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Research Projects in K-12 schools require special considerations. This guidance document is intended to help Ball State University (BSU) researchers understand the procedures, restrictions, and requirements when they conduct research in school settings. 
[bookmark: _Toc102034337][bookmark: _Toc106879245]Study Location and Letter of Permission
The BSU IRB expects that researchers will contact the schools/districts/administrators to get permission from the appropriate authority before submitting the IRB application. 
A letter of support should be granted by a superintendent, principal, or any appropriate authority. The letter must indicate that they understand the scope of the project and the nature of the researcher’s interactions with students, teachers, or staff. See Appendix 2 for a sample letter of support.
Some schools or institutions provide the letter of support after the IRB approves the project. In that case, the IRB may allow researchers to submit the letter of support after approval. 
If researchers conduct the project at Burris Laboratory School, a letter of support is not necessarily required. However, based on the study design or procedures, the IRB may ask the researcher(s) to obtain a letter of permission (or approval) from the administrator(s) or teacher(s). 
	Study at Muncie Community Schools (MCS)
If researchers plan to conduct their project at MCS, they must submit the proposal to MCS before submitting the IRB application. For more information, please visit the MCS website: https://www.bsu.edu/muncie-community-schools


[bookmark: _Toc102034338][bookmark: _Toc106879246] Participant Recruitment 
In school settings, researchers may recruit building administrators, teachers, administrative staff, students, and/or parents. Researchers should clarify who will be recruited and provide a well-developed plan for the participants. Details of the recruitment strategies should be described in the application. 
If researchers recruit multiple populations, they should describe recruitment procedures and submit recruitment messages for each group. For example, if researchers plan to recruit teachers and students, they must provide recruitment procedures and materials for teachers and for students. 
The IRB does not allow principals, administrative staff, or teachers to choose or recommend participants/potential participants for researchers due to possible coercion or expected influence. 
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IRB Checkpoints 
· Who will be recruited?
· How will the researchers advertise their study (e.g., email, flyer, hard copy, verbal announcement, etc.)? 
· How will the researchers obtain participants’ contact information (if applicable)? 
· How will the researchers distribute the recruitment message(s)?
· Will any staff or teacher help the recruitment actively? 



[bookmark: _Toc102034339][bookmark: _Toc106879247]Informed Consent/Child Assent/Parental Permission 
Obtaining Consent/Assent/Parental Permission: Researchers must obtain appropriate consent/assent/permission from participants. For teachers, parents (as participants), staff, or students over 18 years old, adult consent is required. For students under 18 years old, child assent and parental permission (parental consent) are required. It is always required to obtain adult consent and/or child assent/parental permission (consent) prior to research activities. See Appendix 3 and Appendix 4 for parental permission template and child assent template.
Students can be asked to provide assent once parental permission (consent) has been obtained. The assent process follows the consent process and should be similar in format/procedures. The assent procedures and document should be appropriate for the subject population (reading level, language, format, etc.).
Even if a study is implemented on a school-wide basis, researchers must obtain consent from the teachers, who are regarded as research participants. They should have the ability to opt-in to a study. 
When parents are also participants: If researchers plan to recruit students and their parents, parental permission for their children and adult consent for themselves are required. Researchers may provide two separate forms or combine two forms in one document. Either way, it should be clearly stated that researchers are asking parents (guardians) to:
1) Consent to participate in the study
2) Give permission for their children to participate in the study.
In addition, the form(s) should clarify that even if the parent participates, the child does not have to (and vice versa).
Parental Consent Waivers and “opt out” or passive consent: The BSU IRB requires parental consent/permission when children are research participants. Exceptions are made only on a case-by-case basis, and are not routinely or easily granted. “Opt-out” or “passive” consent methods, which ask participants to return the consent or assent permission form only when they do not want to participate in the study or to permit their children to participate in the study, are treated the same way as a full waiver of parental consent.  This should not be a researcher’s first option. To grant a waiver of parental consent and permit the opt-out consent, each of the following needs to be justified in the application: 
1) Research is minimal risk. 
2) The research could not practicably be carried out without the waiver. 
3) The waiver will not adversely affect the participants’ (or parents’) rights or welfare. 
4) Whenever appropriate, the participants (and parents) will be provided with information about the research.
5) The research does not require any other form of sign authorization (ex. FERPA release) or information 	 release forms.


Non-English speaker: If researchers plan to enroll children whose primary language is not English and/or whose parents’/guardians’ primary language is not English, they must explain who will conduct the parental permission/assent process in the application and submit a translated document(s). 
Longitudinal studies: If researchers will collect data from children for a long term, they should be mindful to obtain adult consent from participants when they turn 18 years old. If this is not feasible, the researchers must request a waiver of consent to the IRB and explain the rationale for a waiver. 
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IRB Checkpoints
· How and when will you obtain consent or parental permission (e.g., email, hard copy, etc.)? 
· Are all children able to provide assent?
· Are all consent/assent/permission documents submitted with the application?
· Do all documents contain the required elements and consistent information? 



 
[bookmark: _Toc102034340][bookmark: _Toc106879248]Engagement
If researchers are educational staff such as teachers, principals, or superintendents of the sites, they must consider managing conflicts during the study. The IRB expects researchers to include additional safeguards for minimizing the risk of undue influence in their application. See Appendix 1 for more information.
In their application, researchers must describe their role at the school or institution and clarify whether they will recruit students to whom they provide services or teachers or staff whom they supervise. 
If teachers or school staff will be engaged in the study taking place in the school setting, they may be regarded as research team members, and thus are required to submit an Independent Investigator Agreement (IIA) form. Depending on the risk level, the IRB may require these individuals to complete CITI training. The IRB will determine this requirement based on the activities they are involved in. The CITI training information will be provided by the ORI staff. 
[bookmark: _Toc102034341][bookmark: _Toc106879249]FERPA (Family Educational Rights and Privacy Act) Data Use
The Family Educational Rights and Privacy Act (FERPA) is a federal law that protects the privacy of student education records (ER) maintained by schools. ER include class assignments, grades, GPA, attendance, disciplinary reports, individual student educational plans, etc. School directory information is not regarded as FERPA-protected data. 
Researchers who wish to obtain data from ER beyond directory information may have three options:
1) Researchers may obtain written consent from each individual (or their parents) whose records will be used for research purposes.
2) A school official with legitimate access (other than the researcher or any member of the research team) may de-identify the data and provide the data to the researcher.
3) The holder of the record may invoke an exception to FERPA in order to release the record to the researchers.
The written consent of adults or of parents on behalf of children authorizing the release of records must specify the records that may be disclosed, state the purpose of the disclosure, and identify the party or class of parties to whom the disclosure may be made.
NOTE: 
1) Researchers who have natural access to student records as part of their employment cannot access those records for research purposes without appropriate consent. 
2) If researchers will access de-identified data obtained from the school(s) or institution(s), this needs to be indicated in the letter of support. 

For more information about FERPA, click: 
https://studentprivacy.ed.gov/sites/default/files/resource_document/file/Vendor%20FAQ.pdf

For more information about de-identified ER data, click: 
https://studentprivacy.ed.gov/sites/default/files/resource_document/file/data_deidentification_terms.pdf
[bookmark: _Toc102034342][bookmark: _Toc106879250]Special Considerations in the Research Design and Procedures
Researchers need to pay special attention to their research design and procedures when they formulate the IRB application. Here are some topics researchers need to consider. 
Program Evaluation
Researchers may combine their research activities with school programs such as a development program and a training program. In those cases, the IRB protocol must clearly differentiate between the program which may be conducted regardless of the research and the research portion. IRB expects to see all information about the program and detailed information about research activities. In addition, researchers must address how to differentiate research participants and program-only participants. 
Classroom Activities and Research Activities
When researchers will conduct the study during class time, the IRB expects them to clearly describe the difference(s) between what would typically occur in class and what will occur related to the research (i.e., will all students be involved in the same activities or will there be individual students singled out within a classroom?). More specifically, 
· When research activities are not part of the required class activities, researchers should have an alternative plan for non-participants. This should be discussed with the classroom teacher.
· Researchers should not mandate that an entire class of students participate, unless implementation of the intervention is a part of the course curriculum. 
· Researchers must describe the plan for handling students who want to withdraw from the study after consent/assent has been obtained.
Sensitive topics
Researchers should be careful when they study sensitive topics. Some school districts may restrict research in schools on certain topics, such as sexual behavior and orientation, illegal behaviors, or immigration status. It is researchers’ responsibility to discuss with the district to ensure they will allow data to be collected on these and other controversial topics.  
Use of Class Work
Researchers who serve as teachers may collect students’ work (e.g., journals, assignments, etc.) during regular practice without IRB approval. However, if class work will be used for regular practice and for the purpose of research, IRB approval is required for the research portion and accordingly consent must be sought from participants (and their parents). Regarding using data already collected before IRB approval is granted, the IRB will review and approve it on a case-by-case basis. 
Observation 
Unfortunately, many researchers fail to provide enough details about observation in their IRB application. Please note, when researchers plan to observe a classroom, they must provide a clear plan with observation objects, duration, observer, and coding schemes in the application. In addition, the IRB requires the researcher to submit an observation protocol with an observation recording sheet (note). The observation information should be included in the consent, assent, and parental permission in a detailed manner.  Observations of public-school classrooms/teaching are not considered “public observations” for purposes of IRB review or in determining review levels.
When researchers plan to observe classroom instruction, they must clarify whether students will be involved in the observation. If researchers only observe classroom instruction or teachers and do not observe each student, students may not be regarded as participants. However, even though students will not be observed, the IRB recommends providing an information sheet to parents to give them an option to opt out during observation and have their children placed in a different area during observation.
When researchers plan to observe an entire class, it may not be possible to obtain permission from all parents and assent from all students. Thus, researchers must have a plan for handling students who are not participating in the study in order to minimize interruption to the typical school day. 
Researchers who collect data through group observations using written field notes need to explain on the application if the observations will identify individuals or if the field notes will focus on group actions and responses. They must also explain how they will treat field notes if a participant (or guardian) decides to withdraw consent or declines consent.
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IRB Checkpoints
· What will be observed (e.g., participants’ behavior, face expression, environment, etc.)? 
· Where will the observation take place? 
· Is there an expectation of privacy even though the participant is in a public space?
· How long will you observe the participants?
· What information will you collect about the participants?
· How will you document the data (e.g., taking notes, recording audio or video, etc.)? 
· Will you gather information about a participant that could be embarrassing, risky, or document illegal behaviors?




