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Consent to Participate in Research 

This is a consent form for research participation.  It contains important information about this study and what 

to expect if you decide to participate. 

Your participation is voluntary. Please consider the information carefully. Feel free to ask questions before 

making your decision whether or not to participate.  If you decide to participate, you will be asked to sign this form 

and will receive a copy of the form. 

Purpose: 

The purpose of this study is to test the outcomes of a web-based parent training program and telephone-based 

coaching to support parenting and child behavior for parents of children born very premature and who are now 

20-30 months corrected age. We are interested in understanding how the parenting program alone or paired with 

individualized support helps parents and their children. 

If more than one parent of the child is interested in participating, we will separately consent each parent. 

However, for data collection and analysis purposes, each family will designate one parent as the “primary” parent. 
Survey and observational data will be collected from the primary parent only. For parents receiving coaching calls, 

the primary parent must be on the coaching call (although the other parent may participate). Both parents will 

have individual access to the assigned program content and web-based program usage data will be collected 

from both parents. If you have multiple children born very premature that meet eligibility, we will randomly select 

one of the children that meet criteria for child-behavior assessments (parent questionnaires and parent-child 

interaction observation). 

 Are you the Primary Parent? 

   Yes 

    No  

Primary Parent Procedures/Tasks: 

If you choose to participate in this study, you will: 

● Read this consent form and agree to participate. 

● Complete all survey measures on your computer or a study computer. All surveys will be delivered via 

REDCap. The research team will email you a link to access the questionnaires and be available to 

answer any questions you have regarding the surveys. The research assistant will be present in person 

or virtually to answer any questions.  

● The first visit (baseline) is at the time of enrollment, and you will be asked to respond to web-based 

survey questions about parenting and child behavior. The second set of questionnaires is 3 months after 

baseline, third is 6 months after baseline, and the last is 12 months after baseline. It will take 

approximately 1 hour each time you fill out the questionnaires. Any data collected as part of the eligibility 

screening that occurred prior to your consent, will be used for research purposes.  

● After completion of the baseline surveys, primary parents will be randomized into one of four groups: (1) 

web-based parenting (2) web-based parenting plus coach (3) web-based health promotion, or (4) web-

based health promotion plus coach. 

● Receive instruction regarding your intervention group assignment. The research assistant will provide 

training on the use of the assigned web-based program (e.g., logging in, how to begin using the program, 

technical assistance). 

BMJ Publishing Group Limited (BMJ) disclaims all liability and responsibility arising from any reliance
Supplemental material placed on this supplemental material which has been supplied by the author(s) BMJ Open

 doi: 10.1136/bmjopen-2022-063706:e063706. 12 2022;BMJ Open, et al. Greene MM



 

Project title: Parent training for parents of toddlers born very premature: A factorial design to test web delivery 

and telephone coaching 

 

● Participate in weekly activities based on your program assignment. Activities will include weekly web-

based activities and if parents receive coaching, weekly coaching calls (~15 minutes/week x 10 weeks). 

The activities may take up to 1 hour every week for 10 weeks. Weekly coaching calls will be digitally 

recorded and stored electronically in a secure system. 

● Complete one 20-minute video recorded play session with the child and only the primary parent during 

the 3-month data collection time point. The research assistant will schedule a time for the play session 

either in person or virtually. 

● Receive reminder text messages and phone calls over the course of the 12-month study period. 

Non-Primary Parent Procedures/Tasks: 

If you choose to participate in this study, the research team will email you a link to access a web-based secure 

system called REDCap. You will: 

● Access REDCap to electronically read and sign a consent form. 

● Complete short set of questions about your background. 

● Receive instruction regarding the primary parent intervention group assignment. The research assistant 

will provide standardized training on the use of the assigned web-based intervention (e.g., logging in, how 

to begin using the program, technical assistance). A detailed manual will be provided to all parents on 

how to use the program and contact information (phone number/email) will be provided for technical 

issues or questions. 

● Participate in weekly activities based on the primary parent intervention group assignment. Activities will 

include weekly web-based activities and if parents receive coaching, weekly coaching calls. The activities 

may take up to 1 hour every week for 10 weeks. Weekly coaching calls will be digitally recorded and 

stored electronically in a secure system. 

