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Tips for Preparing Exempt Applications

This document provides information on i) what types of studies may qualify under exempt categories of research, ii) instructions for answering questions in the exempt application, iii) where to submit the application for IRB review, and iv) what to do when the research project needs to be modified after review by the IRB has already occurred.

*Before beginning any research study involving human subjects, you must submit your study for IRB review and determination.  

**Every investigator on a study must complete Human Subjects training.  Please see the IRB website for instructions on completing training.

***The exempt application should be completed for new projects.  “Exempt” does not mean that your research doesn’t need IRB review.  All exempt studies are initially reviewed by the IRB.  Only the IRB can determine whether or not a study qualifies as exempt.   All research projects that qualify for exemption under 45CFR46.101 must be submitted on the exempt application, which can be downloaded from the IRB website.  

****Only certain types of research qualify for exempt review.  If your research does not fit into one of the categories listed below, it will not qualify for exempt review and you cannot use the application designated for this type of research.  In such instances, you must submit your research project on the full IRB application, which can be downloaded from the IRB website. 

*****A determination of exempt does not permit you to make changes in your study at any time without IRB review.  You MUST alert the IRB to any and all changes in your study before they can be implemented.  The IRB will notify you when your changes have been approved via a change-in-protocol form signed by the IRB Chairperson or designee.
What types of studies qualify as exempt research?

a.)  Category 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 the comparison among instructional techniques, curricula, or classroom management methods.
This is a category in which the study is exempt if the proposed research procedures only involve research subjects, which CAN include minors (if not in contradiction of limits), in normal educational practices in commonly accepted educational settings.  Although this research is usually conducted in a traditional classroom, the educational setting could be non-traditional, such as a car in driver’s education class, or a kitchen where minors or adults are learning to cook.  The IRB will determine whether or not procedures are instructional in nature and conducted in a manner and location typical to that situation.

b.)  Category 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 human subjects can be identified, directly or through identifiers linked to the subject and (ii) any disclosure of the human subjects' responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, or reputation.
Several research activities are described in this category.  These activities include:

1.) use of educational tests

2.) survey procedures

3.) interview procedures

4.) observation of public behavior

Note that minors can only be included in category #2 research if the research involving minors is restricted to observation of minors’ public behavior and the investigator(s) does not participate in the activities being observed.

The category defines two conditions, that when both exist, exclude the activities from consideration for exemption.  The study cannot be exempt if the IRB determines:

1.) The information gathered during these activities can be linked to the subject, either directly, by a coding system or by demographic information and
2.) If a third party gained access to that information, the subject would be placed at risk.  The risk can be for criminal or civil liability or can be the risk of damaging a subject’s financial standing, reputation, employability, or insurability

An example would be a survey randomly sent to individuals selected from an employment roster.  The survey asks the subjects their opinions on the managerial skills of their supervisors, without naming the supervisors.  The investigator wants a 95% response rate so although he doesn’t ask the subject’s name or social security number, he coded the questionnaires so he can tell who responds.  After a certain period of time, he sends a second questionnaire to those randomly selected individuals who did not respond to the first request.

With that code and list of randomly selected employees, a supervisor could link specific answers to a specific employee.  That could potentially place the employee’s job security and financial standing at risk.

If however, there is no risk associated with a subject’s response, having identifiers will not disqualify a study from exemption.  There are many studies that ask for information that, if disclosed, would not put a subject at any type of risk.  Therefore, that type of study could have identifying information on the survey or questionnaire and still be eligible for exempt review.  The IRB will determine whether or not risks exist that would be jeopardizing to the individual if identifying information or codes are linked to the data gathered during research activities.
c.)  Category 3.  Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior that is not exempt under paragraph (b)(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 the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.
This category can be confusing and actually applies to two very different criteria.  Rarely has the SIUE IRB had a protocol submitted that utilizes item ii of this exempt category.

Item (i) of this category includes the research procedures previously identified in category two, i.e., use of educational tests, survey procedures, interview procedures, and observation of public behavior.  However, this category differs from the previous one in the situations to which it applies.  If the population targeted for the research activities are elected or appointed officials or candidates running for public office, the research qualifies for exempt review.

An example of research that fits this category would be a survey administered to town mayors within a county that contains questions that might expose information that the public might not support.  The investigator can plan to report that data, identifying the mayors that participated in the study and even identify how certain mayors answered specific questions, and still qualify for exempt review.  Public officials or candidates running for public office give up their right to confidentiality in lieu of the publics “right to know.”