Use of Video or Audio Recording 
Many schools limit the use of video or audio recording in classrooms. Thus, researchers must inform the school if they plan to record the classroom when contacting the school or district. This information should be addressed in the letter of support. 
If audio recording, video recording, or photography will be collected, this information should be indicated in the assent form and the parental permission form, and specific permission from both the child and parents is required. See Appendix 3 and Appendix 4 for recommended wording. If any recordings or images of children or their work will be used in presentations, publications, or internet archives of the research, parents and children should be informed. In addition, a media release form should be signed by parents or students over 18 years old. 
Validity of Data Instruments 
The data instruments selected should be age- and developmentally-appropriate if they will be distributed to students. It is important that your instruments are not only reliable and well-established, but that they are designed to address the research questions that you are studying. While the selection of data instruments pertains to research design, if the instruments are too complex or cannot possibly answer the research question posed, the IRB may request that they be revised or replaced. Inappropriate data instruments can contribute to additional risks for minors.
[bookmark: _Toc106879251] Data Security and Confidentiality
Data Security and Storage Plan: Researchers must describe how data confidentiality will be maintained in the Data Security and Storage Plan. This information also needs to be addressed in the consent/assent/parental permission documents. If video, audio recording and photographs are collected, researchers must outline on the application and data security and storage plan how they will remove the images and/or voices from all photos, videos or audio recordings of all non-participants or those who withdraw from the study partway through. 
In particular, it should be clearly stated if the study results will be shared with the school or district or any other third party. If the data will be shared, the rationale and data type (de-identified data/identifiable data, individual data/aggregated data, etc.) should be explained. 
Legal limits to confidentiality: There can be ethical or legal limits to confidentiality. For example, when a researcher obtains information subject to mandatory reporting, such as evidence of child abuse, they must report the collected information by law. Researchers must state these exceptions to confidentiality in the assent/parental consent (permission) form. See section 8. Mandatory Reporting for more information. 
[bookmark: _Mandatory_Reporting][bookmark: _Toc102034343][bookmark: _Toc106879252]Mandatory Reporting
Indiana is a mandatory reporting state. That is, any individuals who have “reasonable cause to believe” that a child is being abused or neglected must make a report by state law. Thus, researchers must report child abuse or neglect if there is a reasonable possibility that a reportable observation or revelation of abuse or neglect might occur during the research.
Researchers must include information about their duty as a mandated reporter and a warning of the legal limit to research confidentiality. More specifically, research participants should be informed about specific situations where the researchers are mandated to report, clearly understand that these situations represent exceptions to confidentiality that may have been otherwise promised, and understand the associated risks mandated reporting presents to the research participants. See Appendix 3 and Appendix 4 for recommended language.
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IRB Checkpoints
· The IRB will ask researchers to include mandatory reporting language if a reportable observation or revelation of abuse or neglect might occur during the research. 
· The IRB may ask to remove mandatory reporting language if it is included but seems inappropriate or unnecessary.
· The IRB will ensure that IRB requirements and consent information do not override state reporting requirements. 