Duration: 

You will be in this study for a total of 12 months. The total time requirement for participating in the study over the 

12 months is approximately 14 hours. 

Risks and Benefits: 

There are no known physical risks associated with participation in the proposed study or receiving the web-based 

parenting, coaching calls, or the active control conditions.  

Potential risks related to the proposed study is that you may feel uncomfortable answering some of the questions 

asked or your responses may reveal problems either in child behavior or parenting. If you do not wish to answer a 

question, you may skip it and go to the next question. 

In any study that collects information, there is a risk that information, or data, would be seen by someone outside 

of the study team who should not have access to the information. We will take several actions to keep your 

information safe and confidential. Although we will have records that will allow your name and identifying 

information to be associated with your data and recordings, your survey responses or other online data we collect 

will be kept secure and associated with your unique ID number. Your data will be stored in a password protected 

database and only approved members of the research team will have access to it.  When storing your data, we 

will use a unique identification code to identify you whenever possible. In this way, your name or other identifying 

information will only be connected through a separate file that links your name and the code. Given all of these 

actions, it is unlikely that your information would be seen by someone not authorized to see it. 

If any risk to participation in this project or new information becomes known that may affect your desire to 

continue participation; we will notify you in a timely manner. 
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The potential benefits of participating in this study include learning new ways to enhance your relationship with 

your child and to manage their behavior and/or learning about ways to promote the health of your child and your 

family. 

Per state law, all members of the research team are required to report child abuse or neglect.   

Confidentiality: 

We will work to make sure that no one sees your online responses without approval. But, because we are using 

the Internet, there is a chance that someone could access your online responses without permission. In some 

cases, this information could be used to identify you. Your data will be protected with a code to reduce the risk 

that other people can view the responses. 

Also, there may be circumstances where this information must be released.  For example, personal information 

regarding your participation in this study may be disclosed if required by state law.  Also, your records may be 

reviewed by the following groups (as applicable to the research): 

● Office for Human Research Protections or other federal, state, or international regulatory agencies; 

● The [University] Institutional Review Board or Office of Responsible Research Practices; 

● The sponsor, the National Institute of Child Health and Human Development (NICHD), supporting the 

study. 

A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S. law. This 

website will not include information that can identify you. At most, the website will include a summary of the 

results. You can search this website at any time. 

Will my de-identified information be used or shared for future research? 

Yes, de-identified and aggregated data of parenting, child behavior, and demographics may be used or shared 

with other researchers without your additional informed consent. 

Incentives: 

Only the primary parent participant in the study will receive a $50 gift card at the first data collection appointment 

and $25 at the completion of surveys at the second, third, and fourth timepoints. Participants will receive $15 after 

completing the observation at 3-months post baseline (second data collection time point). Total $140. If you 

choose to skip some questions because you are uncomfortable providing a response you will still receive the 

incentive. Participants will be provided with $25 worth of toys and earbuds for the observation data collection at 3-

months post baseline. By law, payments to participants are considered taxable income. 

Participant Rights: 

You may refuse to participate in this study without penalty or loss of benefits to which you are otherwise entitled. If 

you are a student or employee at [site], your decision will not affect your grades or employment status.  

If you choose to participate in the study, you may discontinue participation at any time without penalty or loss of 

benefits.  By signing this form, you do not give up any personal legal rights you may have as a participant in this 

study. If you decide to stop participating in the study, there will be no penalty to you, and you will not lose any 

benefits to which you are otherwise entitled.  Your decision will not affect your future relationship with The Ohio 

State University.  
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An Institutional Review Board responsible for human subjects research at [university] reviewed this research 

project and found it to be acceptable, according to applicable state and federal regulations and University policies 

designed to protect the rights and welfare of research participants. 

Contacts and Questions: 

For questions, concerns, or complaints about the study, or you feel you have been harmed as a result of study 

participation, you may contact [investigator],[investigator phone and email address]. 

For questions about your rights as a participant in this study or to discuss other study-related concerns or 

complaints with someone who is not part of the research team, you may contact the Office of Responsible 

Research Practices at [phone number]. 

Will you be contacted about participating in future research? 

If you agree, we may contact you after your participation in this study about participating in future research. 

Please check one of the following options 

●   Yes, I agree to be contacted about future research. 

