a Institutional Review Board
Office of Research Integrity
® 301 Wetherby Administration Building
270-745-3360

APPLICATION FOR APPROVAL OF INVESTIGATIONS
INVOLVING THE USE OF HUMAN SUBJECTS

The human subjects application must stand alone. This form is documentation of the formal design or plan of
research activity submitted to the Western Kentucky University Institutional Review Board. Failure to provide all
required information will result correction. Informed consent document(s), survey instrument, and site approval /
cooperation letter(s), should be attached to the application and referred to in your write up of the appropriate
sections so that reviewers may read them as they read your application. Thesis proposals or other documents that
are meant to substitute for completing the sections of the application will not be read and should not be attached. All
documents must be submitted through IRBNet.org for review. Additional information on the process can be found
at https://www.wku.edu/compliance/ New application materials are to be found in IRBNet.org in the Forms and
Templates section. Consolidate files when possible to expedite the review process of a submission. Do not
convert any portion of this document to .pdf format As of 11/20/2015, Unauthorized use of the WKU IRB
approval stamp by any other than a WKU IRB Compliance Officer will be just cause for suspension of ALL
new WKU IRB approvals for a period of up to 2 years for the offending researcher(s).

1. Principal Investigator Natalie Mountjoy, Assistant Professor
Email Address: natalie.mountjoy@wku.edu
Mailing Address: 1906 College Heights Blvd, Bowling Green, KY 42101
Department: Biology Phone: 270-313-4044
Completion of the Citi Program Training? X1 Yes [ 1 No(double click on box)

Found at www.citiprogram.org Completion Date: 07 Sep 2021, Record 1D: 42798045

Co-Investigator:
Email Address:
Mailing Address:
Department: Phone:
Completion of the Citi Program Training? Yes No
Found at www.citiprogram.org Date

2. If you are a student, provide the following information: NA
Faculty Sponsor: Department: Phone:
Faculty Mailing Address:
Completion of the Citi Program Training? Yes No

Found at www.citiprogram.org Date

Student Permanent Address (where you can be reached 12 months from now):

Is this your capstone, thesis, or dissertation research? Yes No

Policy of Research Responsibility. The Western Kentucky University Institutional Review Board defines the responsible party or
parties of the research project as the Principal Investigator and Co- Principal Investigator. In those cases when a student holds the title of
Principal Investigator, the Faculty Sponsor (Advisor, Supervisor, Administrator, or general managing Council) will conduct oversight of the
research project and share in the accountability to assure the responsible conduct of research. Researchers outside of the Western Kentucky
University campus system are required to provide proof of training to obtain approval for WKU Human Subjects protocols. This proof must be
presented by the Compliance Official at the researcher’s institution to the WKU Compliance official. When no training requirement exists at the
researcher’s host institution, training must be conducted through affiliation of Western Kentucky University CITI Program.org requirements.
WKU faculty, staff, and students are required to complete the CITI Program Training modules outlined by the WKU IRB.

(March 2022) 1


https://www.wku.edu/compliance/

Project Period:  Start _ upon IRB approval End May 2023
Note: Your project period may not start until after the IRB has given final approval.

Has this project previously been considered by the IRB? Yes No

Do you or any other person responsible for the design, conduct, or reporting of this research have
an economic interest in, or act as an officer or a director of, any outside entity whose financial
interests would reasonably appear to be affected by the research? Yes No
If "yes," please include a statement below that may be considered by the Institutional Conflict of Interest
Committee:

Is a proposal for financial support being submitted regarding this protocol? Yes No
If yes, you must submit a reference number or acknowledgment any funding proposal(s) as soon as it is
available and complete the following:

a. Is notification of Human Subject approval required? Yes No

b. Is this a renewal application? Yes No

C. Sponsor's Name:

d. Project Period: From: To:

Clinical Research: a) Does the study involve human participants? Yes No
b) Are the participants prospectively assigned to an intervention? Yes No
c) Is the study designed to evaluate the effect of the intervention on the

participants? Yes No
d) Is the effect that will be evaluated a health-related biomedical or Yes No

behavioral outcome?

Research thresholds that will require review by Biomedical IRB in association with a SMART IRB Participating
Institution (such as the University of Kentucky Medical School or The Medical Center of Bowling Green, KY)

Clinical studies of drugs and medical devices only when condition (a) or (b) is met.

a. (a) Research on drugs for which an investigational new drug application (21 CFR Part 312) is not
required. (Note: Research on marketed drugs that significantly increases the risks or decreases the
acceptability of the risks associated with the use of the product is not eligible for expedited
review.)

b. Research on medical devices for which (i) an investigational device exemption application (21
CFR Part 812) is not required; or (ii) the medical device is cleared/approved for marketing and the
medical device is being used in accordance with its cleared/approved labeling.

