Sample PIRB application for data collected from children in an established or commonly accepted educational setting involving normal educational practices

Please note: Applicants are encouraged to use this document as a guideline for structuring and formatting their application, but this document is not necessarily a template that should be followed word-for-word. Some language presented herein may not be applicable to all projects.

Application for Human Subjects Research Review and Approval by the Psychology Department Institutional Review Board (PIRB)

	Submit this application with all required attachments in ONE document to: psychologyIRB@csustan.edu


Note: Please allow two weeks from the date delivered to the PIRB for notice of the PIRB's decision on your proposal. The researcher will be notified via email regarding the status of their application. If the researcher is a student, the faculty supervisor will receive a copy of the email as well.

	Researcher’s name(s):  
	

	Researcher’s
email(s):  
	

	Faculty supervisor’s name: 
	

	Title of the research project: 
	


Type of Research Project (choose one):  [] Research Seminar; [] Thesis; [] Other (e.g. faculty research)

I certify that the research project detailed in this protocol is an accurate and complete description of the research I plan to conduct. I understand that the review of this protocol and the decision of the Psychology Department Institutional Review Board (PIRB) is based on the information in this protocol and any attachments and subsequent amendments. I further acknowledge that my research request is not approved until I have written documentation from the PIRB chair advising me that I may proceed with recruiting participants and collecting data. 

	Researcher's signature:  
	

	Date:  
	

	Researcher's signature:  
	
	Date:  
	

	Researcher's signature:  
	
	Date:  
	

	Researcher's signature:  
	
	Date:  
	

	Researcher's signature:  
	
	Date:  
	


IF THIS IS STUDENT-CONDUCTED RESEARCH: As the faculty member responsible for the scientific and ethical integrity of this research, I certify that I have reviewed this protocol and the research design meets or exceeds commonly accepted practices of my profession. I understand that as the supervisor, I am responsible for assuring that the research complies with all relevant university policies and American Psychological Association Ethical Guidelines for Research with Human Participants. I also certify that the student(s) involved in this research and I have gone through the appropriate ethical training, and I have copies of each researcher’s ethics training certificate on file.

	Faculty supervisor's signature:  
	
	Date:  
	


PIRB Application

Part I. Answer the following questions by placing a check mark in the appropriate box. 
Does this research involve:
	
	Yes
	No
	Not sure

	1. the study of children in an established or commonly accepted educational setting involving normal educational practices (i.e., research on regular and special education strategies, research on the effectiveness of or the comparison among instructional techniques, curricula, classroom management methods)?
	X
	
	

	2. the study of children outside of an established or commonly accepted educational setting involving normal educational practices -or- that impacts classroom activity or a students’ ability to learn (i.e., pulling a student out of class to participate in research)?
	
	X
	

	3. the study of other vulnerable populations (i.e., prisoners, persons with impaired decision-making capacity, economically or educationally disadvantaged persons)?
	
	X
	

	4. deception (e.g., lying to the participants about the purpose of the study)? 
	
	X
	

	5. the study of illegal activity (e.g., drug use)? 
	
	X
	

	6. the study of private activities (e.g., sexual behavior)? 
	
	X
	

	7. the ingestion of substances (e.g., caffeine)? 
	
	X
	

	8. engagement in physical activity? 
	
	X
	


Part II. Type your responses to the six questions outlined below. Please combine all materials (i.e., application, consent form, materials, debriefing form) into one electronic document for submission.  

1. Hypotheses: Please state the research question(s) and hypothesis(es) that will be explored in this research.  

The purpose of the present study is to identify the best classroom behavior management procedures that result in an increase in on-task behavior, positive relationships, and academic success while decreasing off-task behavior and bullying behavior. The specific objectives to be addressed include: (a) compare the effectiveness of variations of the Good Behavior Game (GBG), Caught Being Good Game (CBGG), and a modified version of the Good Behavior Game (MGBG) on levels of student disruptive behavior, positive and negative student interactions, and teacher behaviors. We hypothesize that all of the procedures will be effective compared to no intervention.

2. Participants: Please state how many participants will be recruited, characteristics of the participants including any eligibility requirements (e.g., male college students who are 18 years old or older), a description of how participants will be recruited, and whether there will be any incentives for participation (e.g., money, extra credit).

Participants will be up to 50 teachers and subsequently the children in their classrooms. These participants will be recruited from XXXXX Elementary School in Turlock, CA (see attachment A for consent). The only eligibility criterion is that teachers must be employed full-time by the school. Participants (teachers) will be given informative letters (Attachment B) in person. There are no tangible incentives for participation; however, teachers will receive free training in the procedures that they can use in their classrooms. 

