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Consent Form

Dear Sir/Madam:

We invite you to participate in the research project of “the Early Diagnosis of Autism based on
Metabolomics" sponsored by the Department of Pathogen Biology and the Autism Research
Center of the State Key Laboratory of Reproductive Medicine, Nanjing Medical University. This
study will be conducted at Nanjing Medical University and it is estimated that 15 subjects will
participate voluntarily. The study has been reviewed and approved by the Ethics Committee of
Nanjing Medical University.

Why do we want to carry out the research?

Autism is a group of pervasive developmental disorders caused by neurodevelopmental disorders.
It is more common in males. It starts in infancy, the main performances are varying degrees of
social communication barriers, as well as stereotyped behavior, narrow interests, and so on. Its
pathogenic mechanism is complex, including genetic susceptibility, immune disorder,
neurotransmitter disorder, excessive oxidative stress. The current diagnostic criteria of autism
spectrum disorders in children are mainly based on the Diagnostic and Statistical Manual of
Mental Disorders 5™ Edition, which includes only two aspects: social dysfunction and behavioral
stereotyping. The low sensitivity makes it difficult to apply to the screen.
5-hydroxytryptamine(5-HT) is one of the earliest neurotransmitters that appear during brain
development, which acts as a neurotrophic factor. A large number of studies have confirmed that
5-HT system disorders and synthetic disorders are closely related to the occurrence and
development of autism. People with autism have abnormal levels of 5-HT. To investigate and
evaluate the rationality of 5-HT as a screening biomarker for autism, this clinical project will
focus on 15 autistic children aged 3-9 years from Haizhixing Autism Children rehabilitation
Center in Jiangning District, Nanjing. We will collect 15 ml of urine samples and determine the
5-HT content in order to investigate the rationality of 5-HT as a screening marker for autistic
patients.

The Ethics Committee of Nanjing Medical University has considered that our study complies
with the Principles of the Declaration of Helsinki and medical ethics.

The inclusion criteria for the study population are autistic children aged 3-9 years (CARS
score > 30), normal diet, and volunteer to participate in this experiment. Family members signed

informed consent forms in advance.

If you participate in the study, what do you need to do?

1. You will be instructed to take a 15 ml clean midsection urine sample.

2. Your urine sample will be tested in the following steps: the study will use a variety of
methods to measure the content of metabolites such as 5-HT in the sample and conduct

subsequent comparative analysis.

Who are not suitable for the study?
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1. Children take special drugs that affect the content of metabolites in the body.

2. Children with order neurological diseases and other causes that seriously affect the quality
of life.
The children’s family couldn’t cooperate.

4. The children are participating in other studies.

What are the benefits of participating in this study?
You may benefit from participating in this study. This benefit includes free urine metabolite level

testing and reporting. You will not be paid to participate in this study.

Is personal information confidential?

Your research records will be kept in the laboratory, the researchers, research authority, and
Ethics Committee will be allowed access to your research records. Any public report on the
results of this study will not disclose your identity, and we will make every effort to protect the

privacy of your research data within the scope permitted by law.

Do I have to take part in the study?

Acceptance of the study is entirely up to you. You can refuse to participate in the study or
withdraw from the study at any time during the study process without prejudice to your medical
or other benefits. The researchers may terminate your participation in this study at any time for
the best interest of you. If you withdraw from the study for any reason, you may be asked about
your acceptance of the study. If researchers deem it necessary, you may be required to undergo

laboratory and physical examination, which is of great benefit to your health protection.
Subject statement: I have read the above introduction of this study and fully understand the
possible risks and benefits that may arise from participating in this study. I am willing to

participate in the study.

Signature of the subject’s legal guardian: Date:

The contact number of the subject’s legal guardian:

Researcher statement: I confirm that I have explained to the subjects the details of this study,

especially the possible risks and benefits of participating in this study.

Investigator’s signature: Date:

The contact number of researcher:

The contact number of Ethics Committee, Nanjing Medical University:



