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	The HBM4EU-MOM Study: Controlling prenatal exposure to Mercury in five vulnerable European countries – an intervention study
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Information for Participants

Information for study participants
You are invited to take part in a research study. Before you decide whether or not you wish to take part, please read the following information to understand why the research is being done and what it involves. We are happy to answer any questions or concerns you may have. Your participation is voluntary and you may opt out at any time without disclosing your reasons and without it affecting the medical care you will receive.  
HBM4EU and its importance to you and to public health
People are exposed to a complex mixture of chemicals on a daily basis. Some chemicals may harm health and for this reason they must be regulated in the environment, consumer products, food and drinking water and in certain workplaces. HBM4EU (“Human Biomonitoring for Europe”) is a European Joint Program, which aims to understand people’s exposure to such chemicals and the related health risk by using human biomonitoring (measurements of environmental chemicals or their reaction products in biological samples collected from people). 
The results will be used, wherever appropriate, to support policy makers in their decisions regarding the safe management of chemicals and the protection of human health in Europe. By engaging with participants like you, HBM4EU helps to raise awareness among the public and promotes actions to prevent exposure to potentially harmful chemicals. 
[bookmark: _Hlk516046268]HBM4EU is funded by the European Commission and national governments and includes experts from 30 countries and European Union agencies. It started in 2017 and will run until 2021. The HBM4EU-MOM study is carried out in the frame of HBM4EU. In [specify country], it is under the responsibility of [specify Program Owner]. You can learn more on our website: https://www.hbm4eu.eu/ 

Why is this study being done and who approved it?
The HBM4EU-MOM study has been approved by [specify national Bioethics Committee] and complies with the European general data protection requirements[footnoteRef:1]. [1:  Regulation (EU) 2016/679 of the European Parliament and of the Council of 27 April 2016 on the protection of natural persons with regard to the processing of personal data and on the free movement of such data, and repealing Directive 95/46/EC, OJ L 119, 4.5.2016, p. 1–88 (General Data Protection Regulation, “GDPR”)
] 

It aims to provide pregnant women with simple advice for controlling prenatal exposure to mercury and to support policy decisions at European level. 
The major goals of this study are:
· to understand the current levels of pregnant women’s exposure to mercury in five coastal European countries with high fish consumption - Cyprus, Greece, Iceland, Portugal and Spain; 
· to develop simple dietary advice, which women can use to control this exposure while ensuring they get the nutritional benefits of eating fish;
· to assess the effectiveness of the developed advice;
· to raise public awareness on exposure to chemicals.  

Why am I asked to take part?
We are inviting women who live in Cyprus, Greece, Spain, Portugal and Iceland and are in the first trimester of pregnancy to participate. Pregnancy is a particular significant period concerning exposure to mercury since on the one hand this metal can affect the neurodevelopment of the fetus, and on the other hand the nutrients in fish are important for good health and for the proper development of the fetus. However, the benefits of fish consumption should be taken into account and well as the fact that the risk of high mercury intake can be controlled if you select specific fish species. Therefore, it is important that you understand that you do not have to stop eating fish, only select the best species.  


How will the study be carried out?
This study started in October of 2020 and will be completed in December of 2021. It will include a total of 650 participants from the five participating European countries and 130 of them will come from [specify your country]. 
Each participant will provide a few strands of hair (from the back of the head, near the scalp, in a way which will not  disrupt their hairstyle) during the first trimester of pregnancy and soon after giving birth. Each participant will also complete a questionnaire about her lifestyle and her diet, with special focus on fish consumption. We will analyze this information to assess their exposure to mercury, in association with their lifestyle, with special focus on diet.  

What do I have to do if I agree to take part? 
Please inform your health-care provider about your decision to participate by completing and returning the enclosed/online green reply card (“I want to participate”) within [specify number] days from its receipt [specify how and to who]. 
We will then check if you meet the following eligibility requirements:  
•	Living in [country] over the last 3 years;
•	Being 18-45 years old;
•	Not facing any medical conditions (i.e. be in good health);
•	Pregnant with a single child;
•	In the first trimester of your pregnacy;
•	Willing to provide a small hair sample and to complete the study’s questionnaires  during the two phases of the study (a. during the first trimester of your pregnancy and b. after giving birth)
We will also check if the maximum number of participants in [specify country] hasn’t been reached. We aim for 130 individuals in each of the five participating countries.
You will be notified if you do not fulfill the eligibility requirements or the maximum participation limit of this study has been reached. 
If your participation is confirmed, we will contact you to agree on a suitable date for your appointment with our research team at [adapt according to your study plan, e.g. OPTION A:  our Examination Centre, [specify location / street address] and your travel costs will be covered by us / OPTION B: your home]. 
Prior to the appointment, you will receive a reminder (pre-visit) letter/sms/phone call. You can indicate your preferred way to receive this reminder on your reply card.
To confirm your willingness to participate in the study, you will have to complete and sign the enclosed consent form in duplicate before or at the beginning of your appointment. You can ask any questions you wish and you can take the time you need to clarify any concerns prior to signing. You will keep one copy of the consent form for your records and we will keep the other for our records. 