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 children [2], 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.

Prospective collection of biological specimens for research purposes by noninvasive means.

Examples: (a) hair and nail clippings in a nondisfiguring manner; (b) deciduous teeth at time of exfoliation
or if routine patient care indicates a need for extraction; (c) permanent teeth if routine patient care indicates
a need for extraction; (d) excreta and external secretions (including sweat); (e) uncannulated saliva
collected either in an unstimulated fashion or stimulated by chewing gumbase or wax or by applying a
dilute citric solution to the tongue; (f) placenta removed at delivery; (g) amniotic fluid obtained at the time
of rupture of the membrane prior to or during labor; (h) supra- and subgingival dental plaque and calculus,
provided the collection procedure is not more invasive than routine prophylactic scaling of the teeth and the
process is accomplished in accordance with accepted prophylactic techniques; (i) mucosal and skin cells
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collected by buccal scraping or swab, skin swab, or mouth washings; (j) sputum collected after saline mist
nebulization.

iv. Collection of data through noninvasive procedures (not involving general anesthesia or sedation) routinely
employed in clinical practice, excluding procedures involving x-rays or microwaves. Where medical
devices are employed, they must be cleared/approved for marketing. (Studies intended to evaluate the
safety and effectiveness of the medical device are not generally eligible for expedited review, including
studies of cleared medical devices for new indications.)

Examples: (a) physical sensors that are applied either to the surface of the body or at a distance and do not
involve input of significant amounts of energy into the subject or an invasion of the subject’s privacy; (b)
weighing or testing sensory aculity; (c) magnetic resonance imaging; (d) electrocardiography,
electroencephalography, thermography, detection of naturally occurring radioactivity, electroretinography,
ultrasound, diagnostic infrared imaging, doppler blood flow, and echocardiography; () moderate exercise,
muscular strength testing, body composition assessment, and flexibility testing where appropriate given the
age, weight, and health of the individual.

8. Does this project SOLELY involve analysis of an existing database? Yes No
If yes, please provide the complete URLSs for all databases that are relevant to this application, then
complete Section A and the signature portion of the application and forward the application to the Office of
Research Integrity through IRBNet.org.

If the database is not available in an electronic format readily available on the internet, please provide
evidence that the data were collected using procedures that were reviewed and approved by an Institutional
Review Board, then complete Section A and the signature portion of the application and forward the
application to the Office of Research Integrity through IRBNet.org.

9. Is there a plan to publish or present the findings from the research outside the department or
university?
Yes No
10. Any changes to the protocol after the approval process will require the use of the Continuing

Review Form. This document is found in IRBNet.org Forms & Templates.

In the space below, please provide complete answers to the following questions. Add

additional space between items as needed.

You must include copies of all pertinent information such as, a copy of the questionnaire you will be using or other
survey instruments, informed consent documents, letters of approval from cooperating institutions (e.g., schools,
hospitals or other medical facilities and/or clinics, human services agencies, individuals such as physicians or other
specialists in different fields, etc.), copy of external support proposals, etc. (to be placed at the end of the
application document) The WKU IRB requires research that will occur through the cooperation of an outside
organization to first have a verifiable letter of cooperation (or a complete email correspondence printed to
.pdf that shows means that will allow verification - such as email addresses still attached/screen print)
showing the organization will be cooperative or willing to let the research team approach clients, patrons,
employees, or passersby. The research activities may bother some organizations by irritating clients, or
aggravating customers. The organization must show a prior awareness of the research activity and be willing
to express their cooperation to allow the research to occur on or through their organization.

I PROPOSED RESEARCH PROJECT

A. Provide a brief summary of the proposed research. Include major hypotheses and
research design.

Analyzing the Impact of BioCoaches. | recently implemented a new pedagogical strategy using

learning assistants (BioCoaches) in my large biology lecture. This approach combines the

effectiveness of a small class learning environment with the additional benefits of peer

mentoring. BioCoaches, upperclassman with a track record of success, have been enrolled in a

separate 1ch course and attend 8-10 of my classes to work with small groups on micro-activities
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and study-starters. They also run voluntary exam study sessions before each assessment. This
research project is to ascertain the impact of this initiative by measuring the use and
effectiveness of BioCoaches in the classroom, as well as the impact the experience has on the
BioCoaches themselves. Two voluntary and anonymous surveys (through Qualtrics) will be given
to each group (questions attached) during class meetings. Student grades will also be assessed
for significant differences between semesters with and without BioCoaches. The primary purpose
of this research is ascertain the effectiveness of this program and to inform potential
augmentation efforts on the future. However, it’s possible the results may lead to a publishable

study.

