THE UNIVERSITY
of NORTH CAROLINA

VIEDICINI at CHAPEL HILL
EACCH ADMINISTRATION AND RESEARCI
100 RENEE LYNNE COURT T 919.966.2174
CARRBORO, NC 27510 F 919.966.4127
Dear TEACCH Client: CAMPUS BOX 7180
CHAPEL HILL, NC 27599-7180

One of the missions of the TEACCH Autism Program is to support research on the treatment and
cause of autism and related disorders. Therefore, we are enclosing information on research at
TEACCH for you to consider. Please note that research at TEACCH is completely separate
from the services offered at TEACCH, and you do not have to give consent to participate
in research to use any TEACCH services. We encourage you to call us (local center or the
Registry office 1-866-744-7879) if you have any questions about this research
information.

In the consent form that is attached to this letter, we are inviting you to participate in a research
study/project that has two components. First, we are asking your permission to review records and
information obtained as part of your services at TEACCH (referred to as the Records Review
component). Second, we are asking you to participate in a registry of possible subjects for
researchers who are interested in studying autism spectrum disorder (referred to as the Research
Registry component). You may consent to one, both, or none of the components. You may
withdraw at any time from either component by calling me (919-966-2174).

If you agree to participate in the Record Review component, information already obtained by
TEACCH will be used to answer research questions of interest to our program or individual
researchers. This information will only be used by researchers in or approved by the TEACCH Autism
Program. You or your child will not have to do anything extra to participate in the Record Review
component.

If you agree to participate in the Research Registry component, you agree to let us add your name
and contact information to a list of families who want to be notified when there are UNC research
projects that are recruiting participants. The Registry office would send information about a research
study for you to review and a response form for you to send to the researcher to indicate whether
you are interested in participating. You are under no obligation to participate in any of the research
studies that you receive information about. The Registry office would also contact you by phone,
email, or mail once per year to verify/update your contact information.

Please review the consent form that is attached and carefully consider participation in these
research projects. You may return this form at any time. Your participation will allow researchers to
learn more about autism spectrum disorder that may eventually lead to improved services and
intervention for children and families. | will appreciate your consideration of thisrequest.

Sincerely,

Laura Grofer Klinger, Ph.D.
Executive Director, Associate Professor, Psychiatry
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University of North Carolina at Chapel Hill
Parental Permission for a Minor Child to Participate in a Research Study

Consent Form Version Date: 10/31/2025

IRB Study # 69-0001

Title of Study: UNC Research Program for Autism and Related Disorders
Principal Investigator: Klinger, Laura

Principal Investigator Department: Psychiatry

Principal Investigator Phone number: (919) 966-8183

Principal Investigator Email Address: laura_klinger@med.unc.edu

Funding Source and/or Sponsor: NIH National Institute of Child Health and Human
Development (NICHD) [Federal]

Study Contact Telephone Number: (919) 962-3303; (919) 843-3527

Study Contact Email: elena_lamarche@med.unc.edu; Kelly.Real@cidd.unc.edu

)

You are being asked to allow your child (or ward) to be a part of a two-component research program at
The TEACCH Autism Program at UNC. One component is a Records Review where records from
evaluation and treatment services at the TEACCH Center are made available for research studies. The
other is a Research Registry, which is a list of people who

have given permission to receive information about research studies on autism. Dr. Laura Klinger is the
Executive Director of The TEACCH Autism Program, and she has staff members who assist her with
the Research Program.

The first component: Records Review allows approved researchers to use TEACCH records to answer
questions like differences between girls and boys or questions about co-

occuring conditions. The Records Review is for anyone who comes to TEACCH for diagnosis or
services, even if they don’t end up with an autism diagnosis. You will not be contacted for Records
Review Procedures.

The second component: The Registry consists of people who give permission to be contacted about
research studies they may be eligible for. There is a wide variety of behavioral and biomedical research
studies, and we have new projects funded each year. For some studies, you may need to travel to their
lab, while others may involve completing surveys and questionnaires from home. The Registry is only
for people who get or already have an autism diagnosis.

Participation in research is voluntary. You may decide to be in both, one, or neither of these two research
components at TEACCH after you have read more about them below. If you join, you may withdraw
your consent to be in the Records Review or Registry at any time for any reason without penalty. Being
in the Registry does not obligate you to participate in any of our research studies, but it will give you the
opportunity to receive information about new studies in case you are interested. Study referrals are kept
confidential, and your name is not released unless you give written or verbal consent to be contracted by
the research study. Being a part of the Records Review and the Registry is safe, but there is the risk of a
breach of confidentiality.
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Details about the Records Review and Registry are discussed below. It is important that you understand
this information so that you can make an informed choice about joining the Records Review or
Registry. You will be given a copy of this consent form. Please ask the researchers named above, or
staff members who may assist them, any questions you have about joining this research program.

