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Executive Summary 

The main objective of this deliverable (D7.5 Ethical guidelines, including informed consent 

procedures) is to provide an ethics assessment overview of all activities within the pilots and 

other relevant outputs of the project. This deliverable provides: 

• an overview of the ethics related aspects of the EDIAQI project, 

• assessment of the involvement of human (clinical) studies, 

• assessment of the involvement of in vivo and in vitro studies, 

• relevant guidelines for informed consent procedures, 

• appointment of an independent ethical and legal expert within an External Advisory 

Board with members in the fields of research, including ethics related issues. 

The EDIAQI consortium concludes that all pilot project activities, including the preclinical, 

clinical and human biomonitoring studies will be conducted according to all relevant ethics 

guidelines and professional codes of conduct. All the study protocols for the different 

cohorts and respective approvals from the ethical committees have been submitted as part 

of deliverables 2.7 Clinical Study Submission Package and 2.8 Clinical Studies Submission 

Package. They are therefore not included in this deliverable. 
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1. Ethics related aspects of the EDIAQI project 

The EDIAQI project aim is to improve indoor air quality (IAQ) guidelines and awareness 

based on scientific evidence. One of the main objectives of the EDIAQI project is to assess 

the levels and sources of exposure to indoor air pollution (IAP) and its effects on human 

health using a multidisciplinary approach. This will be done using several pilots and 

measurement and awareness campaigns, clinical and human biomonitoring studies (data 

from past and new prospective clinical cohorts), as well as in vitro and in vivo studies (in 

model cells and animals), focusing on the effects of IAP exposure on human health, primarily 

on vulnerable and at risk-populations - children and patients with chronic respiratory 

conditions such as asthma. 

1.1 Ethics related principles of the EDIAQI project 

Following the Regulation (EU) No 1291/2013 of the European Parliament and of the Council 

of 11th of December 2013 establishing Horizon 2020 - the Framework Programme for 

Research and Innovation (2014-2020) and repealing Decision No 1982/2006/EC Text with 

EEA relevance, the EDIAQI project research and consortium will always comply with relevant 

ethical principles and national, Union and international legislation on ethics related matters. 

All members of the EDIAQI consortium have well established and long-lasting extensive 

experience and expertise in carrying our research activities in accordance with principles of 

good clinical, laboratory and data management practices. 

The EDIAQI consortium will adhere to all relevant fundamental research and ethical 

principles, including: i) research integrity, ii) using state-of-the-art and standardized 

methodology and research procedures (including research reproducibility), iii) data 

availability (open access and using open data repositories, when applicable), iv) 

collaborative work, v) professional codes of conduct, vi) data management, storage and 

protection, vii) health and safety measures. 

To ensure this, a project specific External Advisory Board (EAB) will be appointed, with 

members being experts in the fields of research, including (bio)ethics related issues. 
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2. Clinical and human biomonitoring studies 

The EDIAQI research will involve both past and existing (retrospective) cohorts and new and 

prospective cohorts. The retrospective cohort data will be analysed on associations and 

non-linear relationship by means of machine learning (within work package 5, WP5), while 

the prospective cohorts will encompass further procedures (including participant 

recruitment), measurements and analyses (within WP5, tasks T5.2 and 5.3) and association 

to IAQ. 

Human studies in Croatia (SCH, IMROH) and Denmark (RegionH) will be conducted and 

regulated according to all relevant international and national ethical legislative.  

Each institution included in participant recruitment, human material sampling and analysis 

will seek an approval from relevant authorities (Ethics committees), before the start of the 

any clinical study related activities, elaborating recruitment strategy, inclusion/exclusion 

criteria, number of participants, informed consent, questionnaire and other patient related 

documentation design, sample storage and handling and data management. Additionally, 

EDIAQI partners will report to the EAB.  

The EDIAQI project will aim at conducting the clinical studies according to all relevant 

national, European and international laws and ethical rules in research, including: 

• The Nuremberg Code (1946) addressing volunteer consent and proper acting. 

• The Revised Declaration of Helsinki in its last version of 2013 (Ethical Principles for 

Medical Research Involving Human Subjects). 

• The "Convention on Human Rights and Biomedicine" (Council of Europe, 1997) and 

the additional protocol on the prohibition of cloning human beings (1998); its 

additional protocol on biomedical research (2005). 

• Recommendation CM/Rec (2016)6 on research on biological materials of human 

origin adopted by the Committee of Ministers of the Council of Europe. 

• Regulation (EU) 2016/679 of the European Parliament and of the Council on the 

protection of natural persons regarding the processing of personal data and on the 

free movement of such data. 
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• Code of practice on secondary use of medical data in scientific research projects, 

2014. 

• UN Convention on the Rights of the Child (1990). 

• Opinions of the European Group on Ethics in Science and New Technologies 

(Commission Decision (2021/156)-  

• The Royal Decree establishing basic requirements for the authorisation and 

functioning of biobanks with biomedical research purpose and for the processing of 

human samples and regulating the functioning and organisation of the National 

Register of Biobanks for Biomedical Research (1716/2011). 

2.1 Retrospective clinical cohorts 

EDIAQI plans to utilize data from 3 retrospective (FP7 ATOPICA, COPSAC2000 and 

COPSAC2010 mother-child cohort) and 2 new and prospective cohorts (SCH2021 and Severe 

childhood asthma). These clinical studies have already been approved by the relevant Ethics 

committees. These approvals have been included in the deliverable 2.8 Clinical Studies 

Submission Package.  

2.2 Prospective clinical cohorts 

The EDIAQI project plans to utilize 2 prospective cohorts - a new SCH2021 cohort (Croatia, 

partner SCH) and the Severe childhood asthma (Denmark, partner RegionH).  The Severe 

childhood asthma cohort is an ongoing cohort with an existing ethics approval. The SCH2021 

cohort applied for approval from the local Ethics committee and the study was approved on 

1st February 2023. These approvals have also been included in the deliverable 2.8 Clinical 

Studies Submission Package. 

Both prospective cohorts are non-interventional. 

2.2.1 Participant recruitment 

For the SCH2021 cohort, participants (children aged 6-18 years) will be recruited from the 

outpatient clinic at the Srebrnjak Children`s Hospital in Zagreb, Croatia, which is the national 

Referral Centre of the Croatian Ministry of Health for Clinical Allergy in children to an 

observational case-control type of study. Following an expert (physician, experienced 
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allergy/pulmonology specialist) confirmed diagnosis of asthma for at least 1 year prior to 

recruitment as well as being on a stable dose of anti-inflammatory treatment for at least a 

month, and after obtaining an informed consent from the children`s legal guardians and 

children themselves (according to local legislation), participants will undergo a standard 

battery of diagnostic tests, examinations and procedures as a part of their individual asthma 

management plan. Additional inclusion criteria involve proven sensitization to at least one 

inhaled allergen. 

Exclusion criteria include: known inborn or perinatal pulmonary disease, pulmonary 

malformation, oxygen therapy after birth with a duration of more than 24 h, ventilator 

support or mechanical ventilation after birth, diagnosis of cystic fibrosis, primary ciliary 

dyskinesia, heart failure diagnosed after birth affecting pulmonary circulation, major 

respiratory diseases such as interstitial lung disease, acute respiratory infection at 

recruitment, use of systemic corticosteroids, recent asthma-related visit to the emergency 

department (in the past three weeks) and coexistence of other serious chronic illness. 

Moreover, children will be excluded from study visits and biomaterial collection in the case 

of a fever of at least 38.5 °C during the last two weeks prior to the planned visit.  

