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Participant: Letter of Information and Informed Consent Form 

Study title: School-based Hygiene Intervention to Prevent HelicObacter 

Pylori infection among childrEn (SHIP HOPE): a cluster-

randomized controlled trial 

Funders: Incubation Fund of Vanke School of Public Health, Tsinghua 

University  

Principle investigator: Professor. Feng Cheng 

Address: Vanke School of Public Health, Tsinghua University, 30 

Shuangqing Road, Haidian District, Beijing, China, 10084 

 

School-based Hygiene Intervention to Prevent HelicObacter Pylori infection among childrEn (SHIP 

HOPE) is a cluster randomized controlled trial initiated by Vanke School of Public Health, Tsinghua 

University. In this study, 60 classes of grade 2-4 will be selected from 10 schools in Linqu County, 

Shandong Province. All students and one of their caregivers in eligible classes are expected to take 

part in the study. This letter of information will introduce the purpose, content, procedures, benefits, 

and possible risks of the survey, and help you decide whether to participate in this study. Please take 

your time to read the following information. A research team member will explain the study to you 

and will answer your questions about the study. You can also discuss with your family and friends 

if anything is unclear, or you would like more information. 

Voluntary Participation 

You are invited because your (your children’s) school has consented to participate in the study. 

Taking part in this study is voluntary. Whether to take part is up to you. You may choose not to 

participate in the study or decide to participate in the study and then change your mind. There will 

be no penalty or loss of benefits to which you are otherwise entitled. If you agree to participate in 

this study, we will ask you to sign the informed consent form at the end of this information letter.  

Study Purpose  

Helicobacter pylori (H. pylori) is a gram-negative bacterium that primarily colonizes the human 

stomach and is transmitted by gastro–oral, oral–oral, or fecal–oral routes. It is well-established that 

H. pylori infection is associated with an increased risk of gastrointestinal diseases as well as gastric 

cancer. In addition, increasing studies have revealed that H. pylori infection has a wide range of 

BMJ Publishing Group Limited (BMJ) disclaims all liability and responsibility arising from any reliance
Supplemental material placed on this supplemental material which has been supplied by the author(s) BMJ Open

 doi: 10.1136/bmjopen-2022-064207:e064207. 12 2022;BMJ Open, et al. Zhou M



 2 

impacts on health through extra-gastrointestinal effects, such as iron deficiency anemia, chronic 

immune thrombocytopenic purpura, and growth in children.  

Several studies have demonstrated that some hygiene interventions, such as handwashing, special 

toothpaste treatment, are a cost-effective and feasible way to reduce infectious diseases. However, 

very few studies have evaluated whether a comprehensive hygiene intervention implemented during 

childhood, a critical period for intervention, can reduce the incidence of H. pylori infection. 

Therefore, the aim of this study is to explore whether a comprehensive hygiene intervention (“Good 

Hygiene Practice Package”) implemented in primary schools could reduce the incidence of H. pylori 

infection compared with usual health education.  

Content and Procedures 

If you and your children consent to participate in the study, your children will be assigned to the 

intervention and control groups based on the random allocation results of their schools. Children in 

the intervention group will be given a comprehensive hygiene intervention (“Good Hygiene Practice 

Package, GHP”), which includes a set of hygiene education lessons designed to prevent H. pylori 

infection, health promotion materials (cartoon books with seven stories), and hygiene promotion 

advice for school. Children in the control group will receive routine health education. The 

intervention will be conducted within one school term. 

At baseline, we will measure whether you and your children are infected with H. pylori. You and 

your children will be asked to fill out a questionnaire, which is expected to take 40 minutes to 

complete (20 min for you and 20 min for children). The structured questionnaire for children 

includes items on demographic variables, medical history (especially gastrointestinal disease 

history), hygiene practice, and knowledge about H. pylori and hygiene. The questionnaire for 

caregivers includes demographic variables, education level, occupation, family information, 

medical history (especially gastrointestinal disease history), family cancer history, eating customs 

and practices, hygiene facilities at home, hygiene practices, and knowledge about H. pylori and 

hygiene. Additionally, some anthropometric indicators of children will be measured, including 

height, sitting height, weight, chest circumference, waist circumference, hip circumference, and 

blood pressure. Subsequently, we will investigate and evaluate the hygiene practices of children, 

families’ eating customs and practices, children and their caregivers’ knowledge about H. pylori and 

hygiene, and anthropometric indicators of children at the end of the intervention (approximately 

BMJ Publishing Group Limited (BMJ) disclaims all liability and responsibility arising from any reliance
Supplemental material placed on this supplemental material which has been supplied by the author(s) BMJ Open

 doi: 10.1136/bmjopen-2022-064207:e064207. 12 2022;BMJ Open, et al. Zhou M



 3 

December 2022) and 1 year after intervention (approximately December 2023). Moreover, the 

infection status of H. pylori in children will be detected again 1 year after the intervention.  