The goal of our Research Program is to assist in the discovery of information about autism spectrum
disorders (ASD) that will help doctors and therapists understand more about ASD and how to take care
of individuals with autism and related disorders.

The purpose of the Records Review is to make existing records of individuals who have been
evaluated and served at the TEACCH Autism Program available for approved research studies by
qualified researchers.

The purpose of the Research Registry is to notify individuals and families of opportunities to
participate in research studies about autism in a way that protects their privacy.

Size of the Records Review and Research Registry
About 750 people each year sign up for the Research Program at TEACCH Centers in North

Carolina.

If you allow your child to participate in the Records Review Component, then records from your child’s
TEACCH evaluations and services may be viewed for approved research studies conducted by TEACCH
staff, faculty, students and trainees, and university research investigators. For the protection of your
family’s privacy, only the minimum necessary information needed for the study will be provided, and
whenever possible, identification numbers will be used in place of names.

You will not be contacted for the Records Review procedures.

Procedures: Research Registry Component
If you agree for your child to be in the Research Registry, the following things may happen:

1. Your name and contact information and limited information from your child’s records at TEACCH
(such as his/her birthday, gender, and diagnostic test results) will be put in the Registry’s records.
This information will be used to determine eligibility for researchstudies.

2. When studies are recruiting participants, the Registry office will send information (brochure or flyer)
for all reviewed and approved studies for which you or your child might be eligible. The number of
notices you might receive will vary. We estimate that you might receive information about zero to four
studies per year.
o First, the Registry office will send you a letter or brochure about a study. You are NOT required
to be in any study, and each time you receive information about a study, you will be able to
choose whether or not you want to participate.
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o Someone from the Registry office might call you to see if you received information in the mail
about a study. If you want, they will help you contact the researcher to find out more about the
study, so you can decide if you want to participate. The Registry will not release your name or
number without your explicit verbal or written consent.

3. Someone from the Registry office will contact you annually to see if your phone number and
address are correct on the list.

4. For any study you decide to be in, the researcher will send you a newsletter when the study is
finished to describe what they learned.

Benefits of the Research Program

Both the Records Review and the Research Registry help researchers who are studying autism and
related disorders. Research may lead to new information about autism that will help doctors and
therapists understand more about autism and how to take care of people with autism.

Risks
Being in the Research Program is safe. There are no risks (dangers) involved in being in the Records
Review or the Research Registry. If any risks are discovered, TEACCH will notify you.

As with all research, there is a chance that your information may be seen by people outside of the research
team. We take steps to make sure all of the study information is stored securely. More information about
how we secure your information is described in a later section.

There may be uncommon or previously unknown risks. You should report any problems to the
researcher.

You will be given any new information gained during the course of the study that might affect your
willingness to continue your participation.

part|C|pat|on in both components of the Research Program is voluntary You do not have to be in either
research component to receive services at TEACCH. You can withdraw fromthis

study at any time, without penalty. The investigators also have the right to stop your participation at any
time. This could be because you have had an unexpected reaction, or have failed to follow instructions, or
because the entire study has been stopped.

If you decide to be in either component, your child will stay in until you ask for your child’s name to be
removed. If you sign up to be in the Records Review or the Research Registry, you may change your
mind any time and take your child’s name out of either component. If you withdraw or are withdrawn
from this study all data collected up until the point of withdrawal will be retained, however no additional
information will be collected unless you provide additional written permission for further data collection
at the time of your withdrawal. If you withdraw or are withdrawn from the Registry, Registry personnel
will no longer have access to your data (i.e., contact information gathered and any developmental test
results), and we will no longer contact you for future studies. Independent research projects you may have
participated in while consented in the Registry, will retain all data collected up until the point of
withdrawal, however no additional information will be collected unless you provide additional written
permission for further data collection at the time of your withdrawal. You will still be able to receive
services at TEACCH, and there is no penalty for withdrawing or not being part of the research
components.
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Protection of Privacy
To keep information about research participants private, TEACCH follows rules for security and

confidentiality of medical records from the state and federal government and the UNC Health Care
System. The Registry uses privacy safeguards and standards required by the law for protected health
information. Records are housed on secure computer systems and in offices that are accessible only to
trained and certified TEACCH and Registry personnel. Participants will not be identified in any report
or publication about this study. We may use de-identified data from this study in future research
without additional consent.

Although every effort will be made to keep research records private, there may be times when federal
or state law requires the disclosure of such records, including personal information. This is very
unlikely, but if disclosure is ever required, UNC-Chapel Hill will take steps allowable by law to
protect the privacy of personal information. In some cases, your information in this research study
could be reviewed by representatives of the University, research sponsors, or government agencies
(for example, the FDA) for purposes such as quality control or safety.