To learn more about mandatory reporting requirements and procedures, click: 
· https://www.in.gov/fssa/carefinder/mandatory-reporting-of-child-abuse-and-neglect-resources/
· https://incacs.org/indianas-mandated-reporting-law-means-everyone-even-duty-children/
· https://www.in.gov/dcs/contact-us/child-abuse-and-neglect-hotline/
To take public online training and information course to learn how to report child abuse and neglect in Indiana, click: 
https://reportchildabuse.dcs.in.gov
When projects are conducted in other states or other countries, researchers must be familiar with the laws and regulations at the sites and comply with the local law and regulations. 
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Examples of Conflict Management Strategies for Use in Educational Research

In our research community, there is a population of graduate students performing research who also work as full-time educational staff as teachers, principals, or superintendents. The purpose of this document is to help graduate students in dual roles as researcher and educator and their faculty advisors who will serve as a Principal Investigator (PI) of the IRB projects establish ethical recruitment strategies and conduct best practices in compliance with federal regulations and BSU IRB policies and procedures.   
Despite the good intentions of the researchers, individuals with dual roles as researcher and educator may have a coercive relationship with students, parents (e.g., if they are teachers or school staff), employees, or teachers (e.g., if they are superintendents or building administrators). Participants may fear that “not participating in the study” will affect their relationship with their teachers or schools and their performance evaluation.
Thus, it is strongly recommended that researchers develop specific strategies and put them in a conflict management plan regarding researchers’ roles and influence. As the goal is to develop a plan, it may be best to adopt several strategies that work best in your protocol. 
Suggestions and Examples  
Below are several guidelines and examples that can be used or modified to fit your protocol. These should be followed in addition to all other applicable IRB Policies. 
· In the application, you need to indicate that your study will be conducted in the school where you are currently working so that the IRB can carefully examine any possible coercion and undue influence. If you are in a supervisory role (ex. school superintendent) and will be requesting your employees as a population group (ex. teachers), this is viewed as an inherent conflict situation and must be addressed.  
· Provide a formal disclosure letter to the school system where you are conducting the research. This disclosure letter should include your acknowledgement that you will act in ways to minimize this conflict and not penalize anyone for participating or not participating. You may consider including the BSU IRB information so that they can contact the IRB if they have any concerns.  
· A neutral third party can be involved to recruit participants, whether they be students or teachers (e.g., the principal can send an email for an Assistant Principal who is recruiting teachers for a study).   
· Whenever possible, use anonymous data and research methods, have a neutral third party administrate the informed consent and any survey instruments, and explain in your IRB application what your safeguards will be to protect your employees. 
· Have a trained interviewer collect data and interviews with teachers instead of the Principal or Superintendent. 
· Expand or change the target population to include participants that are outside of your district or school.
· Have a mechanism to make sure you do not know who participated until the research is over or until the students are no longer under your supervision. Whenever possible, wait until after grades are posted before gathering/using student related data.
· If data collection occurs during classroom work, reverify assent by including a yes or no response item that states “please include my answers in the study.” This allows students to opt out of the study while participating in the classroom activity.
· If you are a teacher/course instructor, you are not permitted to substitute your experimental teaching interventions/methodologies without permission of the school or if you are required to teach/use a specific educational program. 
For Further Guidance
Each and every situation is different. Please reach out to Sena Lim for IRB-related inquires and Adam Kriska for conflict management-related inquiries. 
	Sena Lim, Ph.D.
Human Research Protection Program Manager
Office of Research Integrity
765-285-5034
slim2@bsu.edu

	Adam Kriska, MPH
Responsible Conduct of Research Officer
Office of Research Integrity
765-285-6510
akriska@bsu.edu 



[bookmark: _Toc106879255]Appendix 2 Sample Letter of Support  
 
SAMPLE LETTER OF SUPPORT(PERMISSION)

	This is intended to provide a sample letter of support and guidance. You may copy and paste the sample letter below into a new document and have each site complete.  Delete everything in red font and replace with applicable language pertinent to your study.  