B. Describe the source(s) of intended subjects and the selection criteria. Specifically, how
will you obtain subjects, and how will you contact them? Further describe any
potential conflict of interest or problem of undue influence that may be encountered
through the protocol.

Are the subjects — under 18 years of age, pregnant women, prisoners, or fetus/neonates? [1Yes [X No
Are the subjects — cognitively impaired, economically, educationally, medically disadvantaged? [ ] Yes [X] No
Are the subjects — unable to speak, read, or understand the English language? [1Yes [X No

e Any “Yes” indication above will require the Faculty Sponsor to submit and upload application
documents into IRBNet.org and to the WKU IRB. Applications from students with “Yes” indications
will not be accepted.

Provide complete description for Section B here:

Biology Student Survey: An announcement will be made during lecture with the specifics on the
survey and where and how to access it. The survey will remain open for one week.

BioCoach Survey: An announcement will be made during our bi-weekly meetings with the specifics
on the survey and where and how to access it. The surveys will remain open for one week.

Grade comparison: | will compare the grades from F18-F20 (no BioCoaches) with grades from
F21 & S22 when the BioCoaches were used.

There are no conflicts of interest or any problems of undue influence in this protocol. It will be
made clear that the survey is optional and that failure to take the survey will not result in any
negative consequences for students or BioCoaches. All student names will be removed and
substituted with 1D numbers for the grade analysis. All data will be housed on a secure device.

C. Informed consent: Describe the consent process and attach all consent documents.

The initial page of both the surveys, through Qualtrics, will house the WKU informed consent
decree that respondents must read and acknowledge before proceeding to the questionnaire. The
verbiage of the consent form is supplied in the appendix at the end of this document. The
confidentiality of participants and their responses is a primary concern and responsibility.

D. Procedures: Provide a step-by-step description of each procedure, including the
frequency, duration, and location of each procedure.

1) We will create online surveys through Qualtrics. The questions are supplied at the end of

(March 2022) 4



this document.

2) An announcement will be made during lecture with the specifics on the student-survey and
where and how to access it. The survey will remain open for one week.

3) An announcement will be made during our bi-weekly BioCoach meetings with the specifics
on the BioCoach-survey and where and how to access it. The surveys will remain open for
one week.

4) 1 will consolidate grade information and anonymize the data for analysis.

5) The surveys will remain open for one week with reminder sent 3 days after the initial
invitation.

6) Analysis of survey results and grade comparison will begin shortly thereafter.

E. How will confidentiality of the data be maintained? (Note: Data must be securely kept
for a minimum of three years on campus, and describe how participants will be protected)

Participation will be entirely confidential. The names/identities of our respondents will not be used
in analysis. All data will be kept on a secure computer that is password protected and will be
deleted upon completion of this research project.

F. Describe all known and anticipated risks to the subject including side effects, risks of
placebo, risks of normal treatment delay, etc. Describe how any potential conflict of interest
or problem of undue influence that may be encountered through the protocol will be handled.

There are no anticipated risks to our subjects. Confidentiality is important and will be maintained
(see part E, above). Further, it will be made very clear that participation is completely voluntary.

G. Describe the anticipated benefits/incentives to subjects, and the importance of the

knowledge that may reasonably be expected to result. All Participant incentives MUST be approved
prior to data collection and incentive distribution. Changes must be approved prior to participant
recruitment into the study. NO EXCEPTIONS.

Students and BioCoaches are likely to appreciate being asked to share their experiences. Also, if
the BioCoach is successful and can be expanded, many more students can benefit from this model.

H. References:
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Tutorials. Physical Review Special Topics - Physics Education Research.

Gray, K. E., Webb, D. C., & Otero, V. K. (2016). Effects of the learning assistant model on teacher
practice. Physical Review Physics Education Research,
12(2).doi:10.1103/physrevphyseducres.12.020126

Knight, J. K., Wise, S. B., Rentsch, J., & Furtak, E. M. (2015). Cues Matter: Learning Assistants

Influence Introductory Biology Student Interactions during Clicker-Question Discussions. CBE—L.ife
Sciences Education, 14(4), 1-14. doi:10.1187/cbe.15-04-0093
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Dusen, B. V., & Nissen, J. M. (2018). Systemic inequities in introductory physics courses: the impacts of
learning assistants. 2017 Physics Education Research Conference Proceedings.
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Groccia, J. E., & Miller, J. E. (1996). Collegiality in the classroom: The use of Peer Learning Assistants in
cooperative learning in introductory biology. Innovative Higher Education, 21(2),87-100. doi:
10.1007/bf01243700

Talbot, R. M., Hartley, L. M., Marzetta, K., & Wee, B. S. (2014). Transforming Undergraduate

Science Education With Learning Assistants: Student Satisfaction in Large-Enrollment Courses. Journal of
Science College Teaching, 44(5), 24-30. Retrieved from https://www.jstor.org/stable/436318447?seq=1

Current Bibliography of the History of Science and Its Cultural Influences, 2015. (2015). Isis, 106(S1), i—
300

Learning Assistant Alliance. (n.d.). Retrieved May 4, 2020, from https://learningassistantalliance.org.
Additions to or changes in procedures involving human subjects, as well as any
problems connected with the use of human subjects once the project has begun,
must be brought to the attention of the IRB as they occur.