You will be asked to sign a separate form ("HIPAA Authorization") to allow researchers to
review your medical records.

The Registry team would like to message you by email or text messages, however you may say “no”
to receiving these messages and still participate in this Research Registry. The Registry team will
ask you to provide your preferred email address and/or cell phone number. If you say “yes”,
messages may contain personal health information (e.g., your diagnosis of autism) and may be sent
by the Registry team’s electronic devices. If you respond to the message, your message may be
received by a Registry team member’s personal device (e.g., laptop or cell phone). All team
members have encrypted computers and phones. However, there is a risk that your information
could be shared beyond you and the Registry team.

If you wish to stop receiving unprotected communication from the Registry team or have lost access
to your device or email account, please notify the Registry team using the study contact information
on the first page of this consent form.

Yes, I consent to the Registry team sending unencrypted messages

No, I do not consent to unencrypted messaging. | wish to receive messages
through secure email.

No, I do not want to receive messages. Please call me by telephone.

This study has special protection from the National Institutes of Health. It’s
called a Certificate of Confidentiality. It helps to keep your personal information
private.

This means:
e The researchers can’t share your name or personal details in court or other legal situations
unless you say it’s okay.
e They can’t use your information as evidence unless you give permission.
e This protection works in most legal cases, like if someone tries to get your information
with a court order.

However, there are sometimes when the law says researchers must share information, such as:
o If someone is being hurt (like child or elder abuse),
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o If you have a disease that must be reported (like tuberculosis (TB), HIV, and measles),
o If you say you want to hurt yourself or someone else.

Also:

o Government agencies may still check the research study for safety or quality.
e The FDA may still ask for information if needed.

e Your information may be used for other research if the law allowsit.

You can choose to share your information with others, like your doctor or insurance company. This
certificate does not stop you from talking about your part in the study or seeing your own information.

Cost and Payment
It does not cost anything to participate in either the Records Review or Research Registry, nor is there

any payment for participating in either component.

Contact for Questions about the Records Review or Research Reqistry
You can call Dr. Laura Klinger at TEACCH (919/966-2174) or Elena Lamarche (919/962-3303) if you
have questions.

Who is sponsoring this study?
This research is funded by the National Institutes of Health (NIH) (the sponsor). This means that the

research team is being paid by the sponsor for doing the study. In addition, Christina Corsello, a
researcher on this study, has an ownership interest in a training guide for a diagnostic measure that is
commonly used for clinical evaluations, including for those individuals who might enroll in this registry.
Dr. Corsello may receive financial benefits if clinicians purchase the training guide. If you would like
more information, please ask the researchers listed above.

Contact for Questions about Violations of Rights During Research

All research on human volunteers is reviewed by a committee that works to protect your rights and
welfare. If you have questions or concerns about your rights as a research subject, or if you would like
to obtain information or offer input, you may contact the Institutional Review Board at 919-966-3113 or
by email to IRB_subjects@unc.edu.

Please sign the next page.
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Research Program Agreement to Participate
Please make checks V in both boxes and sign at the bottom. Return all pages to TEACCH in the

envelope provided. You will be given a copy.

Printed Name of TEACCH Client

CHECK N\ ONE STATEMENT to show whether you want to be in the Records Review.
COMPONENT #1 - RECORDS REVIEW

Yes, I have read the information provided on the previous pages and I voluntarily agree for my
child to participate in the Records Review component of this research study. I understand that my
child and I will not be contacted further for this research.

OR

No, I choose not to let my child participate in the Records Review component of this research
study.

AND
CHECK~N ONE STATEMENT to show whether you want to be in the Research Registry.
COMPONENT #2 - RESEARCH REGISTRY

Yes, I have read the information provided on the previous pages and I voluntarily agree for
my child to be on the Research Registry list. Iunderstand that my child and I may be contacted
about research opportunities. Please notify me of ALL studies for which my child is eligible
(OR indicate a specific number if preferred. Limit notices about studies to (number)

per year.)

OR

No, I do not want my child to be on the Research Registry list.

Signature of Parent or Legal Guardian of TEACCH Client Date

Printed Name of Parent or Legal Guardian of TEACCH Client
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University of North Carolina at Chapel Hill

HIPAA Authorization for Use and Disclosure of Health Information for Research Purposes

IRB Study # 69-0001
Title of Study: UNC Research Program for Autism and Related Disorders

Principal Investigator: Klinger, Laura
Mailing Address for UNC-Chapel Hill Department: CB:7180 TEACCH , 100 Renee Lynne Court ,
CB 7180, Chapel Hill, NC 27599-7180 , USA

Participation in research may involve some loss of privacy. However, to the extent possible the University
of North Carolina at Chapel Hill (*University”) is committed to respecting your privacy and keeping
health information that identifies you safe. The Health Insurance Portability and Accountability Act of
1996 (“HIPAA™), a federal law, provides additional protections of your medical records and related health
information. One of those protections requires your written authorization for your health information to
be used in this research study. This form (“HIPAA Authorization™) is intended to inform you about how
your health information will be used or disclosed by approved study doctors and staff in this study. If you
agree to take part in this study and sign this HIPAA Authorization, you are providing thatauthorization.
Your health information will only be used in accordance with this HIPAA Authorization and the informed
consent form and as required or allowed by law. Please read this HIPAA Authorization carefully before
signing it.