Additionally, a subset of control participants (non-asthmatic), age and gender matched to 

the case subjects, will be recruited by SCH and its other outpatient clinics and through the 

project campaigns vial local media, social networks, public lectures, promotional materials 

etc. 

The sample size was assessed at 200 (when accounting for 5-10% drop-out rate), to reach an 

adequate level of significance in the results of the toxicological studies by a power analysis. 

This study will also involve clinical follow-up visits (approximately every 3-6 months, 

according to Global Initiative for Asthma- GINA guidelines). As a part of this research, certain 

biological samples (including peripheral blood samples - at baseline and at the end of the 

study; buccal cell swabs, induced sputum and exhaled breath condensate - at baseline) will 

be collected both at baseline and follow-up visits, aiming at using biological samples left 

over from routine diagnostics whenever possible, using minimally invasive methods at all 

times and minimizing discomfort for the participants and their legal guardians as much as 

possible. 
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For the Severe childhood asthma cohort (RegionH), the primary objectives are a 

standardized cross-sectional examination of the children, collection of bio-samples from 

multiple compartments, and perform assessments and bio-sampling during acute 

exacerbations. The aim within this project is to identify the underlying disease mechanisms 

driving severe uncontrolled asthma. This will be done by combining data from detailed 

clinical phenotyping with multi-omics data including genomics, metabolomics, the 

microbiome, and immunological profiles of the children. The secondary objective included 

in the EDIAQI project is re-use of the same data alongside indoor air pollution data in 

children’s home to analyse the association to asthma and wheezing. 

The Severe childhood asthma cohort consists of up to 300 children aged 6-16 years with 

severe asthma requiring recurrent hospitalization and 150 healthy controls additionally will 

be recruited. The study will involve school aged participants with asthma (6- 16 yrs) as well 

as matching control subjects with a signed informed consent, i.e. those who have agreed to 

participate 

in a clinical study and meet the criteria for inclusion. Criteria for inclusion will be assessed by 

an experienced paediatric allergy/pulmonology specialist physician. The children will be 

enrolled in the study after their legal guardians have read, agreed to, and signed the 

informed consent form. The subjects will be assessed for inclusion and exclusion criteria on 

the first study visit (at the respective clinic) after signing the informed consent. Additional 

inclusion criteria include: a verified asthma diagnose and treatment with either high dose 

inhaled corticosteroids or systemic treatment with oral corticosteroids OR a previously 

established severe asthma diagnose requiring treatment.  

For healthy controls inclusion criteria include: willingness to participate and age matching 

the affected participants.  

Exclusion criteria include: known inborn or perinatal pulmonary disease; pulmonary 

malformation; oxygen therapy after birth with a duration of more than 24 h; ventilator 

support or mechanical ventilation after birth; diagnosis of cystic fibrosis; primary ciliary 

dyskinesia; heart failure diagnosed after birth affecting pulmonary circulation; major 

respiratory diseases such as e.g. interstitial lung disease, acute respiratory infection at 

recruitment, use of systemic corticosteroids, recent asthma-related visit to emergency 
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department (in the past three weeks) and coexistence of other serious chronic illness. 

Moreover, children will be excluded from study visits and biomaterial collection in the case 

of fever of at least 38.5 °C during the last two weeks prior to the planned visit. 

The sample size was assessed at up to 300 children with asthma requiring recurrent 

hospitalization. This number is required to reach an adequate level of significance in the 

results of the toxicological studies and was calculated by Sample Size Calculator, which 

presented as a public service of the Creative Research Systems survey software. 
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3. In vitro studies 

The in vitro studies proposed within WP5 of the EDIAQI research for the evaluation of 

cytotoxic and genotoxic effects of IAP and their mixtures will involve commercially available, 

immortalized cell lines already routinely in use at NIB and IMROH. More specifically, HepG2 

cell line (ID ATCC® HB-8065™) and A549 cell line (ID CCL-185™) both obtained from 

American Type Culture Collection and/or peripheral blood cells from donors for which 

IMROH has ethical permission. These studies will include informed consent signed by blood 

donors and will be done in accordance with Declaration of Helsinki. 

As these cell lines are commercially available, this part of the project does not raise any 

ethical issues. These cell lines are not genetically modified and are classified as Biosafety 

Level I. They will be accordingly used in cell culture facilities authorized to use Class-1 

biological materials, including standardized disposal procedures required for risk-I level 

laboratories.  

Both partners (NIB and IMROH) involved in in vitro studies have a long-standing expertise in 

working with cell culture, and have all the necessary equipment, personnel, know-how and 

certificates for these types of studies. NIB holds the quality management standard ISO 

9001:2000. The Department for Genetic Toxicology and Cancer Biology (GEN) at NIB has a 

certificate for mutagenicity testing in accordance with the OECD Principles of Good 

Laboratory Practice. 
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4. In vivo studies 

In vivo studies will be carried out within the scope of the Zagreb pilot and WP5 at IMROH. 

All in vivo experiments will be approved by the relevant Ethics Committees at national level 

prior to the start (the Ethics Committee at IMROH and The Croatian Ministry of Agriculture – 

Veterinary and Food Safety Directorate), ensuring they will be done in accordance with the 

3R guidelines of replacement, reduction and refinement.  

The experiments with mammalian species will include Wistar Han strain rats (lat. Rattus 

norvegicus; HsdBrlHan), an ideal general multipurpose model for studying compound safety, 

which will be purchased from the breeding colony at IMROH. Animals will be bred and 

maintained according to the Directive 2010/63/EU. The research team and facilities at 

IMROH have a long-standing experience in working with animal models and they have all 

relevant permits and certificates required for in vivo studies.   
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5. Guidelines for informed consent procedures 

The EDIAQI consortium recognizes that children represent a vulnerable population in 

research and clinical studies. However, since they are a vulnerable population, the health 

risks of IAP are likely to be far more pronounced in children than in adults. Moreover, since 

EDIAQI believes that exposure to IAP may act in a cumulative manner over a longer period, 

the involvement of paediatric participants is necessary.  

Adequate measures will be undertaken to minimize the risks and discomfort for children 

and their legal guardians. Their legal guardians and the children themselves (if older than 12 

years of age) will receive a full verbal and written explanation about the intent, significance, 

implications, and risks of the EDIAQI project. Their agreement to participate in the study is 

mandatory. Children >12 years have the right to abandon the study even if their legal 

guardians had previously agreed to join the study. They will also be informed that their 

participation is voluntary, anonymous, and that they have rights to revoke their consent at 

any point without any additional explanations. 

General procedures that will be included in the research protocol to safeguard the privacy 

of participants: 

• Written and verbal informed consents will include how participants’ data is treated 

and stored, the research purpose, a data protection officer (DPO) at each institution, 

and their rights and requirements during the study. 

• Pseudo-anonymization will be implemented for all material obtained in the 

framework of the project. The master key file linking the centre’s study numbers 

with personal identifiers will be maintained in a password protected file with limited 

access. 

• All files containing personal data will be stored in password-locked files. Access to 

these files will be limited to authorized project personnel. 

• Only researchers linked to specific project tasks (clinical study and IAQ 

measurements in households) will have access to personal data. 

• Personal data will not be transferred, except in the cases considered by law. 
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• Reported study results will pertain to analyses of aggregate data. No individual’s 

name will be associated with any published or unpublished report of this study. 

• All project personnel will be trained in the importance of confidentiality of individual 

records and required to sign a confidentiality agreement. 

