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Informed Consent

Dear participants,

We will invite you to participate in a clinical study. This informed consent gives you
some information to help you decide whether to participate in this clinical study.
Please read it carefully and ask the investigator responsible for the study if you have
any questions.

Your participation in this research is voluntary. This study has been reviewed by the
Medical Ethics Committee of Nanjing Medical University.

If you like, please read the following carefully.

Project name: Group Biofeedback for Treatment of Hyperemesis Gravidarum with
Psychosomatic Symptoms

Research institute: Changzhou Maternity and Child Healthcare Hospital.

Principle investigator: Xuelian Cui, Li Wang, Jiandong Gu.

1. Aims

Hyperemesis Gravidarum (HG) is a condition characterized by dehydration,
electrolyte imbalance, lack of nutrition, and at least 5% loss in body weight. HG rates
in pregnant women range from 0.3% to 3%, and it is considered one of the most
important pregnancy-related complications. HG appears in the first half and can last
throughout the pregnancy, although the symptoms usually resolve within 20
gestational weeks. This condition generally requires frequent visits to the emergency
room and repeated hospitalizations for intravenous hydration, which severely
compromise quality of life (QoL). Hospitalization rates for HG vary between
populations: from 1% to 2% in the United States, 10.8% in Shanghai, China. The
complications of HG include multiple nutritional deficiencies, Wernicke’s
encephalopathy, esophageal laceration, terminate the desired pregnancy and fear of
subsequent pregnancy, preterm birth and low birth weight. The etiology and
pathogenesis of HG remain uncertain, but should be multi-factorial with biologic,
psychological and socio-economic antecedents °, including maternal endocrine

disorders, hepatic abnormalities, gastrointestinal dysfunction, pituitary axis
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malfunction, autonomic nervous dysfunction, and psychosomatic factors. However,
the methodological flaws in studies have left the concept that anxiety and depression
as a cause or outcome of HG unsupported by evidence, and there is no good way to
intervene in Hyperemesis Gravidarum with psychosomatic symptoms. The present
study aims to explore the efficacy of group biofeedback treatment on nausea/vomiting
and quality of life of HG patients with psychosomatic symptoms.

2. Procedures

If you agree to participate in this study, we will number you and create a medical
record file. During the research we only need to collect some of your
electrophysiological data, because this is not input to your body, so it will not affect
the fetus. You will be randomly assigned to the experimental group or the control
group by the computer. Each group receives different treatment methods. The specific
treatment method will be explained to you by the therapist in the group. The duration
of the test is 2 weeks. After the test, a staff member will follow up with you on the
phone to inquire about your pregnancy.

3. Risks

For you, all information will be kept confidential. The interventions used in this study
pose no risk to the fetus and pregnant women.

4. Benefits

From testing your data in this study, it will help diagnose the efficacy of disease
interventions, provide necessary advice for your treatment, and provide useful
information for disease research.

5. Responsibilities

As a participant, you have the following responsibilities: provide truthful information
about your medical history and current physical condition; tell the researcher about
any discomforts that you have experienced during this study period; do not take
restricted drugs, food, etc ; tell the researcher whether you have participated in other
research recently, or is currently participating in other research.

6. Privacy
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If you decide to participate in this study, your personal information in the trial and
during the trial will be kept confidential. Information that can identify you will not be
shared with members outside the research team unless you have obtained your
permission. All research members and research sponsors are required to keep your
identity confidentially. Your files will be kept in locked file cabinets for research
personnel only. To ensure that research is carried out in accordance with regulations,
members of government administrations or ethics review committees can access your
personal data at the research unit as required. When this research is published, no
personal information about you will be disclosed.

7. Rights

If you are harmed by participating in this study: If damage occurs in connection with
the clinical study, you can get compensation.

You can choose not to participate in the study, or notify the researcher at any time to
request to withdraw from the study, your data will not be included in the study results,
and any of your medical treatment and rights will not be affected.

The research physician may terminate your continued participation in the study if you
require additional treatment, or if you do not follow the study plan, or if there is any
injury related to the study, or for any other reasons.

You can keep informed of the information and research progress related to this
research at any time, if you have questions related to this research, or if you have any
discomfort and injury during the research, or have questions about the rights of

participants in this research, you can contact the researcher at any time.
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