When research is being conducted at an outside institution or organization of any kind, or when the investigator is otherwise relying on the cooperation of another institution, a letter from that institution acknowledging and supporting that relationship is required. The organization’s administration should be contacted to determine who is authorized to provide permission. When accessing sites within a larger organization, permission may be required from more than one level of authority.
If the letter of support from an organization is pending and if they provide the letter after the IRB project has been approved, you must indicate this in the IRB application and submit the application for review.  The IRB will conduct review but may withhold final approval pending receipt of letters of support.

Requirements
· The letter should contain a letter head of the organization when possible.
· The letter should be signed by an appropriate signatory official who is qualified to provide permission for the research within the organization.
· The letter should refer to the author’s authority to grant support or permission per their role in the organization, if not otherwise apparent.
· If an email is provided in lieu of a formal letter, the email must be sent from an institutional e- mail address and from an appropriate signatory official.
· The letter should include the name of the Principal Investigator and the title of research study.
· The letter should address research activities that will be allowed at the site and how the site will specifically assist with the project or what resources will be provided, if applicable.  
· If PI plans to ask schools or institutions to provide de-identified educational records in aggregate form, it should be addressed in the letter of permission.      
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Office of Research IntegrityA Letter head of the organization should be included.

Muncie, Indiana 47306-015
765-285-5070 		
   
(Copy/Paste this Document into a new document and have each site complete)
To: PI name
Re: Research Project Title
Date: Date written
On behalf of (insert name of site), I am writing to grant permission for (you or insert name of PI) to conduct her/his research titled, “(insert title of study)”. I understand that (insert name of PI) will recruit up to (insert recruitment number) of our (students, members, or clients) and conduct DESCRIPTION (e.g., classroom observations, interviews with participants who have granted permission to be included in this study). This authorization covers the time period of START DATE to END DATE (If applicable).   
 
Signature from someone of authority,
Signature,


(Address and contact information)
Research Integrity Administrator
Ball State University
Office of Research Integrity
2000 University Avenue
Muncie, IN 47306
765-285-5034
www.bsu.edu/researchintegrity  
 


Top of the Document
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PARENTAL PERMISSION FORM 

	DELETE THIS BOX AS YOU ARE PREPARING Parental Consent/Permission FORM – DO NOT SUBMIT YOUR CONSENT FORM WITH THIS BOX OF INSTRUCTIONS INCLUDED.

1. Instructions and optional language are in the red font – delete everything in red font and replace with applicable language pertinent to your study.   
2. Unless the IRB waives one or more elements, the elements in this sample must be included in the consent document.
3. Customize the language in black as needed to fit your study. When you have finished, read over the entire document to ensure it makes sense and is accurate.
4. See the Supplemental Consent Language for Consent Document that must be included in your consent form if your study:
· Will use focus groups for data collection.
· Will be funded by NIH.
· Will be used for profit.
· Has any researchers who have a conflict of interest.
· Will use deception or incomplete disclose as research techniques.
· Will enroll prisoners.
· Will collect information or include population which may lead to researchers becoming aware of potential child abuse or neglect.
 

Tips for writing consent form:
1. Write in plain language at a level appropriate to the subject population, generally at an 8th grade reading level. 
2. Avoid technical jargon, acronyms, and/or overly complex terms.
3. Use straightforward language that is understandable and short sentence (<15).  
4. Write in the second person as you’re speaking to children’s parents. When combined with conditional language and the invitation to participate, use of the second person communicates that the investigator believes there is a choice to be made by the parents or legal guardians.  
5. You can improve visual understanding by using tables, bulleted lists, or white space. 
6. Tailor the documents to the subject population.




Study Title
The study title should be consistent in all documents.
INCLUDE Project/Protocol #

Funding/Sponsor 
(If not applicable, remove this section.)
This research is supported/sponsored/funded by _____________. 
List all sources of monetary and non-monetary support for this research. If your study does not have funding from any source, remove this section. 
 
Study Purpose and Rationale
State the purpose and rationale for your study.  Make sure this is written in easy-to-read language.

Inclusion/Exclusion Criteria
State the inclusion/exclusion criteria. Include the age group of your participants (i.e., 18 and over, etc.).

Participation Procedures and Duration:
State the description of the research activities and procedures, preferably in chronological order, and how often those activities and procedures will occur. If practical, include a chart or table to accompany descriptions of procedures and tests for research that requires more than 1 or 2 steps/visits. Make sure that parents or guardians understand what their child will be doing in the study.
The following may be included:

· The length and duration of study visits, activities, and procedures
· With whom the participant will interact
· When and where the research will be done
· What is being performed as part of standard or customary practice. For example, if the study takes place in the classroom, describe what is the customary educational activity and what is part of the research. If the study involves any type of clinical care, (e.g., mental health care) describe what is standard care and what is part of the research.
 