• Incidental findings policies- all incidental data, especially that related to the 

participants` health and wellbeing will be discussed with the participants themselves 

(according to age) and their legal guardians, and the decision of recording or not of 

incidental findings will be made according to the participants’ and their 

parents’/caregivers’ wishes. 

The informed consent document contains the following information:  

• Overview of the informed consent form: This section informs the participant what 

the research is about, who will conduct it, where it will take place, and what the 

consent form entails. It also expresses that participation in the research is voluntary 

and can be terminated by the participant at any time. 

• Description and objectives of the research: the objectives are to determine: i) 

whether there is an association between indoor air pollution and clinical analyses 

(inflammation, expression profiles) and damage to the subject's genome; ii) whether 

there is an association between indoor air pollution space and outdoor air pollution; 

iii) whether there is an association between indoor air pollution and chemical 

analysis and microbiological characterization of household dust.  The informed 

consent form further states that the samples may also be used for additional 

methods (not mentioned above) and are in accordance with the research objectives 

of the EDIAQI project. The expected results could contribute significantly to 

understanding of how air quality affects the risk of disease occurrence and 

manifestations in children. 

• Role of the child as participant and parent/guardian in the research: the 

participants are children. Participation in the study requires collection of blood, 

exhalation, sputum, and buccal mucosa swabs. Whole blood will be collected by 

venepuncture by highly trained personnel to minimise risks and discomfort (risks and 

discomfort are described in the informed consent form), and the remaining methods 
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of sample collection will be minimally invasive. Participants and their legal guardians 

will be asked to complete questionnaires that provide information on basic 

anthropometric and medical information about the participants, as well as data on 

socioeconomic status and exposure relevant to this research. Completion of the 

questionnaires and sampling will occur twice (at the beginning and end of the study, 

after 24 months). After the analysis is conducted, there is a possibility that IMROH 

staff, in consultation with the participants, will install measuring devices in their 

households (mainly pumps and sensors) to monitor air quality and dust levels. These 

devices are used to measure the content of particles, gases, dust compounds, 

microplastics and radon. They are silent, energy friendly, and have no harmful 

effects on the participants and their families. The estimated duration of the sampling 

is 3 to 7 days and 3 months for radon. All personal data and analysis of results will be 

protected and coded and only project collaborators will have access to them. The 

measurements will be performed by employees of the Unit for environmental 

hygiene at IMROH.  

• The advantages and benefits of participation for the child and legal guardians: the 

participants will receive information about the clinical and other procedures and 

analyses within the scope of the EDIAQI research for their child and, if that part of 

the research will be carried out at their homes, detailed information about the air 

quality of the participant’s households. This research will generate new knowledge 

that may contribute to the understanding of the risk of air pollution to the paediatric 

population and the development of diseases such as asthma.  

• The possible risks of participating in the research: the study team does not 

anticipate that the participants will be exposed to increased health or safety risks 

within the scope of this research. Blood will be drawn in from the cubital vein under 

sterile conditions and in volumes required for standard tests (a maximum of 12,5 mL 

at a single timepoint, twice during the study). Other procedures are non-invasive and 

cause minimal discomfort to participants and their legal guardians. 

• Obligation to participate in the research: participants decide completely freely and 

independently whether or not to participate in this research. Participants have the 
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right to withdraw from the research voluntarily and at any time, without giving any 

reason, without any consequences for them or their family. If a participant decides 

to stop participating in the research, they will be asked to inform the study principal 

investigator. 

• Confidentiality and right of inspection of documentation: all personal data will be 

stored and processed in electronic form, and the research manager and their 

associates are obliged to fully comply with the prescribed procedures for the 

protection of personal data. The participant will be entered into the study databases 

using a special code. The coded medical documentation will be reviewed only by the 

work package leader and his/her colleagues. Names or other personal information 

will never be disclosed to third parties. 

• What will the data in the scientific research be used for: the data obtained in this 

scientific research may be useful in clinical practice and for the purpose of further 

scientific knowledge. Therefore, it is expected that these data will be published in 

appropriate scientific journals and other publications. Thereby, the identity of the 

participant will remain completely anonymous and protected. 

• Who organises and funds this research? this research is carried out as part of the 

European project EDIAQI - Evidence Driven Indoor Air Quality Improvement Horizon 

Europe (8 million EUR), and was organized as part of the work packages WP3 

Identification and characterization of indoor air pollution) and WP5 (Population, 

health effects and toxicology). 

• Who approved this research? this research has been approved by the Ethics 

Committee of the Institute for Medical Research and Occupational Medicine and the 

Srebrnjak Children's Hospital after thorough review of the submitted research 

proposal and supporting documentation. The research will be conducted in 

accordance with all applicable guidelines, whose goal is to ensure the proper 

conduct of the research and the safety of the subjects participating in it, including 

the "Fundamentals of Good Clinical Practice" and the "Declaration of Helsinki". 

• Contact information: if the participants need any additional information or have 

enquiries, they can contact:  Ph.D. Goran Gajski, B.Sc. in Biol, Mutagenesis Unit, 
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Institute for Medical Research and Occupational Medicine, Ksaverska cesta 2, 10000 

Zagreb, Phone number: +38514682500, Email: ggajski@imi.hr 

Lead of SCH2021: prof. Mirjana Turkalj, PhD, MD, Department for Allergy and 

Pulmonology, Srebrnjak Children`s Hospital, Srebrnjak 100, 10000 Zagreb, Phone 

number: +38516391178. 

• Information about written consent: In the context of the Croatian pilot, a copy of 

the signed document can be issued upon your request. The original of the document 

will be kept and stored by the study principal investigators. 

To ensure understanding, the documentation will be made available to participants in 

Croatian and in easy-to-understand language. Participants and their legal guardians will be 

able to ask any questions about their involvement in the study, either in person or in 

writing, and it will be made clear that their participation in the study is completely on a 

voluntary basis and that they may withdraw their consent to participate at any time, 

without affecting their legal rights and medical care. The full informed consent documents 

and information sheets (in Croatian and English translations) can be found in Annexes 1-10.   

According to national (Croatian) legislation participants will be required to sign a separate 

informed consent form for children aged 12 years and older and an additional informed 

consent form for genetic analyses for their legal guardians, after being informed in writing 

and in person to their satisfaction. This means that participants and their legal guardians will 

have the right not to consent to the part of the research involving genetic analysis. 

Moreover, participants aged 12 years and older have the option to withhold consent to 

participate in the study even if their legal guardians agree to it, but they will not be able to 

participate in the study if they wish to do so, but their legal guardians do not wish so and do 

not sign the informed consent form. 

As for the other pilots (Estonian pilot, Ferrara pilot and filtration pilot) and campaigns 

(Evaluation of low cost sensors, Measurement Campaign Sevilla, 

Measurement Campaign Vilnius), no informed consent procedures will be involved as these 

do not involve human participants in any way, thus won`t require the application of ethical 

principles that guarantee the rights of research subjects, the protection of their rights and 

welfare, health risks, discrimination, justice and other. The pilots and campaigns will take 
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place in public (municipal) or private buildings and facilities (project partners` facilities) and 

adequate permits will be obtained by local authorities. Any data collected during the pilots 

and campaigns will be stored securely and no personal information will be collected or 

visible.  
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6. Appointment of an independent ethical and legal expert within an 

External Advisory Board 

As a part of the Scientific and Technical Committee (STC) the EDIAQI project has appointed a 

Chief Officer Ethics and Health (COEH) whose role is to ensure that the project progress and 

activities are in accordance with the objectives outlined in the work plan and executed 

according to all relevant national and international legislation, and ethical rules and 

guidelines. COEH for EDIAQI is Goran Gajski, PhD, BSc in Biol. Goran Gajski is a Senior 

Scientific Associate at IMROH in the field of genetic and environmental toxicology with 

special emphasis in human biomonitoring and has more than 15 years of experience in the 

field. He is a full member of the Croatian Toxicological Society and the Croatian Genetic 

Society as well as EUROTOX and EEMGS, and a Chair of the International Comet Assay 

Working Group (ICAWG). To date, he has published more than 100 research papers and 

book chapters mainly covering genetic and environmental toxicology issues, with more than 

3000 citations and an h-index of 30 (Google scholar). He has been involved in several 

national and international projects and collaborations as principal investigator, work 

package leader or team member. 