Item (ii) of this category addresses the use of educational tests, surveys, interviews, or observation of public behavior to collect data for specific federal programs conducted or supported by the Department of Justice or any project sponsored by the National Center for Educational Statistics of the United States Department of Education.  These agencies have specific programs that create databases which are then protected by law from ever being accessed by anyone other than those federal agencies.  No officer or employee of the Federal Government, and no recipient of assistance under the provisions of this category is allowed to use or reveal any research or statistical information furnished under this category by any person and identifiable to any specific private person for purpose other than the purpose for which it was obtained.  Data collected for these programs will be immune from legal process and cannot, without consent of the individual concerned, be admitted as evidence or used for any purpose in any action, suit or other judicial or administration proceeding.

The only circumstance in which an exemption application would be submitted to SIUE IRB for consideration utilizing part (ii) of the criterion would be if an investigator from SIUE was issued a grant to conduct research involving specific programs by the Department of Justice or the National Center for Education Statistics.

d.) Category 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.
According to the Office of Human Research Protections (OHRP), “to qualify for this exemption criteria the data, documents, records, or specimens must be in existence at the time of IRB approval (e.g. materials are “on the shelf” at the time of IRB approval; prospective collection is not permitted).  The principle behind this policy is that the rights of individuals should be respected; subjects must consent to participate in research.

Publicly available information includes information that anyone can gain access to, such as driver's license and court records.

If the collection of the data will be from documents or records that are in existence at the time of IRB review and there is absolutely no identifiable information recorded with that data, the procedures would qualify for exempt review.  However, if information is not publicly available and the investigator needs to cross reference the data collected with other records, this will not meet the criteria for exemption and will need either full or expedited review.  Also, if there are any records which will be compared to information to be collected at some future date, the research will not qualify for exempt review.  Research will not meet the criteria under this category unless it is clearly indicated that no one (including the PI) is able to link the data to any individual when the information is recorded as part of the research.
Existing data containing identifiable health information about human subjects is subject to applicable HIPAA regulations.  As long as the existing data does not contain any HIPAA PHI identifiers, the research is considered anonymous and is eligible for exempt review.  Any existing data containing health information plus one or more HIPAA PHI identifiers must be submitted on the full IRB application and protocol.  Please submit a copy of the data collection sheet (e.g., a list or spreadsheet of the questions or data elements to be collected or studied) so the IRB can verify that there are no HIPAA PHI identifiers included. 

e.) Category 5.  Research and demonstration projects which are conducted by or subject to the approval of [federal] 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.
This category of research is narrowly defined and only applies to Social Security Act programs and other public benefit programs that are specifically designated by the Department of Health and Human Services or the Secretary of one of the 16 other Federal Departments that have adopted the Federal Policy.  

The following criteria must be satisfied to invoke exemption for research and demonstration projects examining “public benefit or service programs.”

1.) The program under study must deliver a public benefit (e.g., financial or medical benefits as provided under the Social Security Act) or service (e.g., social, supportive, or nutrition services as provided under the Older Americans Act).

2.) The research or demonstration project must be conducted pursuant to specific federal statutory authority.

3.) There must be no statutory requirement that the project be reviewed by an Institutional Review Board (IRB).  

4.) The project must not involve significant physical invasions or intrusions upon the privacy of participants.

Research and demonstration projects in general (e.g. state funded public service programs) do not fit in this category.  Only projects that are conducted under federal statutory authority or the Social Security Act fit under this exemption criterion.  This criterion is so specific that SIUE IRB rarely receives applications that fit this category.

f.) Category 6.  Taste and food quality evaluation and consumer acceptance studies, (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 and for a use found to be safe, or agricultural chemical or environmental contaminant at or below the level 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.
This criterion addresses two different types of research activity.

First, if the taste test involves wholesome food without any additives it is then eligible for exemption.  The Reviewer must make sure that the food product to be researched is “wholesome” (no additives).

Second, research conducted on human subjects who consume plants or animals raised for food products may qualify for exempt review.  

The Food and Drug Administration (FDA) has determined levels of safety for various agricultural chemicals, referred to as GRAS (generally recognized as safe) and GRAE (generally recognized as effective) additives which are fed to animals raised for food production.  If these, agricultural additives are given to animals at or below the levels found to be safe by FDA, the research can receive exempt review.

There are also approved levels for environmental contaminants set forth by the Food and Drug Administration, the Environmental Protection Agency or the Food Safety and Inspection Service of the US Department of Agriculture that may affect the grass or grain consumed by grazing food animals such as chemicals sprayed on a field to combat chickenweed.  If the research involves taste-testing of food products that come from animals exposed to environmental contaminants and the investigator can show that the use of these contaminants was at or below those approved levels, the research can receive exempt review.