●   No, I do NOT agree to be contacted about future research. 

Providing consent  

I have read (or someone has read to me) this page and I am aware that I am being asked to participate in a 

research study.  I have had the opportunity to ask questions and have had them answered to my satisfaction.  I 

voluntarily agree to participate in this study. I am not giving up any legal rights by agreeing to participate. 

To print or save a copy of this page, select the print button on your web browser. 

I voluntarily agree to participate in this study.  

   Yes 

    No  

Full name of subject: ________________________ 

Date and time: ______________________________ 
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Parental Permission For Child’s Participation in Research 

This is a parental permission form for research participation.  It contains important information about this 

study and what to expect if you permit your child to participate. 

Your child’s participation is voluntary. 
Please consider the information carefully. Feel free to discuss the study with your friends and family and to ask 

questions before making your decision whether or not to permit your child to participate.  If you permit your child 

to participate, you will be asked to sign this form and will receive a copy of the form. 

Purpose: 

The purpose of this study is to test the outcomes of a web-based parent training program and telephone-based 

coaching to support parenting and child behavior for parents of children born very premature and who are now 

20-30 months corrected age. We are interested in understanding how the parenting program alone or paired with 

individualized support helps parents and their children. 

Procedures/Tasks: 

The only active involvement in the study for the child is to complete one 20-minute video recorded play session 

with the primary parent during the 3-month data collection time point. The research assistant will schedule a time 

to meet either at your home or a private, convenient place to complete the play session. 

Duration: 

The duration of the study is 12 months. Your child’s direct involvement is during the video recorded play session. 
You and your child may leave the study at any time. If you decide to stop participation in the study, there will be 

no penalty and neither you nor your child will lose any benefits to which you are otherwise entitled.  Your decision 

will not affect your future relationship with The Ohio State University.  

Risks and Benefits: 

There are no known physical risks associated with participation in the proposed study or completing the parent-

child play observation.  

Confidentiality: 

We will work to make sure that no one sees your online responses without approval. But, because we are using 

the Internet, there is a chance that someone could access your online responses without permission. In some 

cases, this information could be used to identify you. 

Also, there may be circumstances where this information must be released.  For example, personal information 

regarding your participation in this study may be disclosed if required by state law.  Also, your records may be 

reviewed by the following groups (as applicable to the research): 

● Office for Human Research Protections or other federal, state, or international regulatory agencies; 

● The [university] Institutional Review Board or Office of Responsible Research Practices; 

● The sponsor, the National Institute of Child Health and Human Development (NICHD), supporting the 

study.  
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Will my child’s de-identified information be used or shared for future research? 

Yes, de-identified and aggregated data of child behavior and demographics may be used or shared with other 

researchers without your additional informed consent. 

Participant Rights: 

You or your child may refuse to participate in this study without penalty or loss of benefits to which you are 

otherwise entitled. If you or your child is a student or employee at [site], your decision will not affect your grades 

or employment status.  

If you and your child choose to participate in the study, you may discontinue participation at any time without 

penalty or loss of benefits.  By signing this form, you do not give up any personal legal rights your child may have 

as a participant in this study.  

An Institutional Review Board responsible for human subjects research at [site] reviewed this research project and 

found it to be acceptable, according to applicable state and federal regulations and University policies designed to 

protect the rights and welfare of research participants. 

Contacts and Questions: 

For questions, concerns, or complaints about the study, or you feel you have been harmed as a result of study 

participation, you may contact [investigator], [investigator contact information]. 

For questions about your child’s rights as a participant in this study or to discuss other study-related concerns or 

complaints with someone who is not part of the research team, you may contact the Office of Responsible 

Research Practices at [phone number].  

Signing the parental permission form 

I have read (or someone has read to me) this form and I am aware that I am being asked to provide permission 

for my child to participate in a research study.  I have had the opportunity to ask questions and have had them 

answered to my satisfaction.  I voluntarily agree to permit my child to participate in this study. I am not giving up 

any legal rights by agreeing to participate. 

 I voluntarily agree to participate in this study.  

   Yes 

    No  

____________________________________ 

Name of participant 

_____________________________________ 

Name of person authorized to provide permission for participant 

_____________________________________ 

Relationship to the participant 

_____________________________________ 
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Date and time 
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