Additionally, a project specific External Advisory Board (EAB) is appointed, with members 

being experts in the fields of research as well as (bio)ethic issues. EAB meetings will be 

organised annually (at EDIAQI progress meetings).  

Within the EAB, an independent ethics and legal expert is appointed to monitor the respect 

and adherence to main ethical principles by the EDIAQI consortium. This independent 

expert is prof. Adnan Čustović, MD, PhD, FRCP. Prof. Čustović leads the Paediatric Allergy 

Group within the Centre for Paediatrics and Child Health at Imperial College London and is 

Honorary Consultant in Paediatric Allergy at St. Mary’s Hospital and Royal Brompton 

Hospital. He is the Director of the Imperial College London/Imperial College Healthcare Trust 

Allergy Centre, one of the World Allergy Organization (WAO) Centres of Excellence. His 

research focuses on the origins and natural history of asthma and allergy throughout life, 

with an emphasis on prevention and translation for patient benefit. His research findings are 

of great practical significance and have influenced and changed national and international 
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guidelines on asthma prevention and management. His studies on food allergy have 

substantially impacted clinical practice. His discovery that the IgE-response to the peanut 

allergen Arah2 is much more predictive of true peanut allergy than standard tests using 

whole allergen extract marked the start of the component-resolved diagnostics as the new 

gold standard in clinical practice. 

Prof Čustović pioneered the use of data-driven methodologies in the analysis of complex 

data, including the first use of machine learning in respiratory medicine/allergy. To gain 

more from birth cohorts across the UK, he led a multidisciplinary MRC-funded STELAR 

consortium, combining the world-leading expertise in birth cohorts with statistical machine 

learning and health informatics. This effort enabled the discovery of latent subtypes of 

childhood asthma, allergies, and developmental patterns of lung function from pre-school 

age to early adulthood. He currently leads MRC UNICORN programme, which integrates 

birth cohorts with patient cohorts and randomised controlled trials for joint analyses, 

offering opportunity for a step change in understanding mechanisms underlying different 

asthma endotypes. 

In 2020, prof Čustović was elected to the Fellowship of the UK Academy of Medical Sciences. 

In 2019, he was awarded membership in the Academy of Sciences and Arts of Bosnia and 

Herzegovina (ANUBiH). In 2015, he received the highly prestigious European Respiratory 

Society Gold Medal in Asthma, which is awarded to a researcher who has made an 

outstanding contribution to the field of asthma research. In 2013, he received the BSACI 

William Frankland Medal for outstanding contributions to clinical allergy research in the UK. 

He is an Associate Editor of the American Journal of Respiratory and Critical Care Medicine 

and a member of the International Advisory Board of the Lancet Child and Adolescent 

Health. He has served as a Secretary of the British Society of Allergy and Clinical 

Immunology for two terms, and as President of Asthma section of the European Academy of 

Allergy and Clinical Immunology. He is a member of the UKRI Future Leaders Fellowships 

PRC and the MRC PSMB. 
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7. Annexes 

Annex 1 Information sheet - IMROH 
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Annex 2 Information Sheet - IMROH (English translation) 

Dear Sir/Madam, 

we invite you to participate in a scientific study whose main goal is to determine the 

connection between air pollution and biomarkers of exposure and effect in the juvenile 

population of Croatia. The project leader is Ph.D. Francesco Mureddu, while the head of the 

work package within which the research takes place is Ph.D. Goran Gajski. The research will 

be conducted at the Srebrnjak Children's Hospital under the supervision of prof. Ph.D. 

Mirjane Turkalj, at the Institute for Medical Research and Occupational Medicine and 

potentially in your home. Please read this Informed Consent for Research Participation 

carefully, which explains why the study is being conducted and what the possible risks and 

benefits might be for you and your child as a subject. If you do not understand any part of 

this Informed Consent, please contact the research investigator for clarification. 

Participation in the research is voluntary and can be terminated at any time. If you decide 

that you want to participate in this research, you will be asked to sign and date the Informed 

Consent. The informed consent is also signed by the researcher, and you can get a signed 

copy of the informed consent before the start of the research. The original of the Informed 

Consent remains with the researcher of this trial. 

DESCRIPTION AND OBJECTIVES OF THE RESEARCH 

The goals of this research are to determine: (i) whether there is a connection between 

indoor air pollution and clinical analyzes (inflammation, expression profiles) and damage to 

the examinee's genome (ii) whether there is a connection between indoor air pollution and 

outdoor air pollution and (iii) whether there is a connection between indoor air pollution 

with chemical analysis and microbiological characterization of house dust. The samples can 

also be used for additional methods that are not listed here and are in accordance with the 

research objectives. The expected results could significantly contribute to the understanding 

of how air quality affects the risk levels of disease occurrence in children. 

THE ROLE OF THE CHILD AS A PARTICIPANT AND PARENT/GUARDIAN IN THE RESEARCH 

In this research, the respondents are children. Collaborators from DB Srebrnjak will take 

samples of children's blood, exhalation, sputum and oral cavity cells. Blood will be drawn 

into containers provided for this from a vein in the arm under adequate conditions, and all 
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remaining methods are minimally invasive. Before taking the samples, the test subjects 

together with their parents will fill out questionnaires that provide insight into basic 

anthropometric and medical information about the test subjects, as well as data on socio-

economic status and exposure, which are relevant for this research. Filling in the 

questionnaire and sampling samples will be done twice (now and in about 2 years). After 

carrying out the analysis, there is a possibility that, in agreement with you, colleagues from 

IMI will install measuring devices (mainly pumps and sensors) in your home to monitor the 

air quality and vacuum the dust. These devices are used to measure the level of particles, 

gases, compounds from dust, microplastics and radon. They are not noisy, are energy-

friendly and have no harmful effects on the tenants. The estimated time of sample 

collection is 3 to 7 days and 3 months for radon once. All personal data and analysis results 

will be protected and coded, and only project collaborators will have access to them. 

Measurements will be made by employees of the Environmental Hygiene Unit, Ph.D. Silvije 

Davila and Marija Jelena Lovrić (and in case of force majeure, their replacement from the 

same unit). 

WHAT ARE THE POSSIBLE ADVANTAGES AND BENEFITS OF PARTICIPATION FOR YOU AND 

YOUR CHILD? 

By participating in this research, you will receive information about the clinical analyzes of 

your child and, if that part of the research will be conducted at your place, detailed 

information about the air quality in your home. At the same time, you provide us with new 

analyzes that will contribute to understanding the risk of air pollution on the minor 

population and the development of diseases such as asthma. The research will include many 

biomedical and cytogenetic biomarkers that will be associated with air pollution in Croatia, 

which have not been conducted at this level so far. 

