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Institutional Review Board
	1204 Marie Mount Hall ● 7814 Regents Drive ● College Park, MD 20742 ● 301-405-4212 ● irb@umd.edu

CONSENT TO PARTICIPATE
	
	Project Title

	Preschool Language and Neural Engagement Study (PLANES)


	Purpose of the Study




	This research is being conducted by Dr. Rachel Romeo at the University of Maryland, College Park. We are inviting you and your child to participate in this research project because your child is 3 or 4 years old. The purpose of this research project is to better understand how children’s early experiences relate to their cognitive development, and how their brain development from age 3-5 years helps to support their cognitive development.


	Procedures



	The procedures involved in this study include tabletop assessments, computer games, a parent-child free play session, two kinds of brain imaging, and home language recording. This will take place across three campus visits and one at-home audio recording in year 1, and another three campus visits and at-home audio recording as a follow-up one year later. Your child will receive a token of appreciation for their participation in this study each year, like a small toy or game, and a printed a picture of their brain. You will be compensated for your time. You and your child will be asked to participate in each procedure, but may opt out of any part at any time. Additionally, both you and your child may take breaks as much as needed. 

Year One
1) The first campus visit is expected to take about 1.5 hours, and involves child assessments, parent questionnaires, and parent-child play. 

Your child will complete assessments of their cognitive, linguistic, and attention skills. These assessments include activities such as naming pictures, telling stories, following directions, and doing reasoning tasks. Some will be administered on an iPad and your child will touch pictures to answer questions. Testing will be conducted by trained researchers, and you will be able to watch your child through a one-way mirror. We will audio and video record this part of the study to ensure that the assessments were administered and scored correctly. All recordings will be stored in a secure location and accessed only by trained researchers to ensure your privacy. If you want, we can provide you with a copy of your child’s scores on the assessments that have age-based normative ranges. 

While your child is completing the cognitive assessments, we will ask you to complete a survey about your child’s demographic and developmental background. You do not have to answer any questions you do not want to, and none of your answers will be linked to your name or personal information. 

When your child is done with the assessments, we will ask you and your child to play together with some toys for 15 minutes. We will audio and video record to learn how you and your child interact together. All recordings will be stored in a secure location and accessed only by trained researchers to ensure your privacy.

2) The second campus visit is expected to take about 1.5 hours, and it involves an fNIRS brain recording

We will ask your child to participate in functional near-infrared spectroscopy (fNIRS), which is a safe, non-invasive, and child-friendly method measuring brain activity. fNIRS involves wearing a head cap that holds small, button-like optodes against the scalp. The optodes send and receive LED light to measure changes in oxygen in the brain’s blood flow. Increases in oxyhemoglobin, or oxygen in the blood, indicate increased brain activation in that region. fNIRS does not use any radiation (such as x-rays or radioactivity) and your child will not have any type of injections. Your child will wear the fNIRS while playing four games on a touch screen that measure working memory, attention, social cognition, and language.  

Each of these tasks takes about 6 minutes, and the entire fNIRS recording will last about 30 minutes. We will make every effort to make your child comfortable during fNIRS, yet you or your child can end your participation at any time without penalty.

3) At the end of the first campus visit, you will be given two Language Environment Analysis (LENA) home audio recorders. LENAs are small, 2-ounce recorders that are designed to be worn in a pocket on the front of a shirt your child will wear. We will ask you to record two days of your child’s home auditory environment, which will provide information about how much language your child hears on an average day. We will show you how to turn the recorders on and off and place them inside the shirt pocket. You may remove the device when needed, such as for bath time or sports, or pause the recording if needed. You may also request portions be deleted. All audio recordings are stored in a secured location with restricted researcher access to ensure your privacy. We will provide you with a pre-paid envelope to mail the recorders back to us after the two recording days.  

4) You and your child will be asked to return for a third campus visit within a few weeks of the first visit. This will last about 1.5 hours, and we will record your child’s brain responses as they complete some tasks using a magnetic resonance imaging (MRI) scanning machine. All MRI testing will be done at the Maryland Neuroimaging Center, and you will accompany your child on these visits. 

MRI scanning involves recording images of your child’s brain using magnetic resonance imaging. The MRI does not use any radiation (such as x-rays or radioactivity) and your child will not have any type of injections. Images of the brain are created from information obtained by detecting signals from water and other naturally occurring molecules in the brain. 

Because the MRI scanner is a large magnet, it will react to metal. Therefore, your child will also be asked to remove any metal, like jewelry or belts, prior to entering the scanning room. Your child will also be given a brief medical screening to make sure they are healthy and able to participate in this part of the study. 