What if I don’t want to participate?
Adjust the following text according to your study plan. The suggested option is to ask those who do not wish to participate in the study to answer a short non-responder questionnaire anonymously by using an ANONYMOUS orange reply card, which includes a non-responder questionnaire (i.e. no GDPR requirements). You may use a different approach, if you find it more appropriate. 
It’s entirely your choice and it will not affect your health care in any way. 
If nonetheless, you are willing to answer a few optional questions completely anonymously, you can help us to understand how the people who choose not to take part in the study compare to the people who want to take part, which can help us to improve future studies. Just complete the enclosed / digital orange reply card and return it to your [health care provider / gynecologist / general practitioner / dietician].  

How do I prepare for the visit? 
No special preparation is necessary. 

What will happen during our appointment?
[Adapt the text as appropriate for your study, e.g. Option A: On arrival at the Examination Centre a member of our team will be available to answer any questions you may have / Option B: A member of our research team will visit you at home]. You will have time to ask any questions you may have and receive answers.  
If you have not already completed and signed a consent form prior to the appointment, you must do so at this point. 
The researcher / Your doctor has received special training and will take your hair sample. You will then be asked to complete a questionnaire, which will help us interpret your personal exposure to mercury and any associations with your lifestyle and particularly your diet. [The women can complete the questionnaire on their own or during a tele-interview with the research team, for COVID-19 precautions].
The visit will last no longer than [specify number] minutes. Include if applicable, e.g. if the appointment takes place in an examination center: You will be given a fixed payment to cover your travel expenses.

What will happen to my samples, data and results?
[The Principal Investigator of the study must ensure compliance with all European/national legal and ethical requirements. Adapt the template as necessary].
Your samples and data will be used only according to your informed consent and in a way that protects your privacy according to the European regulation GDPR1 and national requirements. The released results of the study will not identify you in any way.
A code will be assigned to you by [adjust if necessary, the study coordinator], who will then remove all personal identifiable information to protect your privacy and make it impossible to trace your data or samples back to you. 
A small amount of your coded hair sample will be transferred to a specialized laboratory in Spain (and / or Slovenia) for analysis of your exposure to mercury. A small amount of your coded hair sample will then be stored at [specify place and length of storage] for possible use in future ethically approved studies for the investigation of factors contributing to the susceptibility of mercury exposure. 
Coded data collected from you and other participants will be stored and used for research purposes and may be combined with other data from different sources. The sharing of data will be facilitated through dedicated data infrastructures and/or Information systems (such as IPCHEM, which is the European Commission Information platform for Chemical Monitoring[footnoteRef:2]). [2:  https://ipchem.jrc.ec.europa.eu] 

[bookmark: _Hlk511770823][bookmark: _Hlk516471751]The overall results of the study will be provided to national and European authorities to support policy actions related to chemical management for public health protection. They will also be disseminated to other stakeholders, including the general public, scientists and other interested parties.

How can I learn about the results of the study?
Unless you expressed a wish on your certificate of informed consent not to receive your personal results, you will be notified when your results are ready, around December of 2021, by [specify name of person, e.g. study coordinator]. Your personal report will include the levels of mercury in your hair samples. In the event that high levels of chemicals are detected, you will be advised to review your results with your family / personal doctor/ general practitioner. 
You will also be informed about the collective results of the study. These will be published as a study report and will be publicly available at [specify correct website, e.g. https://www.hbm4eu.eu/ or national study website]. 