WHAT ARE THE POSSIBLE RISKS OF PARTICIPATING IN RESEARCH FOR YOU? 

We do not expect that you will be exposed to increased health or safety risks in this 

research. Blood will be drawn into containers provided for this from a vein in the arm under 

sterile conditions and in volumes required for standard tests (maximum 12 mL). Other 

procedures are not invasive and do not affect your daily routine. 

DO YOU HAVE TO PARTICIPATE IN RESEARCH? 
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You will decide completely freely and independently whether you want to participate in this 

research or not. Your participation is voluntary, and you have the right to withdraw from the 

research at any time, without giving any reason, without any consequences. If you decide to 

discontinue your participation in the research, we kindly ask you to inform the research 

manager and his associates about this in time. 

CONFIDENTIALITY AND RIGHT OF INSPECTION OF DOCUMENTATION 

All personal data will be stored and processed in electronic form, and the research manager 

and his colleagues are obliged to fully comply with the prescribed procedures for the 

protection of personal data. You will be entered into our databases using a special code. 

Coded medical documentation will only be reviewed by the work package manager and his 

colleagues, and your names will never be revealed to third parties. 

WHAT WILL THE DATA OBTAINED IN THIS SCIENTIFIC RESEARCH BE USED FOR? 

The data obtained in this scientific research can be useful in clinical practice and for the 

purpose of further development and improvement of science. Therefore, it is expected that 

these data will be published in appropriate scientific journals and other publications. Your 

identity will remain completely anonymous and protected. 

WHO ORGANIZES AND FINANCES THIS RESEARCH? 

This research is carried out as part of the European EDIAQI - Evidence Driven Indoor Air 

Quality Improvement Horizon Europe project worth EUR 8 million and is organized as part of 

the work package (WP3) Identification and characterization of indoor air pollution and 

(WP5) Population, health effects and toxicology. 

WHO APPROVED THIS RESEARCH? 

This research was approved by the Ethics Committee of the Institute for Medical Research 

and Occupational Medicine and the Srebrnjak Children's Hospital after a thorough analysis 

of the submitted research proposal and accompanying documentation. The research is 

conducted in accordance with all applicable guidelines aimed at ensuring the proper 

conduct of the research and the safety of the persons participating in it, including the 

"Basics of Good Clinical Practice" and the "Declaration of Helsinki". 

WHO CAN YOU CONTACT FOR ADDITIONAL INFORMATION AND INQUIRIES? 
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If you need any additional information, or have additional questions, feel free to contact the 

following contact: 

Name and surname of the researcher: Ph.D. Goran Gajski, B.Sc. ing biol. 

Address: Mutagenesis Unit, Institute for Medical Research and Occupational Medicine, 

Ksaverska cesta 2, 10000 Zagreb 

Phone number: 01/4682500 

Email: ggajski@imi.hr 

Name and surname of the researcher: prof. Ph.D. Mirjana Turkalj, MD. 

Address: Children's Hospital Srebrnjak, 10000 Zagreb 

Phone number: 01/6391100 

ABOUT YOUR WRITTEN CONSENT TO PARTICIPATE IN THIS RESEARCH 

A copy of the signed document can be issued upon your request. The original copy of the 

document will be kept and kept by the research manager. 

Thank you for reading this document and considering the possibility of participating in this 

scientific research. 

This notice has been compiled in accordance with the provisions of the Act on Health Care 

of the Republic of Croatia (Official Gazette 121/03) and the Act on Patients' Rights of the 

Republic of Croatia (Official Gazette 169/04). 
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Annex 3 Information sheet for participants - SCH 
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Annex 4 Information sheet for participants - SCH (English translation) 

Annex 1: Notice for the participant 

Dear Sir or Madam, 

We invite you/your child as a subject to participate in a scientific study called EDIAQI 

"Evidence Driven Indoor Air Quality Improvement", the aim of which is to investigate and 

characterize the level of exposure to air pollution in indoor spaces and its impact on human 

health through development and clinical characteristics asthma, as well as specific subtypes 

of the disease, identifying new pathophysiological mechanisms involved in the development 

and progression of the disease. The research is carried out as part of a project funded by the 

European Union for research and innovation within the framework program Horizon 

Europe, Grant agreement ID: 101057497. The principal investigator is associate professor, 

Ph.D. Mirjana Turkalj, MD, and the projected duration of the project is from the 12th month 

of 2022 to the 12th month of 2026. The project is carried out in the Srebrnjak Children's 

Hospital, Zagreb. 

Your participation in the research should be based on a clear understanding of the goals of 

the research and the methods and procedures for its implementation, as well as the 

possible benefits or risks for you/your child as a subject. Therefore, we ask that, before 

deciding, you carefully read and study this notification, and if you come across any 

ambiguities or unfamiliar words and expressions in it, to ask about it the researchers and 

doctors participating in the research, who are obliged to you and ready to answer any 

Question. 

DESCRIPTION OF THE KEY PROBLEM AND HYPOTHESES OF THE RESEARCH 

Numerous studies have confirmed that poor air quality (air pollution) plays a significant role 

in the development of certain diseases, including asthma, especially in sensitive populations 

(children). Asthma is the most common chronic disease in children, and numerous 

epidemiological studies show a constant increase in the incidence of asthma, with an almost 

certain continuation of a similar trend in the future. Due to the complex and heterogeneous 

nature of the disease, there is still no cure for asthma, so therapy is primarily symptomatic. 

Medicines serve to alleviate current symptoms and control inflammatory processes 
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underlying the disease and prevent acute exacerbations. The effect of the therapy itself is 

extremely variable and largely depends on the individual characteristics of the patients. 

Despite a large amount of research on certain subtypes of asthma, knowledge about the 

causative agent and etiological factors is still insufficient, and therefore it is impossible to 

decide on the type of therapy on a personalized basis and to adequately monitor the control 

of the disease. Asthma represents a significant public health problem because, in addition to 

the direct costs of treatment, a significant part of funds is lost through the reduced quality 

of life of patients and their families (absences from work, school, reduced productivity, etc.). 

According to data from the European Environmental Agency (EEA), long-term exposure to 

air pollution is the cause of death in more than 400,000 cases per year in large European 

cities. Sensitive populations, such as children, are particularly susceptible to the risk of 

developing health problems caused by environmental factors. A modern way of life, 

especially due to major changes in it due to the recent COVID-19 pandemic, means that we 

spend almost 90% of our time indoors. Research has shown that indoor air quality is even 

worse than outdoor air quality, and additionally, guidelines and legislation for indoor air 

pollution exposure levels are significantly less regulated than those for outdoor air quality. 

Moreover, for certain pollutants, legal regulation is almost non-existent. Considering the 

above, it is certain that indoor air pollution has an equal, if not greater, impact on the 

development of certain diseases (including asthma) as outdoor air pollution. 

With this research, it is planned to achieve a better insight into the effect of poor indoor air 

quality on human health and the development of certain diseases, but also into the 

heterogeneity of all diseases that are categorized under the common term asthma and the 

pathophysiological mechanisms of certain subtypes of the disease. Furthermore, the 

implementation of research activities as part of this project will aim to enable better 

monitoring of progress, degree of asthma control and severity, and the therapeutic effect 

itself for the purpose of an improved and personalized approach to treatment that is not 

characterized by a focus on symptoms, but directly on the causes of the disease. 