In all of these situations, the investigator should provide some documentation that the alterations, either chemical, environmental or agricultural, have been found to be safe by FDA, USDA, and/or EPA.

However, if there have been food and color additives incorporated into the food product and these additives are used in research with the intent to apply to FDA for marketing that additive, the research would not qualify for exemption.  Even if the procedures are preliminary in nature, if the research would eventually lead to FDA approval for marketing the food or color additive, it would not qualify for exempt review.  The additives are viewed as investigational by FDA and, therefore, do not meet the exemption criteria.

How do I answer the questions on the Exempt Application?
It is important that you follow the instructions provided on the exempt application form carefully.  When you vary from these instructions, you will be required to revise the form until it is completed correctly.  Failure to follow instructions on these forms is the number one reason for delays in IRB determinations and approvals.  Here are some points of clarification for completing the exempt form.

Complete the Exemption Screening Questionnaire first: Answer all questions on the Exemption Screening Test.
i. Note: If they do not apply then check “No.”
1. Page 1: Indicate co-investigators and their affiliation.  Make sure this section and item #14 of the application are consistent.  Note that investigators who are not affiliated with SIUE must also complete (or have completed) human subjects protection training.  Be sure to attach documentation of their training completion (CITI or otherwise).
2. Page 1: Indicate the site(s) of investigation.  If any of the investigation is to be conducted at other institutions or locations off campus, please list the name and address of each facility and be sure to obtain a letter of cooperation from outside research sites and submit it as an appendix.  
3. Adequately describe the research conduct (i.e., recruitment, data collection, data analysis and reporting) and role of the subjects.  For this section, explain what you are doing for your research project.
4. You must state the MINIMUM number of subjects required for the research.  You cannot publish this research if the number of subjects used is under the number listed here, unless it is approved on a change in protocol form.  The purpose of obtaining the minimum number of subjects is to insure that the subject pool is large enough that subjects cannot be identified using demographic information.

5. If you collect data from anyone under the age of 18 via a survey, interview or active participation participant observation, your study will NOT qualify as exempt.  If you collect data from anyone over the age of 89 and you are recording protected health information, your study will NOT qualify as exempt, UNLESS age is aggregated into a single category of age 90 or older.

6. If you check that you are collecting heath information with identifiers, your study will NOT qualify as exempt.  If you are collecting health information without identifiers, your study will still qualify as exempt but you must complete a HIPAA De-Identification form.  If you are not collecting health information then HIPAA does not apply.

7. Indicate the duration of each subject’s participation (e.g. completing a survey will take ten minutes or participating in an interview will take one hour) and the duration of the total study (recruitment, data collection and data analysis).  The IRB will assume that the study is completed by the end date listed unless the investigator notifies the IRB that an extension is needed.  If you need an extension, send a detailed email to the IRB Coordinator at lskelto@siue.edu.   

8. You must address “a,” “b” and “c” in this question.  For every risk to the subject that you state here, also include the steps you will take to minimize that risk.  For example, if the questions on your survey may cause an emotional reaction from subjects, indicate that you will be available to talk with subjects after the survey or refer subjects to someone who will discuss the upsetting situation with them.  There is no research that is considered “risk free.”  At a minimum, please indicate loss of confidentiality as a risk to subjects and the steps you will take to minimize this risk (e.g., the risk of loss of confidentiality will be minimized by not recording identifiable information about subjects).  Risks to subjects should be no more than minimal risk, as defined in 45 CFR 46.102(i).

Unless subjects will receive a direct benefit as a result of participating in the research (education, training and/or counseling), state that there is no direct benefit to the subject in this section and in the recruitment statement. Being exposed to the research process or self-reflecting on the research question is NOT considered a direct benefit to subjects.  As long as you inform subjects that there is no direct benefit from participating in the research, you may state these types of effects as possible outcomes (e.g., “There is no direct benefit from participating in this research but you may learn more about how you feel about _______ by completing this survey”).

9. Your study is anonymous if you are NOT recording identifying information (i.e. names, address, etc.) or detailed demographic information (i.e. age, race, income, educational degree, job title, etc.) about your participants. Your study is confidential if you are recording identifying information about your participants.  In both cases you can assign code numbers to your participants.  If the numbers are random (not linked), it would be anonymous, but in the confidential situation, these code numbers can be linked back to the subject’s identity.  Check the box that appropriately defines how you will record the identity of your subjects and explicitly state the steps you will take to protect either.  If you are taping or recording subjects as they provide you with data, you must describe what you will do with these tapes once the study is complete.

