grant Title: __________________________________________________________________________________

Principal Investigator on Grant: __________________________________________________________________

If a continuation, date of previous approval: _________________________________________________________

I.   SUBJECTS/PARTICIPANTS

A.  Approximate number _____________________

       B.  Age Range ____________________  (Note:  Participants less than age 18 have additional requirements)


If you do not intend to exclude individuals based on age and are working with an adult sample, this most likely should read 18 and older.  If you are working with individuals in a particular age group the exclusion of those younger/older should be included in section I.D. below.
       C.  How will participants be selected or recruited?
       D.  Are there participants who will be excluded?  Why?

       E.  Will participants be paid?  If yes, how much, when, and how?   Must they complete the project to be paid?

The answer to this question is how the IRB determines whether the compensation is so large as to cause undue influence or inducement to participate such that a participant would find it difficult to turn down the compensation.
There are three models of payment: 

1.  wage payment (paying a reasonable wage for the time it would take a person to participate)

2.  Reimbursement (paying participants to reimburse them for expenses incurred by participation, time, lost wages, gas, childcare, etc).  Based on the idea that research participation should be revenue neutral.
3. Market model of payment.  This is to provide a benefit to the participant that is to help increase benefits comparative to risks. (May include bonuses to complete a study or follow up surveys and would likely occur in research where the direct benefit to participants is low.)

If minors are to be paid, this should happen directly, not by paying parents for minor participation.
F.  Are any of the participants not competent to give consent (e.g., minors, prisoners, institutionalized)?  If yes, how will 

     consent be obtained?   From whom?   Are there procedures for gaining assent (if appropriate)?

If appropriate, how will “assent” be obtained?  (Participants themselves, even though deemed not competent, must agree to the research.)

If the sample involves minors (others deemed incompetent) you will need an assent form.  An assent form must be written at the reading/understanding level of your sample.  If the participant is unable to read, a verbal assent script must be submitted.  This script should include much of the same information in a typical consent form, but in language that the participant can easily understand and make an informed choice about whether they would like to participate.  It is typically not appropriate to indicate things such as, “Your parents would like for you to participate.” 
G.  Will this study be conducted in an Educational (School / Pre K - 12) setting and involve children or teachers actively teaching within the classroom as part of the study?  If yes, ATTACH documentation from a Teacher and School Principal, Superintendent, or other administrator indicating approval.  Also, ATTACH appropriate material regarding  FERPA regulations (if applicable).

It is imperative that you have a letter from a teacher (if teachers’ classrooms are to be involved) and school superintendent or principal on file with the IRB before we are able to issue approval.   If you will be collecting data from both students and teachers, you will need a teacher consent form, a parent consent form, and a minor consent form.  If some of the students are 18 years of age you will also need a student consent form for those of age to give consent and for these individuals parental consent is typically not appropriate.
II.  DESCRIPTION OF PROJECT.  Type answers in the spaces provided.  Although you may cut and paste materials from other documents, Do Not refer to attached grants, papers, dissertation proposals, etc.  Be clear, brief and specific.  The IRB application must stand on its own.

       A.  Describe the Purpose of the Research.

The answer to this question allows the IRB to determine if the procedures and design fit the purpose of the research.  It also is one component of determining the risks/benefits ratio. 
      B.  Describe the Research Design (Survey, Naturalistic Observation. 2 by 3 Factorial Design, Qualitative Design, etc).

The design should be appropriate to the purpose above.  The answer to this question allows the IRB to determine whether the procedures fit the design and would allow for the purpose described in II.A. to be achieved.
       C.  Describe the Procedures (What will the Participants do).  

This section should be very detailed.  It should include information about where, when, how long, what precise activities will the participant do.  Everything the participant experiences should be included in this section from consent to debriefing (if appropriate).  Any follow up procedures should also be included here. From this section the IRB should be able to ascertain what the participant will experience as part of this protocol.
D.  If any deception (withholding of complete information) is required for the validity of this activity, explain why this is necessary and attach a debriefing statement.

Most research does not involve deception.  If participants will not be fully informed (e.g., to prevent hypothesis guessing), it is then necessary to have a debriefing that would explain the purpose of the study and the reason for the deception.  It is reasonable in a debriefing to ask participants to not disclose the debriefing information to other potential participants.  It is also reasonable to have a verbal debriefing script rather than a written document if the validity of the study would be better served by not releasing the information in such a fashion that other potential participants would be biased.  If deception is typical in the paradigm it may be useful to cite prior research that used similar deception.  A case should also be made that without the deception the findings would not be useful.
III.  ASSESSMENT OF RISKS AND BENEFITS.

A.  Describe the nature of any potential risks.  These include stress, social, legal, discomfort, invasion of privacy, embarrassment, or side effects.

For a protocol with very minimal risks, it is likely that the lowest level of risk that we can possibly include here would be that the risks encountered are “not greater than those encountered in the participant’s normal daily life”.  It is also likely that even answering survey questions carry some risk.  For example, if someone is asked about a topic they do not know much about they may feel embarrassed by their lack of information. 
B.  Describe how each of the risks in part A will be minimized.  Be detailed and complete.