Your child will be asked to lie down on the scanning bed and remain relatively still for the duration of each test during the scan. Breaks will be given every 4-8 minutes so your child can relax and wiggle a bit before the next test during the scan. While your child is in the scanner, they can talk to the researcher at any point through a microphone, and the researcher talks to the child through a set of headphones that your child will wear. 
When the MRI takes images, it makes loud buzzing and clicking noises. Your child will be given ear-protection to minimize the noise. 
You or your child can end your participation at any time. Also, your child will be provided with a squeeze bulb which they can squeeze to alert the MRI operator. If your child signals that they wish to stop the imaging, the operator will immediately enter the magnet room and assist them in exiting the MRI and patient bed.
For the study your child will watch a movie of their choice with the sound muted. The entire MRI scan will take less than 30 minutes. 
You are permitted to be in the waiting room near the MRI machine, but will not be allowed to accompany your child to the scanner. Following the recording of your child’s brain activity, we will bring them back to the waiting room and will be happy to answer any questions that you or your child may have.
Year Two
After one year has passed, we will ask you and your child to complete the same procedures, including three campus visits (three 1.5-hour visits) with the same assessments, surveys, video-recorded play, fNIRS, and fMRI, and a home-language recording in between. You will receive the same compensation, plus a bonus for finishing the study. 


	Potential Risks and
Discomforts

	There may be some risks from participating in this research study. 

There may be increased risk from coming to campus due to the COVID-19 pandemic. We take a number of precautions to minimize this risk, including the use of face coverings, allowing the area to settle between participants, and sanitizing all surfaces after each participant. However, the risk of COVID-19 cannot be entirely eliminated despite these precautions. 

There are no known risks involved in participating in the behavioral portion of this study. However, some children may become tired or bored. Other children may become slightly frustrated if they have difficulty performing the tasks. Your child may opt out of any part at any time. It has been our experience, however, that children of similar ages as your child tend to enjoy tasks like these, regardless of their performance. Children will be positively encouraged throughout the study. 

The fNIRS procedure is known to be safe, and there are no known health risks. However, some children may find the optode cap uncomfortable. This is more common for children with thicker hair. Your child will be asked to let the researcher know if the cap becomes uncomfortable and we will loosen the cap. You or your child can stop the fNIRS recording at any time. 

The MRI procedure is also known to be safe and is widely used in medical practice. Because the MRI machine has a large magnet inside, it will react to any ferromagnetic material on the participant. Therefore, if your child has any ferromagnetic, usually metal, material that cannot be removed (for instance, due to prior surgery) they will be excluded from this part of the study. Prior to their scan, we will make sure to ask your child to remove all metal items like jewelry or belts. All precautions will be taken to ensure that the MRI environment is safe. The MRI facility has warning signs posted to ensure the area is safe from metallic materials. All staff and participating subjects are screened for metal upon entry and re-entry to the MRI room. Some people feel uncomfortable with the scanner environment, as it may cause feelings of claustrophobia. Some people are uncomfortable with the loud noise that the machine makes. We will give your child ear plugs and/or headphones to minimize the sound. Some people also can feel fatigue, dizziness, or nausea if they exit the machine too quickly. In rare cases, people may feel a warming sensation. Your child will be told to use the squeeze bulb if this occurs, so that the scan can be stopped.

This MRI scan is not a medical test. It is designed to address research questions and it is not a complete scan for any clinical purpose. If there is an abnormality in the scan, the MRI technician or the researcher may not detect it. If the technician or researcher suspects a possible abnormality, the scan will be sent without any participant identification to a neuroradiologist for further review. If the neuroradiologist recommends further action, you will be notified by the person leading the study.

While there is no evidence of increased risk with multiple scans, the risks associated with multiple scans are not known.

Finally, there are minimal risks to the LENA home language recording. While the device is on, it will record all language that is clearly audible to the child wearing it (typically about 6 feet). It may also capture background noise. It is possible that recordings could contain personal or sensitive information. All potentially identifying information or sensitive information will be censored from recordings and not kept as data. Additionally, you may request that any part or whole of the recording be deleted. 

	Potential Benefits 
	There are no direct benefits to you or your child. However, possible benefits include interacting with friendly researchers, learning about the brain, and learning about science and research generally. Additionally, you may request your child’s scores on any of the standardized, norm-referenced cognitive measures children complete, and/or the LENA report about how much language your child heard on the recording days. However, these scores should not be interpreted as diagnoses. 