Furthermore, the implementation of the results of this research will enable timely and 

precise diagnosis of the disease and its specific subtypes, as well as the potential recognition 

of predispositions for their development. The development of a personalized treatment 
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program can potentially improve diagnostic and therapeutic procedures in the process of 

treating asthma and certain subtypes of the disease. 

GOAL AND PURPOSE OF THE RESEARCH 

Applying the concept of translational medicine and combining vast expertise in paediatric 

allergology as a Reference Centre for Clinical Allergology in Children with the experience of 

other partners in the EDIAQI project, Srebrnjak Children's Hospital and partner institutions 

will investigate the extent of the impact of indoor air pollution. Such a translational 

multidisciplinary approach, which implies a close collaboration of clinical and basic 

researchers, will allow an individual approach to each patient and medical problem, and will 

potentially enable the optimization and personalization of therapeutic regimens for the 

direct benefit of target groups. 

The goal of this research is to gain a better insight into the effects of indoor air pollution on 

the development of asthma, severity of the disease, treatment outcomes and certain 

subtypes of the disease, by detailed profiling of patients with asthma. By combining clinical 

data with the results of various analyses (transcriptome, metabolome, microbiome, etc.), it 

is planned to investigate the heterogeneity and pathogenesis of specific subtypes of asthma 

and to identify new pathophysiological mechanisms involved in the development and 

progression of the disease. Also, the database collected through this research creates added 

value in terms of research and development of new methods of asthma treatment and 

prevention. 

YOUR ROLE AS A PARTICIPANT IN THE RESEARCH 

To provide a better insight into the complex nature of asthma and the connection between 

indoor air pollution and the development of asthma, especially certain 

subtypes/phenotypes of the disease, the staff of the Srebrnjak Children's Hospital will ask 

you/your child, during a routine clinical visit at the Hospital, to participate in this research. 

This research will respect all national, European and international laws and ethical rules in 

research. The research will include children of school age 6 to 14 years old, who are patients 

of the Srebrnjak Children's Hospital. If (after detailed information about the study) you 

agree to participate in the research, as part of a routine visit Hospitals and routine 

diagnostic procedures, relevant clinical data, data about your household to assess exposure 
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to indoor air pollution, demographic and other data will be collected. As part of this clinical 

visit and routine diagnostic workup, your child will undergo the usual diagnostic tests and 

procedures to establish a diagnosis of asthma, including: taking a personal and family 

history, pulmonary function tests, skin prick tests, routine laboratory tests, which includes 

blood extraction. Blood samples will be taken by venipuncture from the forearm, and blood 

will be drawn by qualified staff of the Srebrnjak Children's Hospital in accordance with all 

applicable guidelines of the profession's ethical code. For the purposes of this research, a 

smaller part (maximum 2 ml) will be separated from peripheral blood samples for routine 

laboratory diagnostics for subsequent analyses. Also, it is possible that additional peripheral 

blood samples will be collected during the blood collection for transcriptomic analysis in the 

so-called Paxgene test tubes (total 2.5 ml) and for subsequent toxicological studies (total 8 

ml). Since the research will use the anamnesis and the results of tests already performed 

during your examination (examination of your child), and the taking of an additional 

maximum of 12.5 mL of peripheral blood from the forearm will be done as part of the blood 

collection during the standard processing of the examinee, participation in the research 

does not provides additional risk for you/your child. Taking blood by venipuncture and other 

diagnostic tests that this research entails, if it is carried out by trained and professional staff 

like those at DBS (Reference Center for Clinical Allergology for Children), does not represent 

an additional risk for the examinee. You will also be asked to take a swab sample of the 

child's oral mucosa (by gently brushing the inside of the child's cheek with a special brush) 

and samples of exhaled breath condensate (which implies passive breathing of the child 

over a certain period, approx. 15 minutes) and induced sputum (cough). The mentioned 

procedures are necessary for the analysis of possible traces of air pollutants commonly 

present in indoor spaces and their potential toxicological effect and are minimally invasive 

and do not represent an additional risk or significant inconvenience for you/your child. 

Additionally, as part of this research, you will be asked to install measuring devices in your 

household for a certain period (several days) that will measure the level of exposure to 

indoor air pollution (gases, floating particles, volatile compounds, radon, house dust 

collected by vacuum cleaners’ special extensions from the bed, etc.). This kind of 

measurement does not represent any additional risk either for you or your child, it will only 
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be necessary to ensure a smaller part of the space in which the devices fight and the 

possibility that they create very low noise levels while they are working. 

In the first part of the study, at time point 0 (the point of inclusion in the study), for the 

purpose of establishing a diagnosis of asthma, a routine (or extended, if necessary) 

allergology treatment will be carried out, which includes skin prick tests, determination of 

total and allergen-specific immunoglobulin E in the serum , lung-function and 

bronchoprovocation tests, etc., and relevant clinical and other data will be collected. In 

addition, your child will have the mentioned sample of whole blood (peripheral blood) taken 

for subsequent genetic (transcriptomic) and toxicological analyses, as well as swab samples 

of the mucous membrane of the oral cavity, exhaled breath condensate and induced 

sputum (cough). 

In the second part of the research, control visits will be carried out as part of the routine 

monitoring and treatment of your child's asthma, on average every 3-6 months. During this 

period, at regular clinical control visits, anthropometric measurements, physical 

examinations, assessment of disease control, comorbidities, pulmonary function 

measurements and other diagnostic procedures will be carried out, if the same is necessary 

during the treatment of your child while this research is ongoing. Additionally, during this 

period, air quality measurements will be performed in your household according to the 

above protocol. During this research, it is possible that you will be asked to install an air 

purifier in your household for a short period of time to determine whether such purifiers 

have an impact on the air quality in the interior spaces and, consequently, on asthma and 

the clinical features of the disease in your child, such as and asthma control and therapeutic 

outcomes. 

In the third part of the research, the results of diagnostic processing, anthropometric and 

other measurements will be analysed and compared with clinical and molecular genetics, 

toxicological and other data collected during the research, and all results will be integrated 

on an innovative (bio)informatics platform. In consultation with experts in medical, 

molecular genetics, bioinformatics and environmental sciences, the clinical significance of 

the obtained results and their importance for certain groups of patients will be defined, 

which can lead to the optimization of asthma treatment and the creation of more precise 
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and personalized treatment regimens. Upon completion of the project, the relevant 

research results will serve to educate and raise awareness about exposure to air pollution in 

indoor spaces, as well as the development of national and European guidelines and legal 

regulations on permitted levels of air pollution in closed spaces.  

WHAT ARE THE POSSIBLE ADVANTAGES AND BENEFITS OF PARTICIPATION FOR YOU? 

Asthma is one of the most common chronic diseases today in general and the most common 

chronic disorder in children, and studies show that its incidence has been steadily increasing 

in recent years. Asthma is an extremely complex and heterogeneous disease that includes 

several different subtypes, which makes treatment and prevention extremely difficult, and 

which is why it represents a significant public health and social problem, as it has a large and 

long-term effect on the quality of life of patients with asthma. Asthma patients and their 

families often face psychological problems, as well as difficulties in everyday life and daily 

activities (work, school), which makes it difficult to assess the real socio-economic impact of 

asthma. Data and knowledge derived from this research would contribute to the 

establishment of timely diagnosis and treatment of asthma and certain 

subtypes/phenotypes of the disease, more effective prevention of acute exacerbations, and 

potentially cost savings in the health care system since a personalized treatment approach is 

applied. 