Rationale for waiver of student consent/assent
Children in the classroom and their parents will not need to sign assent/consent forms because (a) the research procedures add no additional risk to students beyond typical classroom practices, (b) the procedures that will be used will be part of standard classroom procedures, and (c) all of the procedures are reward-based, and excluding some children from the opportunity to earn rewards would be unfair. All rewards given as part of the research will be determined by the classroom teachers and will be the same types of items/activities/privileges they already use in their classroom. These rewards could be small stickers, moving up levels in the classroom levels system, extra free time, use of special art supplies during an activity, a positive letter home about behavior, etc. Additionally, the research questions we are seeking to answer are related to how components of class-wide behavior management procedures affect the behavior of all students in the classroom. If a subset of students are not involved in the intervention, our results may not provide accurate information on the effects of these procedures on the behavior of the class (e.g., the students whose parents read and sign consent forms may respond better to our interventions than students whose parents do not, but we would not want to suggest that these components of class-wide procedures are effective if they only affect a small subset of students in the class). 

Research on class-wide interventions is essential to understanding how to effectively promote positive behavior in classrooms, but this research cannot occur unless the procedures can be implemented for all students in the class.
3. Procedure: Please describe the procedures of your research in detail. Please include a description of how informed consent will be obtained and how the debriefing process will occur.
Informed Consent

A researcher will meet with all teachers who express interest in participating and present the consent form (Attachment C), describe the procedures, and answer any questions. Teachers can take as much time as they would like to sign and return the consent forms. Teachers who are interested and agree to participate will be asked to sign consent forms. During the consent process, teachers will be informed that their data will not be shared with their principal or other school administrators and cannot affect their evaluations or promotion.

General Procedures

The procedures that the teacher or researcher will implement are class-wide and will not alter the content of the instructional periods. Teachers’ familiarity with these procedures may vary, but will not affect their ability to participate. All teachers will receive training in how to implement the procedures. 

A research session in this study is defined as the period of time in which members of the research team are present and recording behavioral data in order to evaluate class-wide behavior management procedures. Sessions will take place during regularly scheduled activities (e.g., classroom times, recess, and lunch) and will not interfere with classroom instructional time. For example, the class-wide procedures will be implemented while teachers are providing group instruction, while students are at centers activities, or while students have free-play time. Because these procedures are expected to greatly reduce disruptive behavior in the classroom, they are likely to generate more instructional or classroom activity time (i.e., teachers will no longer need to stop instruction to manage disruptive behavior).

Sessions will take place 1 to 3 times per day for the duration of an activity (e.g., whole group reading instruction). Therefore, the session duration will vary day-to-day, but we anticipate it taking about 10 to 60 minutes. We will conduct sessions 1 to 5 days per week, depending on the teacher’s schedule. The total number of sessions will be about 30 to 90 total sessions. The total number of sessions conducted with each teacher will vary, depending on the responsiveness of the children in the classroom to the intervention. The study will take 1 month to 10 months to complete. We will update the teacher as we progress through each phase of the study. The duration of this study will depend on how frequently we are each classroom and how students respond to the interventions.

Baseline: There will be a baseline period in which the researchers will observe classroom behavior when interventions related to the research are not implemented (i.e., the teachers will continue to implement any current classroom management strategies they use).

Intervention: An intervention period in which the teacher or a researcher will implement the classroom management procedures with the entire class. An experimenter will manage all reward systems at teacher-designated times (i.e., the experimenter will ensure that all rewards are delivered to students who have earned them, but teachers will designate times that are appropriate for students to receive the rewards). These procedures may include the Good Behavior Game (GBG), Modified version of the GBG (MGBG) or the Caught Being Good Game (CBGG).

· The GBG involves dividing the class into teams, stating rules about behavior, giving points for instances of rule violations, and delivering rewards to the team with fewer points or both teams if they stayed below a point criterion. 

· The MGBG involves dividing the class into teams, stating rules about behavior, giving points for rule violations on a time-based schedule, and delivering rewards to the team with fewer points or both teams if they stayed below a point criterion. 

· The CBGG involves dividing the class into teams, stating rules about behavior, giving points for on-task behavior on a time-based schedule, and delivering rewards to the team with the most points or both teams if they met or exceeded a point criterion. 