Benefits and Potential Risks  

You will receive a small gift (Tsinghua University customized notebook) for participating in this 

study. In the intervention group, your children will receive relevant training and materials. More 

importantly, your participation is of great significance to the generation of evidence for the 

prevention of H. pylori infection among children in China.  

The questionnaires, physical examination, stool collection, and comprehensive hygiene intervention 

are noninvasive and therefore do not cause any harm to the health of you or your children. The H. 

pylori stool antigen (HpSA) test used in the study is one of the diagnostic methods for H. pylori 

infection, and the test results can provide you with a preliminary diagnosis of H. pylori infection 

status. However, HpSA test alone could not confirm H. pylori infection, and you can voluntarily 

seek a further diagnosis in hospitals. The results of HpSA test are available only to you (voluntarily 

obtained from school). We will take a series of measures (see below) to ensure the safety of data 

and biological samples. 

Biological Sample Collection and Testing 

For the stool samples you provide, we will carry out unified, strict, and standardized management 

in accordance with the relevant laws and regulations. The samples will be transported to a third-

party institution, Weifang People's Hospital, for H. pylori antigen testing. Any identification such 

as your name or ID number will not be provided to the third party and will be replaced by the study 

ID number. Stool samples will be destroyed immediately after H. pylori testing. 

Study Withdrawal 

Participation in this study is voluntary. You have the right to ask questions and request answers to 

the survey. Even if you agree to participate, you can refuse to answer questions you do not wish to 

answer and/or refuse to provide biological samples. You have the right to withdraw from the study 

at any time after your formal participation. If you choose to withdraw from this study, you do not 

need to provide any reasons. There will be no adverse effects on you if you decide to withdraw from 

the study.  

Costs 

You will not be paid to participate in this study. 
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Privacy and Confidentiality 

To protect your personal privacy and prevent the possible adverse effects of personal information 

leakage, we will separate the personal information that can identify you (name, ID number, address, 

telephone number) and store it in a secure, password-protected electronic database. We will replace 

your identification with another research number, which will be stored in a separate encrypted 

database along with other information. Only authorized study team members have access to the 

databases. Any information that can potentially identify you will not be disclosed to any third party 

without your written permission. However, in accordance with relevant national laws and 

regulations, the government management department, project funders, or the members of the ethics 

committee have the right to access your personal data when necessary. 

After the survey, we will generate a de-identified database for analysis. A comprehensive analysis 

of the overall data will be performed solely for the purposes of the study. The results of the study 

may be published in articles or presented at meetings, such articles or presentations will not include 

your name or any other information that identifies you. The de-identified study data may be shared 

as part of the research conduct.  

If you decide to withdraw, you can contact the teachers at school or directly contact our study staff. 

At that time, you can decide whether the data that has been collected should be destroyed or can be 

used within the data analyses. In that case, if you wish to get your data destroyed, please let the 

study staff know. Please note that data that has already been incorporated into scientific evaluations 

in de-identified form cannot be deleted anymore. 

Contact Information and Questions about the Study 

If you have any questions or concerns about your participation in this research study or if you have 

a complaint about the research study, please contact the study team member: 

l Mengge Zhou at (+86)18613311525 

Address: Vanke School of Public Health, Tsinghua University, 30 Shuangqing Road, Haidian 

District, Beijing, China, 10084 

If you have any questions related to your rights and interests, please contact the ethics committee 

responsible for the project below. 

l Institution Review Board of Tsinghua University at (+86) 010-62796175/62789471 

Email: yandong2012@mail.tsinghua.edu.cn  
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Participant: Informed Consent Form for Children  

Study title: School-based Hygiene Intervention to Prevent HelicObacter 

Pylori infection among childrEn (SHIP HOPE): a cluster-

randomized controlled trial 

Funders: Incubation Fund of Vanke School of Public Health, Tsinghua 

University  

Principle investigator: Professor. Feng Cheng 

Address: Vanke School of Public Health, Tsinghua University, 30 

Shuangqing Road, Haidian District, Beijing, China, 10084 

 

I have been informed of the purpose, content, procedures, benefits, and possible risks of the SHIP 

HOPE study. I have read or listened to the staff read the letter of information and have had ample 

time and opportunity to ask questions about the study. I am satisfied with the answer to the question. 