Use the Continuing Review Form to describe changes, requests for additional time
to collect data, or adverse events.

Do Not separate Informed Consent forms from this application when uploading
submission documents.
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Additional Documents: Informed Consent Document
The following will be included on the first page of both questionnaires in Qualtrics. Progression
into the survey will not be allowed without a checked box.

Project Title: Analyzing the Impact of BioCoaches
Investigators: Natalie Mountjoy

You are being asked to participate in a project conducted through Western Kentucky University. The University
requires that you give your signed agreement to participate in this project. You must be 18 years old or older to
participate in this research study. A basic explanation of the project is written below. Please read this explanation
and contact the primary researcher with any questions you may have.

If you then decide to participate in the project, please sign this form (by checking the box below).

1. Nature and Purpose of the Project: This project was designed to better understand the effects of the BioCoach
program on general biology students and BioCoaches at WKU.

2. Explanation of Procedures: We are asking you to complete survey about your experience thus far and what
may or may not have been helpful.

3. Discomfort and Risks: You may feel anxious about participating in this survey. Your participation is
completely voluntary and your responses are entirely confidential. You can stop the survey at any time without
any sort of penalty.

4. Benefits: Biology students, faculty and staff will benefit from a better understanding of the effectiveness of this
program.

5. Confidentiality: Your invitation to participate and all the data collected will remain entirely confidential.

6. Refusal/Withdrawal: Refusal to participate in this study will have no effect on you, your standing in any
course, the Biology Department, Ogden College, nor at WKU. It will not affect any future services you may be
entitled to from the University. Anyone who agrees to participate in this study is free to withdraw from the
study at any time with no penalty.

You understand also that it is not possible to identify all potential risks in an experimental procedure, and you
believe that reasonable safeguards have been taken to minimize both the known and potential but unknown risks.

THE DATED APPROVAL ON THIS CONSENT FORM INDICATES THAT

THIS PROJECT HAS BEEN REVIEWED AND APPROVED BY

THE WESTERN KENTUCKY UNIVERSITY INSTITUTIONAL REVIEW BOARD
Robin Pyles, Human Protections Administrator, (270) 745-3360

If you have any questions, please contact the primary researcher as listed below:
Natalie Mountjoy

natalie.mountjoy@wku.edu

1906 College Heights Blvd, Bowling Green, KY 42101

If you understand the above information and are willing to provide your informed consent to continue with
the survey, please select yes below.

Yes, | understand the above information and provide my informed consent to continue with the survey,

Mo, | have decided not to give my informed consent.
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Additional Documents: Survey Questions

Biology Student Questions
1) Please rate the level of usefulness you would ascribe to each of the following (5-point Likert item)
e BioCoaches
e  Study starters and micro assignments
e Small groups
e Voluntary study sessions

2) Please rate your level of agreement with each of the following statements (5-point Likert item)
BioCoaches helped me do better in this course

BioCoaches helped me do better on my exams

BioCoaches helped me feel more connected to the biology department
BioCoaches helped me feel a sense of community in this course
BioCoaches helped me feel more confident

BioCoaches helped me feel like I knew what | was doing

BioCoaches helped by answering other questions, not just about content
BioCoaches shared their experiences with me

The BioCoach study sessions help me learn content

The BioCoach study sessions help on my exams

3) How many BioCoach study sessions did you attend? (drop-down numbers)
4) How many PASS sessions did you attend? (drop-down numbers)
5) Would you like to add any additional comments regarding the BioCoach program? (open-response)

BioCoach Questions
1) Please rate the level of usefulness you would ascribe to each of the following, based on your experiences with
BIOL 120 students (5-point Likert item)

e BioCoaches

e  Study starters and micro assignments

e Small groups

e Voluntary study sessions

2) Please rate your level of agreement with each of the following statements (5-point Likert item)
Being a BioCoach made me more confident

Being a BioCoach improved my communication skills

Being a BioCoach helped me review basic biological concepts

Being a BioCoach will help my CV

Being a BioCoach was a positive experience

Being a BioCoach is something | would gladly do again

I would recommend this opportunity to friends

3) How could this experience be improved for you? (open-response)
4) How could this experience be improved for the students? (open-response)
5) Would you like to add any additional comments regarding the BioCoach program? (open-response)
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