The effectiveness of the class-wide behavior management procedures will be evaluated using single-subject designs in which each participant serves as his or her own control. By using single-subject designs, every participant who is enrolled will experience the interventions. Baseline and intervention conditions may be repeated sequentially (i.e., in a reversal design), alternate rapidly (i.e., in a multielement design), or the implementation of the intervention may be staggered across classrooms (i.e., in a multiple baseline design).

Data Collection

Data will be collected on handheld tablets or laptop computers using Multi-Option Observation System for Experimental Studies (MOOSES) software or on cellular phones using the Countee application. All data collection devices will be password protected. Data collection devices will not have any identifying information stored on them. We plan to measure disruptive behavior, positive and negative social interactions, teacher behavior, points/tokens earned or lost, and whether one or all teams win (Attachment D). Data may be collected in multiple settings within the school (e.g., classroom, playground, and lunchroom). 

Debriefing

At the end of the school year or when data collection is completed, whichever comes first, the researcher will provide each teacher with a debriefing form (Attachment E) during a non-instructional time. The debriefing form will include a summary of the results for the teacher. The debriefing form will not include results from other classrooms. The researcher will answer any questions the teacher has about the results of the study.   
4. Benefits: Describe the benefits that you expect to result from your research. These benefits may include direct benefits to the participants (e.g., smokers who take part in a smoking-cessation study may stop smoking), material benefits to the participants (e.g., money, extra credit), benefits to the research community (e.g., adding to the field of knowledge on the research topic), and/or benefits to the researchers (e.g., the researchers are students who are learning how to conduct research studies).

The GBG is considered “best practice” in the classroom and its positive effects on behavior have been widely documented (see Embry, 2002 for a review). The GBG has repeatedly been shown to be effective at reducing disruptive behavior of students in the classroom (Bowman-Perrot et al., 2015). Disruptive behavior may negatively affect the student’s quality of life (e.g., Emerson, 2001) and may interfere with learning in the classroom for the individual student and his or her peers. In addition, students who play the GBG at a young age are less likely to be diagnosed with drug and alcohol disorders, antisocial personality disorder and are less likely to engage in a range of detrimental behaviors (e.g., regular smoking, delinquency or incarceration for violent crimes, suicide ideation) later in life (Kellam et al., 2008). 

Teachers could learn new ways to effectively manage a classroom resulting in lower levels of student disruptive behaviors. Students could benefit from this study by creating a more positive learning environment and positive peer relations. Other educators could gain general knowledge about successful class-wide behavior management procedures. Additionally, society could benefit from this study by gaining general knowledge, which may contribute to the definition of standard practice.
5. Risks: Identify the potential risks to participants. Risks may be physical (e.g., increased heart rate, blood pressure), psychological (e.g., stress, anxiety), social (e.g., embarrassment), legal (e.g., breach of confidentiality), or economic (e.g., loss of income). Please describe what you will do to minimize these risks. In addition, please describe how you will make sure that data are collected and maintained in a manner that protects the privacy of the participants. For example, describe how the participants’ names and/or other identifying information will be kept separate from their data, how data will be stored while the project is underway, and how data will be destroyed once the project is complete. Please note that all final records relating to conducted research must be retained by the principal investigator for at least three years following completion of the research.

There are no more than minimal risks beyond those of daily life. Participation in this study will not affect job evaluations or promotion of the teachers. Data collected from each classroom will be shown to the teacher, but will not be shared with school administrators. 

All data will be kept confidential to the greatest extent possible. All data from this study will be kept from inappropriate disclosure and will be accessible only to Dr. Wiskow and her researcher assistants. Each teacher will be assigned a unique participant ID that will be used for all data sheets, records, and public materials. Electronic devices used for data collection will be password protected. The teacher’s name and school will never appear in any publications or presentations. All materials containing the teacher’s name will be kept in a locked filing cabinet in a locked office. All materials will be destroyed after 3 years.
Part III. Attach the following to your proposal, in the order listed below:
1. Parental Informed Consent*
2. Minor Informed Assent*
3. All materials that will be presented to participants. This includes written materials (e.g., tests, inventories, measures, questionnaires, scales) and audiovisual materials (e.g., photographs, CDs, DVDs).