Most protocols have a variety of ways to manage even the most minimal risks.  Some examples include but are not limited to: 1.) Consent information must inform participants that they may choose to opt out of participation at any time without any penalty.  2.) Detailed procedures to maintain confidentiality (or anonymity) should be included in both the consent form to participants and in this form for reviewers 3.)  Providing verbal reassurance to participants that there are no “right or wrong” answers.  4.)  Aggregating participants’ behaviors and responses with the entire sample to maintain confidentiality.
C. In the event that any of these potential risks occur, how will they be handled (e.g., compensation, counseling, etc.)?

If University students are the population being studied, free counseling is provided at the counseling and testing center and that referral information should be available to participants who experience risks.  Reminding participants they are free to withdraw or skip items as they wish is also another way to handle certain risks (e.g., embarrassment).  If there are opportunities for physical injury it should be made clear that participants are responsible for their own medical costs due to injury (or who is responsible) and that appropriate emergency contacts are made or first aid provided.  If there are these types of risks this should also be included in the consent form along with how the risks will be handled.
D. Will this study interfere with any subject's normal routine (e.g., school attendance, medical treatment, etc.)?  

E. Describe the expected benefits to society and to the individual subjects.

The answer to this question is included in the IRB’s determination of risks and benefits.  
F.  Will blood be taken?  (Answer using a Bold “X”)        YES____   NO____   

Who will take the blood? _______________________________________

     How often? ______________________________     How much? __________________________________

     Describe the procedure for drawing the blood:

A Bloodborne Pathogen Plan (BBP) will need to be on file with Environmental Health and Safety (EH&S).  It is also useful to indicate that the person doing the blood draw is qualified and their qualifications should be included here.  In addition the guidelines for blood draws should be followed: Please attach a copy of the BBP or an email from the UI BBP officer indicating that a current BBP is on file in EH&S.
Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture as follows:

a. (a) from healthy, nonpregnant adults who weigh at least 110 pounds. For these subjects, the amounts drawn may not exceed 550 ml in an 8 week period and collection may not occur more frequently than 2 times per week; or

b. from other adults and children2, considering the age, weight, and health of the subjects, the collection procedure, the amount of blood to be collected, and the frequency with which it will be collected. For these subjects, the amount drawn may not exceed the lesser of 50 ml or 3 ml per kg in an 8 week period and collection may not occur more frequently than 2 times per week.

IV.
CONFIDENTIALITY OF DATA

Using a bold “X” answer the following questions

A. Will data be anonymous (i.e., even the researcher will not be able to link the identity of the subjects/participants with responses)? 

YES _____  (Go to Part C)

NO   _____  (If NO, complete item IV-B.  


B.   Will data be confidential?         YES_____NO_____ 

If YES, 

Will the data be coded to a master list?
       YES____  NO____

A master list would contain codes and participant identifiers.  If no participant identifiers are collected then the data is likely anonymous.
Will the list be kept separate from the data?   YES____  NO____



If the list is not to be kept separate from the data please explain why this is necessary?

      If NO, 



Who else will have access to the data? ______________________________________________



Why? _________________________________________________________________________



How will confidentiality be maximized? _______________________________________________

Confidentiality can be maximized by a variety of procedures including pseudonym use, not collecting identifying information (e.g., Name, geographical subdivisions smaller than a state, including street address, city, county, precinct, zip code and their equivalent geo-codes, dates directly related to an individual including birthdate, admission date, discharge date, date of death and all ages over 89, phone numbers, fax numbers, electronic mail addresses, Social Security Numbers, medical record numbers, health plan beneficiary numbers, account numbers, certificate/license numbers, vehicle identifiers and serial numbers, including license plate numbers, device identifiers and serial numbers, web universal resource locators (URL’s), internet protocol (IP) address numbers, biometric identifiers (including finger and voice prints), full face photographic images and any comparable images and any other unique identifying number, characteristic or code (note: this does not mean the unique code assigned by the investigator to code the data).
       C.  How will the data will be stored? Locked laboratory___  Locked file cabinet ___  

Restricted Computer____       Other (describe):

       D.  How will the data eventually be deleted?  If not deleted, how will linkage to identities be broken?

Data does not NECESSARILY need to be deleted/destroyed.  However, linkage to participant identifiers should be broken as soon as it is reasonable to do so.  Many scientific journals require that you are able to make your data available for a number of years after publication and some federal grants require you to make your data available indefinitely to other scientists.  However, the linkage to identities should be broken even if the data is to be maintained for some period of time. 
If you do intend to delete or destroy your data or at least the portions of data that are linked to individual participants, please explain how this will be done (e.g., shredding hard copies, deleting electronic files, rendering audio/video tapes unusable)
V.  ADDITIONAL IMPORTANT CONSIDERATIONS

Using a bold “X” answer the following questions


A.  Will any investigational NEW drug (IND) be used?  YES_____   NO_____


B.  Will any other drugs be used?   YES_____    NO_____


     If YES to A or B, list for each drug: 

1) the name of the drug; 

2) the source of the drug;



3) the dosage; 

4) any side effects or toxicity; 

5) how it will be administered; and



6) by whom it will be administered.