Audio, Video, or Photography 
(If you don’t use any audio/video recording or photography, remove this section.) 
Describe if audio or video recording or photography will take place as research activities.  Explain whether audio-recording/video-recording/photography is required for participation or if those procedures are optional. Also let them know how long you will keep the data.  If you plan to keep it indefinitely or for a lengthy time frame, let them know why.  

Data Confidentiality or Anonymity
If collecting identifiable data including audio/video recording, All data will be maintained as confidential.   
If collecting no identifiable data, All data will be maintained as anonymous.
[choose the one that best fits the data you are collecting.]
If you use multiple methods, explain each data. 
No identifying information such as names will appear in any publication or presentation of the data.  

Data Security, Storage, and Retention Period  
Describe procedures that will be used to keep participant information secure and confidential. If your data will be de-identified or coded, explain the procedures.   
State how the researchers protect the information, where you will keep the data in a secure location and state how long you will keep the data.  If you plan to keep it indefinitely, explain why.
You also need to explain who will access the data. 
 
Future research  
(If not applicable, remove this section.)
De-identified data (all identifying information removed) may be shared with other researchers. You won’t be told specific details about these future research studies. – or – Your data won’t be used or shared for any future research studies. – or – Even if identifiers are removed from the information or biospecimens collected, they will not be used for future studies by the PI or other investigators.

Risks or Discomforts
Explain if there are any possible or potential risk or discomforts to the participants.  
If there is no perceived risk to the person for participating in the study, then it is safe to say “There are no perceived risks for participating in this study.”

Who to Contact Should Your Child Experience Any Negative Effects from Participating in this Study
(Only include this section if applicable. If not, remove this section.)
State who to contact if children who participate in the study need medical or counseling services.  Do not use yourself or your advisor, unless you or your advisor are a practicing clinician in counseling or medical services.  

NOTE: If the participants are not BSU affiliated, such as student, faculty, or staff, then you cannot use the BSU Counseling Center.  You will need to provide a local service or general statement to find a local service available to the participants.

Benefits
Describe the potential benefits of participation.  
If there is no perceived benefit to the person for participating in the study, then it is safe to say “There are no perceived benefits for participating in this study.”

NOTE: Financial compensation for participation cannot be described as a benefit – describe any financial compensation and reimbursements below in the section titled “Compensation/Incentive.”

Compensation/Incentives
(Only include this section if applicable. If not, remove this section.)
Describe monetary or non-monetary compensation, extra credit, research credit, or any other compensation/incentives. 
You must clarify who will be given the compensation (children or parents).

If Tango card will be provided, add the following statement.
Your contact information (or your child’s contact information) for receiving a gift card will be shared with Tango. You will receive a generic email from Tango, not the principal investigator, on how to redeem the gift card.

Disclosure of Alternative Procedures
(Only include this section if applicable. If not, remove this section.)

If this is a treatment study, alternative procedures available to those who choose not to participate should be described here.  If this is a study that offers extra credit or research credit, then you must include an alternate way to get the same credit (for ex. “if you choose not to participate in this study, you may read XYZ article and write a 3-page paper”.)
  
Voluntary Participation 
Your child’s participation in this study is completely voluntary and you are free to withdraw your permission at any time for any reason without penalty or prejudice from the investigator.  Please feel free to ask any questions of the investigator before signing this Parental Permission form and at any time during the study.

If applicable, add the following sentence.
 Your child’s participation will not affect (the relationship with XXX/ your child’s academic records in the classroom).

Explain what will happen to partially collected data if the participant withdraws:
If your child decides to withdraw from this study, the researchers will ask you if information already collected from you can be used.
OR 
If your child decides to withdraw from this study, any data already collected will be destroyed.


IRB Contact Information
For questions about your rights as a research subject, please contact the Office of Research Integrity, Ball State University, Muncie, IN 47306, (765) 285-5052 or at orihelp@bsu.edu.

 
Study Title (Full Study Title)
 

**********

Parental Consent
I give permission for my child to participate in this research project entitled, “Study Title.”  I have had the study explained to me and my questions have been answered to my satisfaction.  I have read the description of this project and give my permission for my child to participate.  I understand that I will receive a copy of this informed consent form to keep for future reference.