4. Debriefing Form*

5. Written approval from non-CSUS officials if you are recruiting subjects off campus.
*Parental Informed Consent, Minor Informed Assent, and Debriefing Form: All human participant research overseen by the PIRB requires documentation of the informed consent and the debriefing process. Please use the example forms provided. Note: the BEST strategy for constructing these forms is to make your forms similar to the samples, changing the relevant passages in red to fit the particular characteristics of your study.
Additional University Approvals: Some studies may require additional review and approval by the Office of Safety & Risk Management (www.csustan.edu/safety-risk-management), such as studies involving physical activity and the ingestion of substances. In these cases, applications to the PIRB will need to include a letter of approval from the Office of Safety & Risk Management with the PIRB application. It is the responsibility of the principal investigator to obtain these approvals prior to submitting the PIRB application.
Attachment A

Letter from School Principal 

Insert signed permission here. The letter must be on official letterhead from the organization and may say something like: [Name of organization] is pleased to have [Name of researcher] conduct research on [Tittle of research] in our school. Please contact me with any questions.
Attachment B

Informative Letter for Teachers
Summary of School-based Research Agenda

Primary objectives: Determine the most effective way(s) to prevent/reduce problem behavior in early elementary classrooms.

Long-term desired outcomes:

· Prevent at-risk students from special education placement due to behavior problems

· Create a safe, positive classroom environment for all students

What to expect in your classroom from our research project

· Research team members (including Dr. Wiskow, her graduate students, and undergraduate research assistants) in your classroom: 
· Collection of real-time behavioral data in classrooms
· 1-3 research team members in a classroom at a time
· Research team members implementing the intervention during whole-group lessons in classrooms that have agreed to participate. 
· Interventions may involve:
· One person sitting near the front of the classroom to implement the intervention

· Reviewing the rules (e.g., raise your hand for permission to speak)
· Dividing the class into 2 or more teams 
· Delivering or removing marks (e.g., tallys) to teams 
· Reviewing the score of the game at the end of the lesson 
· Delivering prizes to the winning team(s)  
· Research team members working with teachers to demonstrate and assist them in behavior management procedures, if desired.
Short and Long-term benefits for students

· The GBG has repeatedly been shown to be effective at reducing disruptive behavior of students in the classroom (Bowman-Perrot et al., 2015). Disruptive behavior may negatively affect the student’s quality of life (e.g., Emerson, 2001) and may interfere with learning in the classroom for the individual student and his or her peers. 
· Students who play the GBG at a young age are less likely to be diagnosed with drug and alcohol disorders, antisocial personality disorder and are less likely to engage in a range of detrimental behaviors (e.g., regular smoking, delinquency or incarceration for violent crimes, suicide ideation) later in life (Kellam et al., 2008). 

Expected benefits for your school

· Behavioral interventions designed and supervised by a Board Certified Behavior Analyst implemented in your classrooms
· Reductions in overall disruptive behavior in participating classrooms
· Reductions in problem behavior of at-risk students
· Teacher training in behavior management strategies in the classroom
Please contact Dr. Wiskow with any questions at kwiskow@csustan.edu or 209-664-6814.
Note: All research sessions will be conducted at your school during regularly scheduled activities. We will not take away from classroom instructional time. School administrators will not have access to the raw data and thus, the study results will not affect performance evaluations.

Attachment C

TEACHER CONSENT FORM

Classroom Management Procedures

1. Summary: We are looking at the best ways to manage behavior in classrooms. Inappropriate behavior may be distracting for other students and it can negatively affect learning. It can also require you to spend extra time managing behavior. We are interested in learning about how class-wide interventions can help the behavior of your students. We also want to know the easiest ways to use these procedures.
What would I do if I participate?

You will be asked to allow a researcher to use procedures in your classroom. The research team will teach you any procedures you are asked to use. These procedures may include the Good Behavior Game (GBG), a modified version of the GBG, the Caught Being Good Game, or a token economy. You may also be asked to choose what kinds of rewards your students can earn for appropriate behavior during these procedures. All games involve dividing the class into teams, stating rules about behavior, and delivering rewards to the teams who win the game. Class-wide token systems involve students, or groups of students, earning tokens for appropriate behavior or losing tokens for inappropriate behavior. Tokens may be traded for items, activities, or privileges at specific times during the day. All classroom behavior management procedures and training in these procedures will occur during normal school hours, and will not take away from classroom instructional time.

2. Your right to withdraw/discontinue: You are free to discontinue your participation at any time without penalty. Even if you withdraw from the study, you will receive any entitlements that have been promised to you in exchange for your participation.
3. Benefits: Participation in this research study does not guarantee any benefits to you or your class. However, you could learn new ways to effectively manage your classroom. Your students could improve their behavior in the classroom. Additionally, other educators could gain general knowledge about successful class-wide behavior management procedures. There is no anticipated commercial profit related to this research.
4. Additional information: You will be given additional information about the study after your participation is complete.