Despite numerous studies, the understanding of the pathophysiological mechanisms 

underlying asthma and certain subtypes of the disease is still limited. By participating in this 

research, you/your child as a patient can benefit directly by raising awareness of the effects 

of exposure to indoor air pollution on health and the possibilities of reducing it through 

certain mechanisms (for example, the use of air purifiers). We also expect that this research 

into the mechanisms involved in the development of asthma and certain phenotypes of the 

disease, and your participation in it, will help identify risk factors for the disease, certain 

subtypes of the disease, and the causes and consequences of inadequate treatment, given 

that a large number of patients today do not have satisfactory response to therapy and are 

at risk of acute deterioration (exacerbation) due to inadequate control of the disease caused 

by, among other things, environmental factors. This is of crucial importance for the 

scientific, medical and general social community, to plan effective prevention and enable 
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individualized treatment of asthma and certain subtypes of the disease and, ultimately, to 

develop new and better therapies, as the basis of completely personalized translational 

medicine.  

WHAT ARE THE POSSIBLE RISKS OF PARTICIPATING IN RESEARCH FOR YOU? 

This research will not include any intervention procedures. Participation in this research will 

in no way affect or jeopardize your child's asthma treatment. 

Since the research will use data and test results during routine visits to you/your child, and 

the collection of an additional maximum of 12.5 mL of peripheral blood from the forearm 

will be performed as part of the blood collection during the standard processing of the 

examinee, participation in the research does not provide additional risk for you/your child. 

Taking blood by venipuncture and other diagnostic tests that this research entails, if it is 

carried out by trained and professional staff, does not represent a particular risk for the 

subject. The procedure itself may possibly cause short-term pain at the injection site, and in 

rare cases it may cause fear, fainting, and swelling at the injection site. Pulmonary function 

and bronchoprovocation tests do not pose any risk to you/your child as a test subject and 

are therefore acceptable for small children as patients as they do not require minimal 

cooperation. Skin prick tests are also a completely safe diagnostic procedure, with minimal 

side effects, which may include mild discomfort/minor pain and/or fear in smaller children. 

Taking a swab sample of the mucous membrane of the oral cavity is carried out by gently 

brushing the inside of the cheek, and you or the child can practically carry it out. The 

procedure itself does not cause pain or special discomfort and does not pose any additional 

risk for you/your child. Sampling of exhaled breath condensate and induced sputum (cough) 

also do not cause any discomfort or pose any particular risk to you/your child. If you/your 

child experience any unwanted side effects, you will be provided with all necessary medical 

help and care.  

ARE THERE OTHER MEDICINES, OTHER DIAGNOSTIC METHODS OR OTHER OPERATIONAL 

APPROACHES? 

This research does not imply any intervention procedures. Additionally, in the context of 

asthma, your specialist doctor (your child's doctor) will, according to the clinical parameters 

and current guidelines, prescribe therapy for you/your child, if necessary (if it exists), and 
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your response (your child's response) to this will be monitored with control clinical visits. 

therapy. Your specialist doctor will eventually, if necessary (according to your/your child's 

clinical parameters), correct the therapy: change the dose, class of therapy or introduce 

additional therapy (if the disease worsens). 

DO YOU HAVE TO PARTICIPATE IN RESEARCH? 

Not. It is your decision whether you/your child want to participate in this research or not, or 

whether you want to allow the results of the searches to be used as valuable data that will 

make this research more scientifically credible. Your/your child's participation is voluntary. 

You can change your mind at any time without consequence. If you decide to end your 

participation, please inform the principal researcher/collaborator or mentor (contacts on 

the next page). You will decide completely freely and independently whether you want to 

participate in this research or not. Your participation is voluntary, and you have the right to 

withdraw from the research at any time without giving any reason. In this case, you will 

continue to be treated in the manner that is usual for your illness (your child's illness). 

CONFIDENTIALITY AND RIGHT OF INSPECTION OF DOCUMENTATION  

All your personal data (your child's data) will be stored and processed in electronic form, 

and the project manager and his associates are obliged to fully comply with the prescribed 

procedures for the protection of personal data. You/your child will be entered into our 

databases using a special code. Your medical documentation will only be reviewed by the 

project manager and his associates, and your name will never be revealed to third parties. 

Representatives of the Ethics Committee in the institution where you are being treated 

(local ethics committee) may also have access to your documentation. 

Personal data, including your name (your child's name), date of birth, address, gender and 

date of inclusion in the study will be recorded, as well as medical and other data, such as 

height, weight, medical history, family medical history, medication use, dietary habits and 

other data obtained during the research and will be fully protected and anonymous (except 

for the competent doctor), according to good clinical and legal practice. All patients, 

samples and associated data in the study will be assigned a unique code, under which your 

identity (the identity of your child) will remain hidden and which will ensure maximum data 

confidentiality. All samples and other data obtained during the study will be marked 
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exclusively with that code and will be stored in an adequate manner, separately from the 

original data that reveal the patient's identity, according to national legislation. All 

personnel who handle samples and other data will only have access to encrypted data, 

except for the competent physician and, in special cases, authorized personnel who will 

potentially carry out checks on ethical correctness and research standards, such as ethics 

commissions, audits, inspectors, etc.  

Given that this research includes genetic analysis, as a participant in this research, you 

should keep in mind that your genetic material (your child's genetic material) will not be 

used for any other purpose than as part of the aforementioned research and will be 

specially protected. according to the principles of good medical and legal practice, according 

to all national, European and international laws and ethical rules in research: EC-GCP 

guidelines (European Commission guidelines on good clinical practice and their 

amendments, Eng. European Community – Good Clinical Practice, Note for Guidance , 

III/3976/88-EN from 1990; General Data Protection Regulation 2016/679 of the European 

Parliament and the Council of April 27, 2016; Directive 98/44/EC of the European Parliament 

and the Council on the legal protection of biotechnological inventions and of patents from 

July 6, 1998; the Convention of the European Council on Human Rights and Biomedicine 

from Oviedo in April 1997; the Declaration of Helsinki; the opinion of the European Group 

on Ethics in Science and New Technologies from 1998 etc. Also, the very nature of the 

research methodology implies that your sample (your child's sample), i.e. genetic material, 

will be destroyed after the analysis for this scientific research and will not be used for other 

purposes. 

In addition, there is a possibility that during the research it will be necessary to carry out 

additional analyses, but you will be informed about this in a timely manner and you will be 

able to decide whether you want to agree to them, and if you wish, you will need to sign an 

additional informed consent for additional procedures. 

You/Your child, as patients, will not be paid in any way for participating in this research, nor 

will any data and materials obtained from it be used for commercial purposes. 

WHAT WILL THE DATA OBTAINED IN THIS SCIENTIFIC RESEARCH BE USED FOR?  
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The data obtained in this scientific research can be useful in clinical practice (eg knowledge 

about new drug interactions, new diagnostic and therapeutic procedures, etc.) but also for 

the purpose of further development and advancement of science. Therefore, it is expected 

that these data will be published in appropriate scientific journals and publications. In doing 

so, your identity (your child's identity) will remain completely anonymous and protected. 

WHO ORGANIZES AND FINANCES THIS RESEARCH? 

This research is organized and financed by the Srebrnjak Children's Hospital, through a 

project funded by the European Union for Research and Innovation within the framework 

program Horizon 2020, Grant agreement ID: 101057497. 

WHO APPROVED THIS RESEARCH? 