What is the purpose of this research study and the use or disclosure of my health information?

The Research Program at TEACCH has two components: 1) Records Review and 2) the Research
Registry. Both components have the goal of learning more about autism spectrum disorders (ASD) to
help doctors and therapists understand and better support Autistic individuals and those with related
disorders. Your medical information will only be used in 1) the Records Review component to help
answer questions about autism and any publications will use group information, so no one will be able to
find out your identity. Your medical information may also be used in the 2) Registry to determine if you
may qualify for a research study. Your medical information will not be released.

How will my health information be obtained?

If you sign this HIPAA Authorization, you give permission to the study team to request health
information about you from the following parties:
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Any health care providers or health care professionals or health plans that have provided health services,
treatment, or payment for you such as physicians, clinics, diagnostic centers, including but not limited to
the UNC Health Care System and its members and affiliates (collectively, "UNC Health™), and
government health agencies.

What health information will be used or shared for this study?

Any information in your medical records relevant to your participation in this research. These records
might include information about mental health, drug or alcohol use, HIV/AIDS or other communicable
diseases, or genetic testing. Other information includes:

Questionnaires or medical history forms completed for the purpose of evaluation at TEACCH; Diagnosis
of an Autism Spectrum Disorder or a developmental disability, including DSM diagnoses and the most
recent available assessment results from the following domains: 1) cognitive testing; 2) adaptive behavior
ratings; 3) academic and vocational assessments; and 4) autism evaluation measures such as the
Childhood Autism Rating Scale, the ADOS, and the ADI-R.

Who will receive or be able to see or use my health information?
The health information in your research study or medical records may be shared with, used by or seen by:

Research and support personnel at the University;

Collaborating researchers;

Institutional Review Board;

The sponsor of the research study, its representatives, agents, or outside reviewers for audit or

other regulatory purposes;

e Third-parties retained by the researchers or sponsor to provide services in facilitation of the
research study; and

o Government agencies and public health authorities, such as the U.S. Department of Health and

Human Services (HHS) and the U.S. Food and Drug Administration(FDA).

The HIPAA protections that apply to your medical records generally do not apply to your information
when it is in the research study records. There is also the potential for health information disclosed
pursuant to this HIPAA Authorization to be subject to redisclosure by the recipient and, if so, the health
information may no longer be protected by HIPAA.

Will 1 be able to see information about the research study in my medical record?

As part of this research study, you may be asked to have certain tests and/or procedures performed that
may be done as part of your regular care. If so, the study doctor may use the results of these tests both for
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your clinical treatment and to complete this research. The result of tests and/or procedures done solely for
this research study and not part of your regular care will not be included in your legal medical record.

If this research study creates health information about you that will go into your medical record, you may
not be able to see the health information in your medical record until the entire research study is over.

Do I have to sign this HIPAA Authorization?

If you do not sign this HIPAA Authorization, you cannot participate in this research study. However, your
right to treatment, payment, enrollment or eligibility for medical services outside of this research study
will not change if you refuse to sign this HIPAA Authorization.

When will the HIPAA Authorization expire?

This HIPAA Authorization will not expire unless you stop it in writing.

How do I stop this HIPAA Authorization?

You may stop this HIPAA Authorization at any time. Revoking this HIPAA Authorization will not stop
information sharing that has already happened. Any health information obtained prior to revoking this
HIPAA Authorization may still be used or disclosed as necessary to maintain the integrity or reliability of
the research study. To revoke this HIPAA Authorization, you must write to the Principal Investigator at
the address listed on the first page of this HIPAA Authorization.

If you withdraw from the research study, no new data about you will be collected for study purposes
unless the data concerns an adverse event related to the study. In the event an adverse event occurs, even
if you have revoked this HIPAA Authorization, the study team may still need to review your medical
record or share your information with the relevant parties described above.

Will I get a copy of this HIPAA Authorization?

The study team will provide you with a copy of this signed HIPAA Authorization.

Please sign the next page.
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To be Filled out by Participant:

Signature of Participant (if adult and own guardian)
Date

Printed Name of Participant

Personal Representative of the Participant:

Printed Name of Participant

Signature of Personal Representative Date

Printed Name of Personal Representative

Description of Authority to Act for the Participant (e.g., parent, guardian)
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