5. Costs: There are no more than minimal risks beyond those of daily life. Participation in this study will not affect job evaluations or promotion. Data collected from your classroom will be shown to you, but will not be shared with school administrators. 
Sessions will take place during regularly scheduled activities (e.g., classroom times, recess, and lunch) and will not interfere with classroom instructional time. Sessions will take place 1 to 3 times per day for the duration of an activity (e.g., whole group reading instruction). Therefore, the session duration will vary day-to-day, but we anticipate it taking about 10 to 60 minutes. We will conduct sessions 1 to 5 days per week, depending on your schedule. The total number of sessions will be about 30 to 90 total sessions. The study will take 1 month to 10 months to complete. We will update you as we progress through each phase of the study. The duration of this study will depend on how frequently we are in your classroom and how your students respond to the interventions.

6. Guarantee of Confidentiality: All data will be kept confidential to the greatest extent possible. All data from this study will be kept from inappropriate disclosure and will be accessible only to Dr. Wiskow and her researcher assistants. You will be assigned a unique participant ID that will be used for all data sheets, records, and public materials. Electronic devices used for data collection will be password protected. Your name and school will never appear in any publications or presentations. All materials containing your name will be kept in a locked filing cabinet in a locked office. All materials will be destroyed after 3 years. The researchers will not keep your research data to use for future research or other purposes.
7. Risks: The present research is designed to reduce the possibility of any negative experiences as a result of participation. Risks to participants are kept to a minimum. The Psychology Institutional Review Board of California State University Stanislaus has reviewed the study, and feels it is safe. However, you can stop participating at any time. If you or a child in your class experience any concerns, anxiety, or distress, please contact your school’s counseling services. You can also find an appropriate mental health provider through Stanislaus County Behavioral Health and Recovery Services, https://www.stancounty.com/bhrs/, 888-376-6246.
8. Researcher Contact Information: Dr. Katie Wiskow, and her research assistants, from the Department of Psychology and Child Development at California State University, Stanislaus are conducting this research. If you have questions, you can call or email Dr. Wiskow (see contact information below). 
9. Results of the Study: You may obtain information about the outcome of the study at the end of the academic year, or when data collection is completed, by contacting Dr. Wiskow. 
10. Psychology Institutional Review Board Contact Information: If you have any questions about your rights as a research participant, you may contact the Chair of the Psychology Institutional Review Board of California State University Stanislaus at PsychologyIRB@csustan.edu.
11. Personal Copy of Consent Form: You will be provided with a blank, unsigned copy of this consent form at the beginning of the study, for your records.
12. Verification of Informed Consent: By signing below, you are indicating that you have read and understand the information above, that all of your questions have been answered to your satisfaction, and that you freely consent to allow your class to participate in this research study.

Teacher’s Name: _______________________________________        Date__________

Signature:   ___________________________________________ 

Researcher Contact Information:
Katie M. Wiskow, Ph.D., BCBA-D
Assistant Professor

California State University, Stanislaus 
One University Circle

Turlock, CA 95382
(209) 664-6814
kwiskow@csustan.edu
Attachment D

Data Collection

Lily Data Collector
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Countee Application
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Attachment E
DEBRIEFING FORM

Classroom Management Procedures

Thank you for participating in our study and sharing your classroom with us! The goal of our research to determine the most effective way(s) to prevent/reduce problem behavior in early elementary classrooms. Here is a summary of the main results in your classroom (example graph): 
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 [Game(s)/variation] were most effective to reduce disruptive behavior in your classroom. We also found that most of your students preferred to play [game]. 

Participation in this study will not affect job evaluations or promotion. Data collected from your classroom will not be shared with school administrators. Your name and school will never appear in any publications or presentations. All materials containing your name will be kept in a locked filing cabinet in a locked office. All materials will be destroyed after 3 years.
If you have any questions about the study or would like to learn more about the results of the study, you may contact Dr. Katie Wiskow, at (209) 664-6814. If you have questions about your rights as a research participant, you may contact the Chair of the Psychology Institutional Review Board of California State University Stanislaus at PsychologyIRB@csustan.edu or (209) 667-3865. If you or a child in your class experience any concerns, anxiety, or distress, please contact your school’s counseling services. You can also find an appropriate mental health provider through Stanislaus County Behavioral Health and Recovery Services, https://www.stancounty.com/bhrs/, 888-376-6246.
If you would like to learn more about this research topic, we suggest the following reference:
Flower, A., McKenna, J. W., Bunuan, R. L., Muething, C. S., Vega, R. Jr. (2014). Effects of the Good Behavior Game on challenging behaviors in school settings. Review of Educational Research, 84, 546-571. doi:10.3102/0034654314536781