________________________________			_________________
Parent’s Signature					Date




Researcher Contact Information

Principal Investigator:					Student co-PI or co-PI if applicable  

John A. Doe, Ph.D.		                                       Kay J. Smith
Counseling Psychology					Counseling Psychology
Ball State University					Ball State University
Muncie, IN  47306					Muncie, IN  47306
Telephone: (765) 285-0000				Telephone:  (765) 285-0001
 Email:  I<3research@bsu.edu				Email:  I<3research2@bsu.edu

Note: IRB does not recommend use personal phone number.


	SAMPLE DOCUMENT 

This is a sample parental permission form. DELETE THIS BOX before submitting your document.

Study Title   The Effect of Early Experiences on Interest in Exercise
Project/Protocol # 000000

Study Purpose and Rationale
The purpose of this research project is to examine how early experiences influence a child’s interest in exercise.  Findings from this research may help physical education teachers understand better how to motivate children to participate in exercise activities.  

Inclusion/Exclusion Criteria
To be eligible to participate in this study, your child must be between the ages of 6 and 16, be able to read at the third-grade level, and not be diagnosed with high blood pressure, diabetes, or high cholesterol.

Participation Procedures and Duration
For this project, your child will be asked to complete a series of questionnaires about his/her early childhood experiences regarding physical activity as well as a short interview.  It will take approximately 45 minutes to complete the questionnaires and the interview.

Audio or Video Tapes
For purposes of accuracy, with your permission, the interviews will be audio taped.  Any names used on the audiotape will be changed to pseudonyms when the tapes are transcribed.  The tapes will be stored in a locked filing cabinet in the researcher’s office for three years and then be erased.

Disclosure of Alternative Procedures
If this is a treatment study, alternative procedures available to those who choose not to participate should be described here.

Data Confidentiality or Anonymity
All data will be maintained as confidential (if collecting identifiable data) or anonymous (if collecting non-identifiable data) [choose the one that best fits the data you are collecting] and no identifying information such as names will appear in any publication or presentation of the data.  

Storage of Data
Paper data will be stored in a locked filing cabinet in the researcher’s office for three years and then be shredded.  The data will also be entered into a software program and stored on the researcher’s password-protected computer for three years and then deleted.  Only members of the research team will have access to the data.

Risks or Discomforts
The only anticipated risk from participating in this study is that your child may not feel comfortable answering some of the questions.  Your child will be informed during the assent process that he or she may choose not to answer any question that makes him/her uncomfortable and he/she may quit the study at any time.  

Who to Contact Should Your Child Experience Any Negative Effects from Participating in this Study
Should your child experience any feelings of anxiety, there are counseling services available to you through the XYZ Counseling Center in Muncie, 555-5551.

Benefits
One benefit your child may gain from participating in this study may be a better understanding of how exercise strategies are developed by individuals.

Compensation
If you plan on offering any type of compensation (experimental credit, class extra credit, incentive, gift, raffle, etc.), it will go in this section.

Voluntary Participation
Your child’s participation in this study is completely voluntary and you are free to withdraw your permission at anytime for any reason without penalty or prejudice from the investigator.  Please feel free to ask any questions of the investigator before signing this Parental Permission form and at any time during the study.

IRB Contact Information
For questions about your rights as a research subject, please contact Director, Office of Research Integrity, Ball State University, Muncie, IN 47306, (765) 285-5052, orihelp@bsu.edu.


Study Title   The Effect of Early Experiences on Interest in Exercise


**********

Parental Consent
I give permission for my child to participate in this research project entitled, “The Effect of Early Experiences on Interest in Exercise.”  I have had the study explained to me and my questions have been answered to my satisfaction.  I have read the description of this project and give my permission for my child to participate.  I understand that I will receive a copy of this informed consent form to keep for future reference.

________________________________			_________________
Parent’s Signature					Date



Researcher Contact Information

Principal Investigator:					Faculty Supervisor:

John A. Doe, Graduate Student				Dr. Kay J. Smith
Counseling Psychology					Counseling Psychology
Ball State University					Ball State University
Muncie, IN  47306					Muncie, IN  47306
Telephone: (765) 285-0000				Telephone:  (765) 285-0001
Email:  Iresearch@bsu.edu				Email:  Iresearch2@bsu.edu




[bookmark: _Appendix_4_Child] _top 

[bookmark: _Toc106879257]Appendix 4 Child Assent Form Template & Sample
CHILD ASSENT FORM

	DELETE THIS BOX AS YOU ARE PREPARING CHILD ASSENT FORM – DO NOT SUBMIT THIS FORM WITH THIS BOX OF INSTRUCTIONS INCLUDED.
Assent is defined as a child’s affirmative agreement to participate in research. For research projects involving children, the IRB requires a child assent form with a parental permission (consent) form.   