How will my privacy be protected?
[It is advised that a written procedure for the protection of personal data is in place at the legal entity carrying out the study and that it is in compliance with the GCPR requirements].
Your privacy is protected by complying with the requirements of the European General Data Protection Regulation [and specify relevant national legislation, if applicable]. The [specify name of legal entity] is responsible for the protection of your data against loss, unauthorized access /use, modification / disclosure or other misuse. The Data Controller is [specify (name, function, e.g. study coordinator or Director of legal entity)]. 
[bookmark: _Hlk31283852]Our Data Protection Officer is at your disposal for questions or concerns related to data protection and may be reached at the following contact information: [specify (name and contact information of the Data Protection Officer of the legal entity)].
All data processing will be done in such a way, that it will no longer be possible to attribute your data to you without the use of additional information. Your name will be replaced by a code. Information which identifies you (name, contact details) will be kept separately and under protective measures. All electronic and paper records will be protected from unauthorized access of your private information. Published reports of the study will not contain information that can be traced back to you. Third parties will not have access to your personal results, unless you consent to.

Why do you need my written consent?
Your written consent confirms that you volunteer to take part in the study after understanding what is required from you and what your rights are. You have the right to withdraw your participation without any consequence at any point and the right to choose if you want to receive your individual results or not. You will also confirm that we can contact you in the future to tell you about your personal results or for historical, statistical or scientific purposes. A copy of the Certificate of Informed Consent, which you will be asked to complete and sign before taking part in the study, is attached to this leaflet and you can keep it for future reference.

How will I benefit if I participate?
· You can learn about mercury, its possible effect on health and ways to avoid exposure.
· You will have the right to receive your personal results (if you wish) [by law any new high incidence of chemical levels should be reported], which you may subsequently further examine with your doctor. 
· You and all citizens in [specify country] and in Europe will benefit from the collective results of the study, which will be used to: [adapt as appropriate, e.g. 
· understand the current level of prenatal exposure to mercury in Europe and [your country] and the factors contributing to it;
· to evaluated if existing regulations adequately protect people or if further policy actions are needed;
· to provide simple dietary advice to health-care providers of pregnant women and to the women themselves, so as to control exposure to mercury while ensuring the health benefits of consuming fish;
· to raise the awareness on exposure to chemicals at societal level.
· [Describe any other incentives, if applicable]


Are there any risks if I join the HBM4EU study?
There are no risks involved in your participation. To avoid any possible risk due to the COVID-19 pandemic, the sampling of the few hair strands you will provide, will be collected taking all the necessary precautions . The sampling will not affect your hair style.
You can choose to complete the study questionnaires from the comfort of your home, either on your own or by being interviewed by a trained fieldworker over the phone or in a teleconference. 
[If applicable – most likely not needed: Study participants will be covered by insurance for any adverse events relevant to their participation, without any charge to them].

Are there any costs to me?  
No, the study will be conducted at no cost to you. Participation is voluntary. [If applicable: Travel and out of pocket expenses can be claimed back through [specify reimbursement procedure].

What if I have any concerns or complaints while I’m taking part in the study?
Your wellbeing is our foremost priority and we will take all necessary precautions to ensure your comfort and safety. If you have any concerns during your appointment, please discuss them with our research team or at any time by contacting the study leader [Title, Name, Tel No., Email address]. You have the right to opt out of the study at any time and for any reason (without the need to disclose it). In the unlikely event that you want to file a complaint about the study, you may do so by contacting [Title, Name, Tel No., Email address], who is not formally connected to the study and serves as an independent overseer of its implementation.

What happens if I say yes, but I change my mind later? 
You are free to withdraw from the study at any time, without any consequences by [sending an e-mail to / calling specify the name, and email and/or phone number of the responsible person]. We will ask you to confirm your wishes by signing the attached withdrawal form. On this form you can indicate one of the following options:
· “No further contact but my samples and data can be used”. 
We will no longer contact you, but have your permission to retain and use information and samples that you have already provided.
· “No further contact and my samples and data cannot be used”. 
We will no longer contact you and will destroy your samples and data, unless they have been completely anonymized and we cannot trace them back to you. For the integrity of the study and in the interest of public health, we will retain your coded data in analyses that have already been completed. We will retain your signed consent and withdrawal forms as a record of your wishes and for audit purposes. 
You can request a copy of these forms from us using the contact details provided below.

Who do I contact if I have any questions or would like further information about the study?
You can contact [title, name, function, phone number, email] or visit the websites [website of the specific study] and https://www.hbm4eu.eu/].
  
Thank you for your time and consideration!
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