We hope that, in the future, other people might benefit from this study through improved understanding of brain and cognitive development. This research is not designed to help you or your child personally, but the results may help us learn more about how children’s early experiences influence their development. 


	Confidentiality


	Any potential loss of confidentiality will be minimized by storing all digital data (including audio and video recordings) on a password-protected and encrypted computer server that is located on the University of Maryland Campus. Any data that is on paper (such as cognitive assessments) will be stored in a locked storage cabinet inside a locked office. No identifying information is attached to any data. Your names and contact information will be kept in a separate, password-protected file. Only highly trained and authorized researchers (students and staff) who have passed a research ethics course will have access to any data, including audio and video recordings. 

If we write a report or article about this research project, your and your child’s identity will be protected to the maximum extent possible. De-identified data may be shared with other researchers and linked only to an ID number, not your name or identifiable information. 

This research is covered by a Certificate of Confidentiality from the National Institutes of Health. This means that the researchers cannot release or use information, documents, or samples that may identify you in any action or suit unless you say it is okay. They also cannot provide them as evidence unless you have agreed.  This protection includes federal, state, or local civil, criminal, administrative, legislative, or other proceedings. An example would be a court subpoena. However, the Certificate does not stop reporting that is required by federal, state or local laws. For example, we are required to report suspected child or elder abuse and threats to harm yourself or others. If instances of abuse are captured on the audio or video recordings, we will consult with the UMD Institutional Review Board before reporting information.
 
Researchers may release information about you if you say it is okay. For example, you may give them permission to release information to insurers, medical providers or any other persons not connected with the research. The Certificate of Confidentiality does not stop you from willingly releasing information about your involvement in this research. It also does not prevent you from having access to your own information. At any time, if you withdraw your consent, you may request that your data be deleted. 

	Medical Treatment

	The University of Maryland does not provide any medical, hospitalization or other insurance for participants in this research study, nor will the University of Maryland provide any medical treatment or compensation for any injury sustained as a result of participation in this research study, except as required by law.

	Compensation
	Year 1:
You will receive $30 for the behavioral visit, $30 for the fNIRS visit, $30 for the MRI visit, and $25 for the home language recordings. You may also request reimbursement for your travel to campus, including the cost of the metro or the cost of gas. 
Year 2:
You will receive $30 for the behavioral visit, $30 for the fNIRS visit, $30 for the MRI visit, and $25 for the home language recordings. You will also receive an additional $25 bonus for completing the study. You may also request reimbursement for your travel to campus, including the cost of the metro or the cost of gas.
In both years, you will be responsible for any taxes assessed on the compensation. 
☐ Check here if you expect to earn more than $100 as a research participant in UMCP studies in this calendar year. You must provide your name, address and SSN to receive compensation.
☐ Check here if you do not expect to earn more than $100 as a research participant in UMCP studies in this calendar year. Your name, address, and SSN will not be collected to receive compensation.

	Right to Withdraw and Questions
	You and your child’s participation in this research is completely voluntary. You and your child may choose not to take part at all. If you decide to allow your child to participate in this research, you or your child may stop participating at any time. If you or your child decide not to participate in this study or if you or your child decide to stop participating at any time, you or your child will not be penalized or lose any benefits to which you would otherwise qualify. 

If you or your child decide to stop taking part in the study, if you or your child has questions, concerns, or complaints, or if you or your child need to report an injury related to the research, please contact the investigator:



Dr. Rachel Romeo
3304Q Benjamin Building
3942 Campus Drive
College Park, MD 20742
romeo@umd.edu
(301) 405-2809


	Participant Rights 

	If you have questions about your or your child’s rights as a research participant or wish to report a research-related injury, please contact: 

University of Maryland College Park
Institutional Review Board Office
1204 Marie Mount
College Park, Maryland, 20742
E-mail: irb@umd.edu 
Telephone: 301-405-0678

For more information regarding participant rights, please visit:
https://research.umd.edu/irb-research-participants 

This research has been reviewed according to the University of Maryland, College Park IRB procedures for research involving human subjects.

	Statement of Consent

	Your signature indicates that you are at least 18 years of age; you have read this consent form or have had it read to you; your questions have been answered to your satisfaction and you voluntarily agree to participate and allow your child to participate in this research study. You will receive a copy of this signed consent form.

If you agree to participate and allow your child to participate, please sign your name below.

	Signature and Date

	PARENT / LEGAL GUARDIAN NAME
[Please Print]
	

	
	PARENT / LEGAL GUARDIAN SIGNATURE
	

	
	CHILD’S NAME
[Please Print]
	

	
	DATE
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