Sample PIRB application for data collected from children that goes beyond established or commonly accepted 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 this study is to examine which specific behaviors involved in affection, responsiveness, encouragement, and teaching are most strongly related to children’s language development. It also aims to examine the relationship between parents’ knowledge of child development and their child’s language ability.  

• Hypothesis 1: Parents that have higher scores on affection, responsiveness, encouragement, and teaching will have children with higher vocabulary scores.  
• Hypothesis 2: Higher scores of parental child development knowledge will be related to higher child vocabulary scores.

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).

This study aims to recruit 40 participants. Participants will be parent-child dyads with children between the ages of three and five years old. The primary language spoken in the home must be English, and participants must be from high income households, which will be defined as making $118,000 per year. Participants will come from the local community.

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.
This study will take place in participants’ homes. An informed consent form will be given to the parent first (see Appendix A). The parent will be prompted to read and sign the form. An assent form will be given to the child (see Appendix B), and the child will be asked to mark the smiling face if they agree or the frowning face if they do not want to participate. If the child refuses participation the assessment will not be completed. If the child assents, the researcher will assess the child’s receptive vocabulary while the parent takes surveys on sociodemographic characteristics and their knowledge of child development (see Appendix C). The researcher will assess the child’s vocabulary in the same room as the parent. The child’s vocabulary will be assessed using the Peabody Picture Vocabulary Test (PPVT, Dunn & Dunn, 2007). When using the PPVT, the researcher shows the participant four pictures, states a word, and asks the participant to point, select, or state the number of the picture that best describes the word. The PPVT form that will be used to track the progress of the child’s responses (see Appendix C). The parent and child will then be asked to interact with one another while playing with toys, which will be provided, for ten minutes. The ten-minute interaction will be video recorded. Once the recording is complete, a debriefing sheet will be given to the parent. 
All data from this study will be kept from inappropriate disclosure and will be accessible only to the researcher and the faculty advisor. Data and videos collected will be stored on a password-protected website and de-identified for analyses. Participants will be recruited through social media posts about the study. Information will be posted in parenting groups and other forums that will reach potential participants. Informational flyers will be posted at local businesses and daycare centers. The informational flyers will also be given to individuals who have already participated, and they will be asked to tell individuals they know who would be eligible to participate about the opportunity to participate.  

Participants will receive a $10 gift card to Yogurt Mill, or another gift card of their choice.

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 present study may provide information about parenting behaviors that positively influence language development in children between three and five years old. Participants may learn information about how research is conducted, but there will be no direct benefit to the participants.

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.

Participants will be asked to reflect on their knowledge of child development, and they will also be asked about sociodemographic characteristics on a questionnaire. If participants feel uncomfortable answering any questions, they may choose not to answer those questions. Participants’ names and/or other identifying information will be kept separate from their data, data will be stored on a password-protected computer while the project is underway, and data will be destroyed once the project is complete. If participation in this study causes concerns, anxiety, or distress, participants will be given information for a local mental health provider, such as Stanislaus County Behavioral Health and Recovery Services, https://www.stancounty.com/bhrs/, 888-376-6246. California State University Stanislaus students may contact the Student Counseling Center at (209) 667-3381 to make an appointment to discuss their concerns.

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 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.
Appendix A
PARENT CONSENT FORM

What parenting behaviors help children learn language?
1. Summary: This research study will examine factors that are related to parenting. If you agree to participate, you will be asked to answer survey questions that ask about your parenting knowledge and sociodemographic characteristics. Your child will be asked questions to assess their vocabulary knowledge. Further, you will be asked to interact with your child for ten minutes, while playing with toys provided, and this interaction will be video recorded.  

2. Your right to withdraw/discontinue: You are free to discontinue your participation at any time without penalty. You may skip any questions on the surveys that make you feel uncomfortable. You will receive any compensation that has been promised to you in exchange for your participation even if you choose to withdraw from the study, such as a $10 gift card.
3. Benefits: Participation in this research study does not guarantee any benefits to you. However, you may learn something about this area of research, and you may learn something about how research is conducted. A $10 Yogurt Mill gift card will be provided to you for your participation. 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: If you agree to participate in the study, it will take approximately 30 minutes to complete. There are no costs to you beyond the time and effort required to complete the procedures listed above.   