I know that even if I agree to participate in this study, I can withdraw from this study at any time in 

the future without any reason. By signing below, I voluntarily agree to participate in this study.  

For the contents involved in the field investigation and the collection and detection of biological 

samples, my wishes are as follows: 

1. Questionnaire survey and physical examination       agree□ disagree□ 

2. Provide a stool sample                             agree□ disagree□ 

3. Participate in the intervention process                 agree□ disagree□ 

4. Obtain test results (obtained from the school by caregivers)   agree□ disagree□ 

 

                                                                             

Signature of the Participant                             Date 

                                                                             

Signature of legal guardian                             Date 

By signing below, I confirm that I have explained the purpose, content, procedures, benefits, and 

possible risks of the SHIP HOPE study to the participant named above. I have answered all 

questions regarding the study to the best of my ability and given him/her enough time to read this 

letter of information and the informed consent form. I have informed the participant that he/she 

BMJ Publishing Group Limited (BMJ) disclaims all liability and responsibility arising from any reliance
Supplemental material placed on this supplemental material which has been supplied by the author(s) BMJ Open

 doi: 10.1136/bmjopen-2022-064207:e064207. 12 2022;BMJ Open, et al. Zhou M



 6 

can contact the study staff at any time when he/she has any questions related to the study, and the 

ethics committee responsible for the project when he/she has any questions related to her rights or 

interests. I have also informed him/her that he/she can withdraw from the study at any time 

without providing any special reason. I certify that the above participant voluntarily consented to 

participate in this study. 

 

                                                                             

Signature of the person obtaining consent                  Date 

 

  

BMJ Publishing Group Limited (BMJ) disclaims all liability and responsibility arising from any reliance
Supplemental material placed on this supplemental material which has been supplied by the author(s) BMJ Open

 doi: 10.1136/bmjopen-2022-064207:e064207. 12 2022;BMJ Open, et al. Zhou M



 7 

Participant: Informed Consent Form for Caregivers  

Study title: School-based Hygiene Intervention to Prevent HelicObacter 

Pylori infection among childrEn (SHIP HOPE): a cluster-

randomized controlled trial 

Funders: Incubation Fund of Vanke School of Public Health, Tsinghua 

University  

Principle investigator: Professor. Feng Cheng 

Address: Vanke School of Public Health, Tsinghua University, 30 

Shuangqing Road, Haidian District, Beijing, China, 10084 

 

I have been informed of the purpose, content, procedures, benefits, and possible risks of the SHIP 

HOPE study. I have read or listened to the staff read the letter of information and have had ample 

time and opportunity to ask questions about the study. I am satisfied with the answer to the question. 

I know that even if I agree to participate in this study, I can withdraw from this study at any time in 

the future without any reason. By signing below, I voluntarily agree to participate in this study.  

For the contents involved in the field investigation and the collection and detection of biological 

samples, my wishes are as follows: 

1. Questionnaire survey                            agree□ disagree□ 

2. Provide a stool sample                             agree□ disagree□ 

3. Participate in the intervention process                 agree□ disagree□ 

4. Obtain test results                                 agree□ disagree□ 

 

                                                                             

Signature of the Participant                             Date 

By signing below, I confirm that I have explained the purpose, content, procedures, benefits, and 

possible risks of the SHIP HOPE study to the participant named above. I have answered all 

questions regarding the study to the best of my ability and given him/her enough time to read this 

letter of information and the informed consent form. I have informed the participant that he/she 

can contact the study staff at any time when he/she has any questions related to the study, and the 

ethics committee responsible for the project when he/she has any questions related to her rights or 
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interests. I have also informed him/her that he/she can withdraw from the study at any time 

without providing any special reason. I certify that the above participant voluntarily consented to 

participate in this study. 

 

                                                                             

Signature of the person obtaining consent                  Date 
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