10. If you are storing data electronically, you must use at least two of the listed electronic safeguards to protect it.  If you are storing data in hard copy form, you must use a least two of the listed hard copy safeguards to store it.  If you are storing data electronically and in hard copy form, you must use two safeguards for each.

11. If your study is anonymous but you must know the names and/or other identifying information to recruit subjects for your study, please state clearly that this information will NOT be kept with the research data and that you will destroy it after all subjects have been recruited.  If you are recruiting subjects from an outside source (a school, clinic, an after school program, etc.) you must include with your protocol a letter of cooperation from that source describing the fact that you have permission to recruit participants from them.  Also provide a copy of any recruitment flyers, ads, etc.  On these flyers, you must state that you are recruiting participants for a research study, and if you are providing compensation you can state this.  Just don’t make this last point a prominent feature of the flyer. 
12. If you will have an equal representation of gender and racial/ethnic background in your subject pool, describe how this will be achieved.  If you will not have an equal representation of gender or racial/ethnic background, please state so and why.

13. Describe how you have access to this study population (e.g. superintendent at the school, instructor of a class, etc.).  Submit letters of cooperation from off-campus research sites with your protocol.  If you are requesting a category four exemption, describe your and any co-investigator's authorization to review existing data, documents, records or specimens.  If some person or organization is granting you authority to review existing data, documents, records or specimens, include a letter of cooperation from that person or organization.  Submit a copy of the data collection sheet (e.g. a list or spreadsheet of the questions or data elements to be collected or studied).

14. Exempt research does not require written informed consent, but subjects still need to be informed of the study.  This can be done with a Research Participant Notification.
15. Describe the role each individual investigator has on the project.  This includes what each investigator will actually do throughout the study (e.g. recruit participants, analyze data, etc.) as well as their qualifications to carry out these responsibilities (e.g. research experience and educational background).

16. If you do not have a financial conflict of interest with the sponsor of the protocol, the supporting organization, or a company that owns/licenses the technology being studied, all you need to do is check “No Financial Interest.”  If you are a student and have a financial conflict of interest as defined in the policy, you need to fill out a Disclosure Form and file it with the SIUE Financial Conflict of Interest (FCOI) Committee.  If you are a faculty or staff member and have a financial conflict of interest, you may already have an Annual Disclosure form on file with the SIUE FCOI Committee.  If you do have a disclosure form on file that addresses the nature of the financial relationship with the sponsor, indicate the date it was filed.  If you don’t have a current disclosure form on file with the SIUE FCOI Committee, you need to submit one.  You may not begin your study until your disclosure form has been reviewed and any required management plan has been approved by the SIUE FCOI Committee.

17. Submit all supplemental materials (e.g. questionnaires, list of interview questions, recruitment materials, etc.) with appropriate signatures.  The IRB requires your signature, as well as your advisor’s signature (if you are a student), and your department chairperson’s signature.  

I’ve completed the Exempt application.  Where do I submit it?

Once you’ve completed the exempt application, you can now submit it for review.  You must submit your protocol to your faculty advisor (if you are a student), and your department chair for their review and signatures prior to submitting to the IRB.  If you do not follow these procedures, there will be a delay in obtaining IRB determination of exemption.  
You will then submit your exemption Screening Questionnaire and Exempt Research Application to Linda Skelton, The Graduate School’s Office of Research and Projects, Rendlman Hall, room 2202 or Campus box 1046, Edwardsville, IL 62026-1046.
I’ve submitted the Exempt application.  How will I know if it is approved?

If any concerns are raised by the IRB reviewer(s), you will receive correspondence detailing these contingencies via e-mail. If the application is approved (requires no revisions), you will receive a copy of the application signed by the IRB Chairperson or Designee.  
NOTE: you shall not commence data collection until the concerns of the reviewer(s) have been addressed and you receive an exempt application signed by the IRB chairperson or designee.  Failure to address concerns in a timely manner will delay IRB determination of exemption.
I want to make some changes in my research.  What do I need to tell the IRB?

Once your application has been approved, you must alert the IRB to changes in your research via email to irbtraining@siue.edu.
Changes involving little to no risk to subjects may be approved on an expedited basis by the IRB Chairperson or a designee.  Changes involving more than minimal risk will go before the board for review and your study may no longer qualify as exempt.  
You must receive official confirmation from the IRB that your changes have been approved (i.e., approval letter or email from the IRB Research Administrator) before they can be implemented.
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