6. Guarantee of Confidentiality: All data from this study will be kept from inappropriate disclosure and will be accessible only to the researcher and her faculty advisor. Data and videos collected will be stored on a password-protected website and de-identified for analyses. The researchers will keep your data to use for future research. We may share your research data with other investigators without asking for your consent again, but it will not contain information that could identify you. The researchers are not interested in anyone’s individual responses, only the average responses of everyone in the study. 

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. However, if your participation in this study causes you any concerns, anxiety, or distress, please contact your local mental health provider, such as Stanislaus County Behavioral Health and Recovery Services, https://www.stancounty.com/bhrs/, 888-376-6246. For California State University Stanislaus students, you may contact the Student Counseling Center at (209) 667-3381 to make an appointment to discuss your concerns. 

8. Researcher Contact Information: This research study is being conducted by Brittney Young, Graduate Student, and Dr. Gina Cook, Associate Professor, Department of Psychology and Child Development, California State University, Stanislaus. If you have questions or concerns about your participation in this study, you may contact Dr. Cook at gcook2@csustan.edu.  

9. Results of the Study: You may obtain information about the outcome of the study by contacting the researchers after its completion in Summer 2019.   

10. IRB Chair 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.  
12. Verification of Adult Age: By signing below, you attest that you are 18 years or older.  

13. 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 child to participate in this research study.  

PARENT’S/GUARDIAN’S SIGNATURE: 





   DATE: _______________
RESEARCHER’S SIGNATURE: 






   DATE: _______________

In addition to agreeing to participate, I also consent to having the session video recoded.

PARENT’S/GUARDIAN’S SIGNATURE: 





   DATE: _______________
Appendix B 

NONVERBAL PARTICIPANT ASSENT FORM
What parenting behaviors help children learn language?
Script 

As the researcher approaches the child they will introduce themselves and invite the child to participate. “Hello I am Brittney. Would you like to play a game with me? If you’d like to play make your mark below on the smiling face.” (Give child something to write with).

I agree to do this activity with Brittney Young, and answer any questions she has.  
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Appendix C
MEASURES

Measures have been removed from this sample, but complete measures/instruments/tools/images/etc. would go here in an application.
Appendix D
DEBRIEFING FORM

What parenting behaviors help children learn language?
Thank you for participating in this study! We are interested in understanding which specific behaviors involved in affection, responsiveness, encouragement, and teaching are most strongly related to children’s language development. We also aim to examine the relationship between parents’ knowledge of child development and their child’s language ability. Prior research has shown that there is a positive association between parenting and children’s language development. With that said, we predicted that parents who engage in more frequents behaviors related to affection, responsiveness, encouragement, and teaching during interactions with their children will have children with higher language ability.  
All the information we collected in this study will be kept safe from inappropriate disclosure, and there will be no way of identifying your responses in the data archive. We are not interested in anyone’s individual responses; rather, we want to look at the general patterns that emerge when all of the participants’ responses are put together. We ask that you do not discuss the nature of the study with others who may later participate in it, as this could affect the validity of our research conclusions. 

If you have any questions about the study or would like to learn about the results of the study, you may contact us: Brittney Young (byoung5@csustan.edu), and Dr. Gina Cook (gcook2@csustan.edu). 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 psychologyIRB@csustan.edu. If participation in the study caused you any concern, anxiety, or distress, please contact your local mental health provider, such as Stanislaus County Behavioral Health and Recovery Services, https://www.stancounty.com/bhrs/, 888-376-6246. For California State University Stanislaus students, you may contact the Student Counseling Center at (209) 667-3381 to make an appointment to discuss your concerns. 

If you would like to learn more about this research topic, we suggest the following references:  

Hart, B., & Risley, T. R. (1995). Meaningful differences in the everyday experience of young American children. Baltimore, MD: Brookes Publishing Company, Inc. 
Roggman, L. A., Boyce, L. K., & Innocenti, M. S. (2008). Developmental parenting: A guide for early childhood practitioners. Baltimore: Paul H. Brookes Publishing.  
Rowe, M. L., Denmark, N., Harden, B. J., & Stapleton, L. M. (2015). The role of parent education and parenting knowledge in children’s language and literacy skills among White, Black, and Latino families. Infant and Child Development, 25, 198-220. doi:10.1002/icd.1924
