
Learning Activity 1: Exempt or Non-Exempt?
[bookmark: _GoBack]This learning activity is designed to help students develop their critical thinking skills by evaluating whether a proposed research project meets the criteria for exemption status set by Lyon College's Institutional Review Board (IRB). You can present this activity during class or assign it as homework for credit. The first part (A) provides background information that you can disseminate to students before they complete this activity. The second part (B) provides a copy of the learning activity. The final part (C) includes an answer key for instructors. 
PART A: Relevant Background Information 
What is the Institutional Review Board (IRB)? 
An IRB is a group designated to review & monitor research involving human subjects. 

Human Subject: living individuals from whom an investigator obtains identifiable private information or data through intervention or interaction.

Research: a systematic investigation, including research development, testing, and evaluation, that is designed to develop or contribute to generalizable knowledge. 

Generalizable knowledge: information that is generated which can be applied to populations, situations, or scenarios beyond that studied. 

All projects involving research with human subjects must be reviewed by Lyon College’s IRB to ensure that they: (1) comply with federal, state, and institutional regulations; (2) meet commonly accepted ethical standards; and (3) adequately protect participants.

Exemption Status: A Brief Review
In rare instances, the chair may recommend project approval with exemption from full review. For a research project to be exempt from review by Lyon College’s Institutional Review Board (IRB), the criteria below must apply (under the Revised Common Rule §46.104(d)). Note that only the IRB chair has the final say on whether a research project is exempt from full review; proposal submissions are still required. These projects meet the criteria for exemption status as verified by the chair, the creator of this document.

To be exempt from full IRB review, the proposed project should not involve… 
1. Participants of a vulnerable population.
2. The collection of personal records and identifiable information.
3. Any primary risk factors. 
4. Greater than minimal risk to participants.
5. Deception.

In addition to the 5 criteria above, the proposed project should either…
6. Be conducted in established or commonly accepted educational settings;
7. Focus on educational testing or observations of public behavior;
8. Focus on surveying or interviewing procedures; 
9. Involve benign behavioral interventions;
10. Involve secondary research for which consent is not required;
11. Involve secondary research for which broad consent;
12. Involve storage/maintenance procedures for secondary research;
13. Be a research/demonstration project conducted/sponsored by a federal agency; and/or
14. Be focused on food/taste quality evaluations or consumer acceptance patterns. 

See our website for key definitions and additional information: https://www.lyon.edu/irb 
PART B: Learning Activity Instructions
Below, you will see a list of 6 proposed research projects. Assess each of the proposed research projects and determine if they require full IRB review or qualify for exemption based on the information learned so far. If the research project qualifies for an exemption, specify which criteria are met. If the research project does not qualify for an exemption, explain why. 
1. “My capstone project aims to investigate whether high school students who consume alcohol have decreased academic performance. The study will occur at Batesville High School (BHS), off-campus. I plan to collect some identifiable information (age, gender, and grade level) and ask participants about their mental health and well-being.”

2. “I want to create an oral history project to document the experiences of South Asian immigrants in Arkansas, including diversity in religion, language, and occupation, and to provide insight into the evolving experiences of the South Asian community. I plan to collect some identifiable information (such as name, age, gender, and birthplace). However, I do not plan to ask participants about their physical or mental health.”

3. “For my upcoming project, I plan to survey Lyon College's students, faculty, and staff to collect their opinions on the new Impossible Burgers that Creative Dining will serve for a limited period. This survey aims to determine whether the Impossible Burger should be included as a regular menu item in the future. I will not collect any identifiable or personal information, nor will I inquire about the physical or mental health of participants.”

4. “I am investigating whether listening to music during standardized tests improves scores. The study will occur at Lyon College, the University of Central Arkansas (UCA), and the University of Arkansas: Little Rock (UALR). I will be recruiting undergraduate and graduate students. I plan to collect some identifiable information (such as name, gender, and age). However, I do not plan to ask participants about their physical or mental health.”

