UNT Health Researcher Guidance: Minors on Campus
At UNT Health, there are policies and procedures governing the involvement and interaction of minors (those under 18 years of age) in programs or activities, all designed to uphold a safe, supportive and compliant learning and working environment within the institution. These activities also include research involving minors. 
The guidance below is designed to help researchers understand and comply with the UNT Health Policy 2.110 Minors on UNT Health Property, especially when conducting human subject research involving minors. 
Additionally, this document outlines institutional expectations, ethical considerations, and procedural safeguards to ensure the protection of minors participating in research.
General Overview of the Minors On Campus Policy
UNT Health Policy 2.110 Minors on UNT Health Property (commonly known as the “Minors on Campus” or “MOC” policy) governs the presence and interaction of minors at UNT Health and outlines the responsibilities for all UNT Health affiliates (faculty, staff and students) who will be interacting with minors, both virtually and in-person. This policy is owned and governed by the Office of Institutional Integrity and Awareness (OIIA). 
Key Provisions in the Policy:
· Minors must be supervised at all times while on campus.
· Interactions include virtual (not only in-person) interactions. 
· Activities involving minors must be approved by the appropriate department leadership and the Office of Institutional Integrity and Awareness (OIIA).
· All personnel interacting with minors must complete required training and background checks.
· Institutional safeguards must be in place to protect minors from harm, exploitation, or inappropriate contact.
Connection and Relevance of this Policy to Human Subject Research Protection
According to federal regulations (45 CFR 46 Subpart D), minors are recognized as a vulnerable population due to their limited capacity for autonomous decision-making. As a result, additional regulatory safeguards are required to ensure their rights and welfare are adequately protected when they participate in research. UNT Health Policy 2.110 reinforces these protections by requiring additional institutional oversight and compliance.
Ethics in Action: Aligning UNT Health MOC Policy with Human Subject Protections - 
· Parental Permission for Research: Researchers must obtain documented consent from a parent or legal guardian before a minor can participate. 
· Per MOC requirements, there should be a designated section within the parental permission/consent form where parents can provide their emergency contact information as well as their preferred communication method. Please refer to NTR IRB consent template for appropriate language and formatting guidance. 
· Please consult with OIIA as there may be other parental consent/permission requirements based on institutional requirements and the nature of the proposed interactions. 
· [bookmark: _GoBack]Note: Federal regulations allow under specific circumstances or criteria - and upon approval by the IRB - where parental permission may be waived or altered (46 CFR 46 116). This is usually granted as a safety measure or safeguard for the minor. If your research design necessitates an alteration or waiver of parental permission, it is essential to consult with the Office of Institutional Integrity and Awareness (OIIA) and the North Texas Regional Institutional Review Board (NTR IRB) prior to IRB submission. This ensures that your protocol is ethically sound, compliant with federal regulations, and aligned with UNT Health’s institutional policies.
· Research Assent from Minors: Depending on age and maturity, minors should also provide assent to participate. 
· Per federal regulations, the IRB determines whether all or some of the children are capable of assenting. Children should be asked whether or not they wish to participate in the research. The regulations do not specify a certain age at which assent must be sought, but the NTR IRB suggests obtaining (written) assent beginning at age 7 (see NTR IRB Manual – Standard Operating Procedures: Chapter 11.1 Children in Research). In certain studies, the NTR IRB may determine assent from the child is unnecessary when the treatment for an illness or condition is only available in the context of the research.
· Privacy and Confidentiality: Special care must be taken to protect minors' personal information, especially in sensitive studies.
· As a general reminder, please ensure to consult with IT compliance (ITCompliance@untsystem.edu) to ensure the appropriate data security software and technology are being used. 
· 1:1 Interactions: Per institutional guidance, one-on-one interactions between adult (researchers) and minors (participants) should be limited, with at least 2 adults present at all times with minors. No adult should be alone with a minor in an isolated place and contact with minors should be restricted to the institutionally-sanctioned and IRB-approved research activities.  
If one-on-one interactions are necessary with the minor (i.e., no parents present) as part of the research design (e.g., discussing risky behavior), parental authorization for these interactions must be explicit and researchers must follow institutional protocols to ensure safety and transparency. 
· Per institutional guidance, the parental permission/consent form for research involving minors must include a clearly defined clause that outlines the nature of all planned interactions with the child participant. This clause should also provide a space for parents or legal guardians to give their written permission/consent to these interactions. Please consult the NTR IRB consent template for appropriate language and formatting guidance. 
Required Steps for Researchers
Before initiating any research involving minors at UNT Health, researchers must:
1. Consult with the Right People 
· Contact OIIA for additional guidance on ensuring your protocol and study procedures adhere to MOC policy:
· MOC Coordinator, Dennys Arrieta at dennys.arrieta@unthealth.edu
· OIIA General Inbox: compliance@unthealth.edu
· Based on OIIA specific guidance for your research project, consult with the NTR IRB on how best to navigate institutional requirements with regulatory requirements. 
· Request a consult: The purpose of this form is to provide the North Texas Regional Institutional Review Board (NTR IRB) with specific information about a potential new study submission and to request a consultation with an NTR IRB staff member before submitting a project for review.
· General NTR IRB inbox: NorthTexRegIRB@unthealth.edu
2. Complete the Minors on Campus (MOC) Checklist and Secure OIIA Approval
· The MOC checklist includes departmental approvals, training certifications, background checks for ALL personnel interacting with the minors, and documentation of supervision plans.
· Note: There may be steps/items within the checklist that may not be initiated until after the appropriate institutional (OIIA and NTR IRB) approvals have been obtained. 
3. Secure NTR IRB Approval
· Submit a detailed protocol outlining how minors will be recruited, consented, and protected.
· Highlight any 1:1 interactions and justify their necessity.
4. Obtain Parental Permission and Minor Assent (once appropriate institutional approvals are secured)
· Use the institutionally approved consent/assent forms (with the NTR IRB stamp) that clearly describe study procedures, risks, and the nature of interactions.
5. Submit Parental Permission/Consent Forms to OIIA
· Send signed parental permission/consent forms securely to OIIA before initiating any study procedures.
· Use approved secure email channels and follow timelines outlined in the MOC checklist.
Institutional Support and Resources
Researchers can access additional guidance and support through:
· Office of Institutional Integrity and Awareness (OIIA): Offers training modules and guidelines for adults interacting with minors:
· UNT Health Policy 2.110 Minors on UNT Health Property
· Reporting Child Abuse Campus Training and Protecting Minors at UNT Health (training module offered through Learn UNT Health)
· Programs for Minors on Campus: OIIA webpage explaining MOC policy
· Minimize the Risk: Provides a general summary of institutional guidelines for adults interacting with minors and providing a Safe Environment/
Please consult with OIIA and visit the OIIA website for specific guidance related to this policy. 
· NTR IRB Office: Provides protocol review and ethical oversight of research.
· NTR IRB Manual – Standard Operating Procedures: Chapter 11.1 – Children in Research
· Board Member Guidance for Research Involving Children: This guidance sheet is intended to assist IRB Board Members in reviewing research protocols involving children and can provide researchers with a clear rubric outlining the criteria and considerations that Board members typically evaluate when reviewing a protocol involving children.
Take-Home Reminders
· Always prioritize the safety, dignity, and autonomy of minors in research.
· Maintain clear communication with parents/guardians throughout the study.
· Document all interactions and approvals meticulously.
· The policy applies to all UNT Health faculty, staff, students, and affiliates who engage with minors through programs and activities including research. 
· When in doubt, consult with OIIA and NTR IRB before proceeding.