Tips for writing Child Assent Form
· The reading level should be age-appropriate for the population being recruited. 
· The length of the assent form should be proportional to the complexity of the study and the age of the participants.
· Choose one sample based on the age of the children engaged in the research. Instructions and optional language are in the red font – delete everything in red font and replace with applicable language pertinent to your study.  

Mandatory reporting of potential child abuse or neglect
· Some research may collect information or include a population which may lead to research teams becoming aware of potential child abuse or neglect. Researchers are required to report suspected abuse or neglect immediately when they believe it is occurring. 
· Researchers should include relevant information in the informed consent form/parental permission(consent) form/child assent form if the research collects data which could trigger mandatory reporting. 
· Example language for child assent: (Please add the following language, if necessary.)

“We will not tell anyone what you tell us without your permission unless there is something that could be dangerous to you or someone else. If you tell us that someone is or has been hurting you, we may have to tell that to people who are responsible for protecting children so that they can make sure you are safe.”



Study Title (Full study title)
Include Project/Protocol number 

Sample 1 
My name is [researcher name]. I am trying to learn about [insert topic of study in simple language] because [explain research purpose in age-appropriate language]. If you would like, you can be in my study.  
You are being asked to be in this research study because you are [summarize the inclusion criteria]. If you decide you want to be in my study, you will [explain all tasks and procedures clearly and simply].  
[Explain the risks and benefits in clear, simple, and child-friendly language.]  
Other people will not know if you are in my study. I will put things I learn about you together with things I learn about other [children, teens], so no one can tell what things came from you. When I tell other people about my research, I will not use your name, so no one can tell who I am talking about.
Your parents or guardian have to say it’s OK for you to be in the study. After they decide, you get to choose if you want to do it too. If you don’t want to be in the study, no one will be mad at you.  If you want to be in the study now and change your mind later, that’s OK. You can stop at any time. 
My telephone number is [researcher’s telephone number: Do not use your personal number like cell phone number].  You can call me if you have questions about the study or if you decide you don’t want to be in the study anymore.
I will give you a copy of this form in case you want to ask questions later.
Agreement
	
I have decided to be in the study even though I know that I don’t have to do it. [Name of researcher] has answered all my questions.   
 
 
______________________________	________________
Name/ signature of Participant 	Date

______________________________	________________
Name/ Signature of Researcher	Date



Sample 2  
Why is this research being done?
In this study, I want to find out more about [insert topic and purpose of study in simple language].
What will happen if I join the study?
If it is okay with you and you agree to join this study, you will be asked to [explain all tasks and procedures clearly and simply]. 
How long will the research last?
Your participation in this research will last [insert duration of the participation].
Why am I being asked to take part in a research study?
A research study is done to find a better way to treat people or to understand how things work. You are being asked to take part in this research study because [simply summarize the inclusion criteria].
Is there any way being in this study could be bad for me?
[Simply summarize risks, if any].
What should I know about being in a research study?
You do not have to be in this study if you do not want to. It is up to you. You can choose to participate now and change your mind later if you want, or you can say no right now. It is your decision to make. You can also ask all the questions you want before you decide. 
What else do I need to know?
If you agree to be part of this study, you will receive [compensation, if applicable].
What happens to the information collected for the research?
Efforts will be made to limit the use of your personal information, including study records, to people who have a need to see the information. Your name and other identifiable information about you will never be published or presented as part of the research. 
What if I change my mind?
If you decide to be in this study and later change your mind, just tell me that you want to stop. I will stop collecting information about you for my study and will take out all of the information I already have about you.  
Who can I talk to? 
If you have any questions about the research, talk to the research team at [researcher’s telephone number: Do not use your personal number like a cell phone number] or [email address]. If you would like to talk to someone who is not involved in the research, you can call the Ball State University Office of Research Integrity at (765) 285-5052 or email at orihelp@bsu.edu.
I have read the above information. I have been given a chance to ask questions and my questions have been answered so that I understand. I agree to participate in this research. I will be given a copy of this signed and dated form.


									
Signature	Date


________________________________
Printed Name

________________________________	_____________
Signature of Person Obtaining Assent	Date (must be same as subject’s)


					
Printed Name of Person Obtaining Assent
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