5. “I want to study squirrel and rabbit feeding behaviors on Lyon College's campus. My study will assess whether human presence impacts the feeding behaviors of small-bodied mammals. In addition to documenting the frequency and type of food consumed by squirrels and rabbits, I will also record the number of times students, faculty, and staff feed them.”

6. “I am part of a campus research lab conducting a pilot study to determine the effect of exercising for 30 minutes a day on mental health and well-being. For the initial pilot study, we intend to recruit only 6 student participants. Three participants will be designated to the exercise condition. We will collect identifiable information, including name, gender, age, and brief medical history. Participants will be asked about their physical and mental health.”



PART C: Answer Key 
GREEN & ITALICIZED = EXEMPT 
ORANGE & BOLD = FULL IRB REVIEW REQUIRED 
1. My capstone project aims to investigate whether high school students who consume alcohol have decreased academic performance. The study will occur at Batesville High School (BHS), off-campus. I plan to collect some identifiable information (age, gender, and grade level) and ask participants about their mental health and well-being. 
· WHY FULL REVIEW: The proposed project aims to produce generalizable knowledge through research involving human subjects. Identifiable and sensitive mental health information will be collected. Furthermore, participants will be recruited from a vulnerable population (under 18 years of age). Lyon College IRB approval is still required as the PI is an affiliate.

2. I want to create an oral history project to document the experiences of South Asian immigrants in Arkansas, including diversity in religion, language, and occupation, and to provide insight into the evolving experiences of the South Asian community. I plan to collect some identifiable information (such as name, age, gender, and birthplace). However, I do not plan to ask participants about their physical or mental health. 
· WHY EXEMPT: The proposed project (as it is currently described) does not constitute research since oral histories often lack generalizability. It is strongly recommended that participants be consulted before conducting oral history projects involving identifiable information, though. 

3. For my upcoming project, I plan to survey Lyon College's students, faculty, and staff to collect their opinions on the new Impossible Burgers that Creative Dining will serve for a limited period. This survey aims to determine whether the Impossible Burger should be included as a regular menu item in the future. I will not collect any identifiable or personal information, nor will I inquire about the physical or mental health of participants.
· WHY EXEMPT: Although this project involves research with human subjects, all five exemption criteria are satisfied. No personal or identifiable information will be included, and no deception will be used. The study will not focus on members of a vulnerable population, and participants are not required to consume food to participate in the survey. Furthermore, since this study involves consumer opinions, it satisfies exemption criterion 14.

4. I am investigating whether listening to music during standardized tests improves scores. The study will occur at Lyon College, the University of Central Arkansas (UCA), and the University of Arkansas: Little Rock (UALR). I will be recruiting undergraduate and graduate students. I plan to collect some identifiable information (such as name, gender, and age). However, I do not plan to ask participants about their physical or mental health. 
· WHY FULL REVIEW: The proposed project aims to produce generalizable knowledge through research involving human subjects. Personal and identifiable information will be collected. As the experiment involves standardized tests, participants may experience some psychological stress. To ensure that the experiment is conducted ethically, it requires approval from the Institutional Review Board (IRB) of Lyon College, as well as from the IRBs of UCA and UALR.

5. I want to conduct a study on squirrel and rabbit feeding behaviors on Lyon College's campus. The study will assess whether human presence impacts the feeding behaviors of small-bodied mammals. In addition to documenting the frequency and type of food consumed by squirrels and rabbits, I will also record the number of times students, faculty, and staff feed them.
· WHY EXEMPT: The proposed project (as it is currently described) does not involve human subjects. Observing humans feed squirrels and rabbits falls under naturalistic observation (criteria 7) and meets all five key exemption criteria.

6. I am part of a campus research lab conducting a pilot study to determine the effect of exercising for 30 minutes a day on mental health and well-being. For the initial pilot study, we intend to recruit only 6 student participants. Three participants will be designated to the exercise condition. We will collect identifiable information, including name, gender, age, and brief medical history. Participants will be asked about their physical and mental health. 
· WHY FULL REVIEW: The proposed project aims to produce generalizable knowledge through research involving human subjects. Personal and identifiable information will be collected. Additionally, the pilot study will utilize behavioral and physical interventions, which may pose potential health risks to participants.