This research was approved by the Ethics Committee of the Srebrnjak Children's Hospital, as 

the institution where the research is conducted, after a thorough analysis of the submitted 

research proposal and accompanying documentation. The research is conducted in 

accordance with all applicable guidelines aimed at ensuring the proper conduct of the 

research and the safety of the persons participating in it, including the "Basics of Good 

Clinical Practice", the "Declaration of Helsinki", "General Regulation (EU) 2016/679 of the 

European Parliament and the Council " and "Laws on the Protection of Patients' Rights of 

the Republic of Croatia". 

WHO CAN YOU CONTACT FOR ADDITIONAL INFORMATION AND INQUIRIES? 

If you need any additional information, or have additional questions, feel free to contact the 

project manager or his associates, as follows:  

WHO CAN YOU CONTACT FOR ADDITIONAL INFORMATION AND INQUIRIES? 

If you need any additional information, or have additional questions, feel free to contact the 

project manager or his associates, as follows: 

Name and surname of the project manager: associate professor, Ph.D. Mirjana Turkalj, MD. 

Address of the project manager: Srebrnjak Children's Hospital, Srebrnjak 100, 10 000 Zagreb 

Phone number of the project manager: 01/ 6391 178 

WHO ELSE WILL BE NOTIFIED ABOUT THIS RESEARCH? 

Your family doctor/pediatrician will also be informed about your participation in this 

scientific research, if it is relevant for the health of your child/ward and if you approve it. 
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ABOUT YOUR WRITTEN CONSENT TO PARTICIPATE IN THIS RESEARCH 

You and the research manager will receive a copy of the document (signature page) that you 

need to sign if you agree to participate in this research. The original copy of the document 

will be kept and kept by the research manager. 

Thank you for reading this document and considering the possibility of your participation in 

this scientific research. 

Both notices were compiled in accordance with the provisions of the Law on Health Care of 

the Republic of Croatia (Official Gazette 121/03), General Regulation (EU) 2016/679 of the 

European Parliament and of the Council, and the Law on Patients' Rights of the Republic of 

Croatia (Official Gazette 169/04). 
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Annex 5 Informed consent form for minors under the age of 12 years signed by their 

legal guardians - SCH 
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Annex 6 Informed consent form for minors under the age of 12 years signed by their 

legal guardians - SCH (English translation) 

CHILDREN'S HOSPITAL SREBRNJAK 

ETHICS COMMITTEE 

Appendix 2: 

Consent for the participation of a minor in scientific research called EIDAQI (Evidence Driven 

Indoor Air Quality Improvement) 

If the subject in scientific research is a minor (a person under 18 years of age), consent to 

participate in the research must be given by a parent or legal representative, i.e. a guardian. 

Researchers are obliged to discuss the proposed scientific research with children between 

the ages of 8 and 18 and consider their desire and decision to participate in the research. 

1. confirm that on (insert day/month/year) in (insert place) I have read the Notice for 

respondents for the above-mentioned scientific research and had the opportunity to 

ask questions. 

2. I understand that the participation of my child/my ward is voluntary and that I can 

withdraw from the research at any time, without giving a reason and without any 

consequences for my health or legal status. 

3. I understand that only responsible persons have access to the medical 

documentation of my child/my ward, i.e. the head of the research and his colleagues 

and members of the Ethics Committee of the institution where the research is 

conducted and the Ethics Committee that approved this scientific research. I give 

these people permission to access the medical records of my child/my ward. 

4. I agree that my child's/my ward's family doctor will be informed of his/her 

participation in the mentioned scientific research if it is relevant for his/her health. 

5. I wish and agree that my child/my ward participates in the mentioned scientific 

research. 

Name and surname of parent/legal representative/guardian: (write in block letters) 

Handwritten signature: (sign) 

Place and date: (enter) 
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Name and surname of the person who conducted the process of Notification for the 

respondent and Consent to participate: (write in block letters) 

 

Name and surname of the project manager: associate professor, Ph.D. Mirjana Turkalj, MD. 

Handwritten signature: (sign) 

Place and date: (enter) 
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Annex 7 Informed consent form for genetic analysis- SCH 
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Annex 8 Informed consent form for genetic analysis – SCH (English translation) 

CHILDREN'S HOSPITAL SREBRNJAK 

ETHICS COMMITTEE 

Appendix 4: 

 

CONSENT FOR PARTICIPATION IN PART OF THE RESEARCH RELATED TO GENETICS 

 

I confirm that I have read the notice for the scientific research entitled: EDIAQI "Evidence 

Driven Indoor Air Quality Improvement" 

I had enough time to think about everything, I got satisfactory answers to all the questions I 

asked. 

I understand that I am free to accept, refuse or terminate my/my child's participation in 

research at any time, without giving any reason and without any health or legal 

consequences. 

I understand that this research involves genetic analysis. I understand that the data on the 

genetic analysis of my sample/my child's sample will not be disclosed or made available to 

third parties, nor to my child's personal doctor, and that the blood sample for genetic 

analysis after the analysis for this scientific research will be destroyed and will not be used 

in other purposes. I understand that responsible individuals have access to my medical 

documentation (my child's documentation), i.e. the principal investigator and his associates, 

members of the Ethics Committee of the institution where the research is conducted, and 

members of the Ethics Committee that approved this scientific research, as well as other 

competent bodies in charge of for audit and revision of research. I give permission to these 

individuals to access my child's medical records. 

I declare that I agree that I/my child participate in the scientific research entitled: EDIAQI 

"Evidence Driven Indoor Air Quality Improvement" in the part related to genetics. 
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Name and surname of the respondent (printed letters): 

_______________________________ 

 

Name and surname of the respondent's parent/guardian (printed): 

_______________________ 

 

Signature of the respondent's parent/guardian: 

_______________________________________ 

 

Date: _______________________ 

 

The person who managed the notification procedure for the respondent and consent to 

participate: 

 

Doctor's name and surname (printed letters)______________________________________ 

 

Signature: _____________________________________________________________ 

 

Date:________________________ 

 

Name and surname of the project manager: associate professor, Ph.D. Mirjana Turkalj, MD. 

Signature: ___________________________________________________ 

Place and date: _______________________________________________________ 
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Annex 9 Informed consent for minors 12 years or older signed by the participants 

themselves - SCH 
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Annex 10 Informed consent for minors 12 years or older signed by the participants 

themselves – SCH (English Translation) 

CHILDREN'S HOSPITAL SREBRNJAK 

ETHICS COMMITTEE 

 

Appendix 3: 

Consent for the participation of an older minor in research called EDIAQI (Evidence Driven 

Indoor Air Quality Improvement) 

 

1. I confirm that I am on (insert day/month/year) in (insert place) read the Notice for 

respondents for the above-mentioned scientific research and I had the opportunity 

to ask questions. 

2. I understand that my participation is voluntary and that I can withdraw from 

participating in the research at any time, without giving a reason and without any 

consequences for my health or legal status. 

3. I understand that only responsible persons have access to my medical 

documentation, that is, the head of the research and his colleagues and members of 

the Ethics Committee of the institution where the research is conducted and the 

Ethics Committee that approved this scientific research. I give these people 

permission to access my medical records. 

4. I agree that my family doctor (that is, a family member) will be informed of my 

participation in the mentioned scientific research. 

5. I want and agree to participate in the mentioned scientific research. 

Name and surname of the respondent: (write in block letters) 

Handwritten signature: (sign) 

 

 

Place and date: (enter) 
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Name and surname of the person who conducted the process of Notification for the 

respondent and Consent to participate: (write in block letters) 

 

 

Name and surname of the project manager: associate professor, Ph.D. Mirjana Turkalj, MD. 

 

 

Handwritten signature: (sign) 

Place and date: (enter) 
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