ATTACH PDR OR EQUIVALENT MATERIAL IN AN APPENDIX TO THIS PROPOSAL


C.  Will a new investigative device (IDE) be used?  YES_____   NO_____



IF YES, has the Idaho Research Foundation been notified?   YES_____   NO_____

D.  Will ethyl alcohol be ingested by the participants ?    YES_____    NO_____



If YES, fill out the Alcohol Human Subjects Form found on the IRB website

Refer to the guidelines for administration of ethyl alcohol in human experimentation available from the UI Research Office.  

E.  Will audio-visual tapes, audiotapes or photographs be taken?  YES_____  NO_____


     If YES:

     Where will the tapes be stored? 

Please specify whether a/v tapes, audio only tapes, or photographs are being used.  This should already be clear from the procedures section and the consent form.

     When will this material be destroyed?



Given the inherent linkage to identity it is almost always likely that once transcriptions or necessary codes are made that these recordings and photographs would be appropriately destroyed.

F.  Will a written consent form be obtained?   YES_____    NO_____


     If YES: please attach consent form (refer to the Components of a Consent Form included in packet).


     If NO: how will consent be obtained?

Informed consent is always best practice.  However there are situations where the IRB may approve a waiver to obtain informed consent or approve modifications to the process.  Additionally the IRB may waive the documentation for informed consent. 
The following is an excerpt from the regulations [45 CFR 46.116(c-d)] explaining when informed consent may be modified or waived:

 (c) An IRB may approve a consent procedure which does not include, or which alters, some or all of the elements of informed consent set forth above, or waive the requirement to obtain informed consent provided the IRB finds and documents that:

 (1) The research or demonstration project is to be conducted by or subject to the approval of state or local government officials and is 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; and

 (2) The research could not practicably be carried out without the waiver or alteration.

 (d) An IRB may approve a consent procedure which does not include, or which alters, some or all of the elements of informed consent set forth in this section, or waive the requirements to obtain informed consent provided the IRB finds and documents that:

 (1) The research involves no more than minimal risk to the subjects;

 (2) The waiver or alteration will not adversely affect the rights and welfare of the subjects;

 (3) The research could not practicably be carried out without the waiver or alteration; and

 (4) Whenever appropriate, the subjects will be provided with additional pertinent information after participation.

The following excerpt [45 CFR 46.117(c)] from the regulations explains when the documentation of the informed consent may be modified:

 (c) An IRB may waive the requirement for the investigator to obtain a signed consent form for some or all subjects if it finds either:

 (1) That the only record linking the subject and the research would be the consent document and the principal risk would be potential harm resulting from a breach of confidentiality. Each subject will be asked whether the subject wants documentation linking the subject with the research, and the subject's wishes will govern; or

 (2) That the research presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside of the research context.

In cases in which the documentation requirement is waived, the IRB may require the investigator to provide subjects with a written statement regarding the research.


     Why is this method being used?


If such a method is being used to ensure anonymity this should be made clear. If there are cultural reasons or other pragmatic reasons that a waiver of signed consent is being sought, please describe in sufficient detail here.
VI.  INTERNATIONAL PROJECTS

Using a bold “X” answer the following question

A.  Will the project be conducted outside the United States   YES _____   NO _______

If YES:  Has an IRB been contacted in the country where the study will be conducted?  YES ____ NO ____


If yes, provide documentation indicating approval.

If no,   provide an explanation why an IRB has not been contacted and/or explain how you will comply with the Belmont Report, Declaration of Helsinki or similar document.

VII:  OTHER AGENCIES

A.  Some projects require additional approvals beyond IRB/IRB approval (e.g., Office of Management and Budget for surveys in federal parks, Native American Tribal Councils, U.S. Food and Drug Administration, etc).  List additional agencies where project approval has been obtained.  Attach appropriate documentation.  If materials are under review at these agencies indicate the review is in progress.



1.  _______________________________________________________________



2.  _______________________________________________________________



3.  _______________________________________________________________

VIII:  Sponsored Programs


If this project seeking funding     

YES ________
NO ___________

Has Sponsored Programs been notified?
YES ________
NO ___________

IX:  ONLINE COURSE COMPLETION

       List the names of all investigators and indicate the date(s) of completion for all investigators taking the 

       Protection of Human Subjects from the National Institutes of Health on line class. 

http://cme.cancer.gov/clinicaltrials/learning/humanparticipant-protections.asp
       FACULTY SPONSOR 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 Course Completion 
	Certificate Number 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 Institutional Review Board application form must be received by the Institutional Review Board  (IRB) at least 6 weeks prior to the intended start date.  Send the form and all attachments 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 approval, 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 tic box 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 approval is obtained.

4. Once the IRB review is completed, an email will be sent to the investigator advising of the project approval 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 revoke its approval of, and terminate, any experiment in which accepted or defined ethical standards are not followed.

11.  All non-exempt 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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