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Appendix 01B Patient Information sheet and consent form 

EuPreCHO: European study on perioperative management and outcome following 
Preoperative Transthoracic Echocardiography in noncardiac surgery patients. 
 

Dear Patient,  

We invite you to participate in an observational study by providing some of your medical data. Before 

deciding, we ask you to read the following information carefully. Your doctor will talk about the study 

with you and answer your questions.  

We will enrol approximate 500 patients from all over India. We are collecting data about a test (heart 

ultrasound) that is sometimes done before surgery, and how it influences the decisions doctors make. 

Participation in our study is voluntary. If you prefer not to take part or withdraw your consent later on, 

no disadvantages will result for you. The study will not change your treatment in any way. 

Why is this study carried out? 

It is important to continuously improve how patients with known or suspected heart disease are taken 

care for before, during, and after surgical procedures. At present, some patients undergo a heart 

ultrasound (echocardiography) before surgery, while others do not. Also, we do not know if heart 

ultrasound influences the decisions that physicians make before, during, and after surgery. This study 

aims to answer the following questions:  

- Are patients that were examined using heart ultrasound before surgery managed differently 

compared to similar patients not evaluated by heart ultrasound before surgery? 

- Do patients evaluated using heart ultrasound have better outcomes at 30 days after surgery 

compared to similar patients not evaluated using heart ultrasound? 

- Can we identify any factors that increase the chance of finding important information in heart 

ultrasound requested before surgery? (This will help improving the decision to evaluate or not 

evaluate patients using heart ultrasound before surgery in future patients). 

 

What does participation imply? 

If you decide to take part in the study, we will collect your data from before the surgery until 30 days 

after the surgery.  

Your study participation will involve: 

• Reading this information sheet and if applicable, signing the consent form  

• The research team will collect information on heart ultrasound before surgery if you have had 

one, your medical history and how you were taken care before, during, and after surgery. Your 

care will be remained unchanged by study participation. 

• Completing a short questionnaire about your well-being (WHODAS questionnaire). This will 

require approximately 5 to 10 minutes.  

• Providing ONE sample of blood (1 teaspoon) to measure heart parameters (high-sensitivity 

troponin and where applicable B-type natriuretic peptide). The research team at your centre 
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will put every effort to collect the sample at the same time of the other blood tests required 

for the surgery. 

• Being contacted by phone or mail by the research team 30 days after your surgery for a short 

interview to assess how you have been, to ask if you were readmitted to hospital, and to 

complete the same questionnaire on well-being. The phone interview (or completing the 

form sent by mail) will take approximately 10 minutes. If you are contacted by mail, the study 

team of your centre will provide you with a stamped return envelope. 

• Your data will be encoded using a number (no identifiable data) and data storage will comply 

with the legal requirements issued by the General Data Protection Regulation (GDPR) by the 

European Union. 

• Your encoded data collected within this study, may be used in the future for non-commercial 

research purposes such as sub-studies   

What are the possible benefits of taking part?   

Participation in the study will not benefit you for the current surgical procedure.  

The information we get from this study will help us understand how patients are taken care after heart 

ultrasound. We hope to understand which patients benefit from heart ultrasound and which do not. 

This may help physicians to select patients in whom heart ultrasound is important and to avoid 

unnecessary heart ultrasound that may delay surgery or does not change outcomes after surgery. This 

might lead to improvements in care in the future.  

What are the possible disadvantages and risks of taking part? 

Possible disadvantages or risks may be discomfort from the sampling of ONE teaspoon of blood. We 

will make efforts to obtain the blood sample at the same time as the routine blood sample required 

before surgery, so that you will not be exposed to another needle stick. Answering the questionnaires 

before surgery and at 30 days after surgery is also not routine, and requires your time and effort (at 

each timepoint approximately 10 minutes).  

We will also be collecting and storing your data in a research database. Data will be encoded and data 

protection measures will comply with all current requirements issued by the General Data Protection 

Regulation (GDPR) by the European Union. 

Do any additional costs arise?  

There is no additional cost for you or your medical insurance.  

What is expected from me? 

Information about your well-being at 30 days after the procedure is very important for us to draw 

correct conclusions from the study. Therefore, it is of utmost importance that we can reach you. Your 

centre may contact you by telephone and/or by mail. If your centre decides to contact you by mail, the 

research team at your centre will provide you the forms to complete by mail with a stamped return 

envelope.   
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Is it possible to withdraw from the study even after I have agreed to it? 

You are under no obligation to take part and declining to be involved will not affect the care you 

receive. If you agree to participate but then change your mind, you are still free to withdraw at any 

point, and this will not affect the care you receive. You can decide to withdraw from the study without 

having to provide any reason. No further data will be collected. However, encoded data that has been 

collected will be used in subsequent analyses. Please talk to your local investigator if you decide to opt 

out. 

Information about data protection 

According to the General Data Protection Regulation (GDPR), you have the right to be informed about 

how your data are protected and what are your rights regarding the processing of your personal data. 

For this study, the data controller (person, company, or other body that determines the purpose and 

means of personal data processing) is the European Society of Anaesthesiology and Intensive Care 

(ESAIC), Rue des Comédiens 24, 1000 Brussels, Belgium. Therefore, ESAIC is responsible for looking 

after your encoded data and using it properly by respecting your rights.   

As required by the GDPR, ESAIC has appointed a Data Protection Officer who can be contacted at 
privacy@esaic.org 

The purpose of the processing of your personal data is to achieve the clinical study objectives as 

described above. To be lawful, the processing of your personal data must be based on a legal basis. In 

the case of this clinical study, the legal basis to such processing is your explicit consent. The request 

for consent to the processing of your personal data is presented in a clearly distinguishable manner at 

the end of the document (see Consent to the processing of personal data).  

You can withdraw your consent to the processing of your personal data at any time. This does not 

affect the lawfulness of the processing based on your consent before your withdrawal. If you revoke 

your consent, the institution, the study doctor, the sponsor and the other parties involved in the study 

may continue to use your personal data already collected as part of this study in order to comply with 

legal obligations to which ESAIC is subject, but will not collect any new personal data. 

All the personal data that could identify you directly (e.g. your name or date of birth) will be stored at 

locked cabinet in an office in your institution/hospital, accessible to authorised personnel only. The 

study team and the medical team have a duty of confidentiality with respect to the data collected.  

All data collected in the research database (medical history, well-being questionnaire, treatment, and 

the results of heart ultrasound and blood sample results) will be encoded, this means that your 

identifiable data are replaced by a code. As such all the collected personal data that leaves the clinic 

cannot identify you directly. The research team at your centre will be the only persons who can 

establish a link between the uncoded data transmitted to the research database and yourself. 

The data kept in your hospital will be deleted after the archiving period. Its duration of is determined 

by local law. All the encoded data relating to the study will be stored electronically for 25 years, a legal 

requirement. At the end of this period, the data will be destroyed or anonymized. The anonymization 

mailto:privacy@esaic.org
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process means that data can no longer be used to identify a person by using all the means likely 

reasonably to be used and this process is irreversible.  

The above-mentioned encoded data will be collected by the local research team and shared to ESAIC 

in Belgium, Ethic Committees, Regulatory Authorities, and to third parties acting on their behalf.  

We only transfer the encoded data to third parties if this is permitted by law. Your (encoded) data 

might be transferred to a country that may not have the same level of personal data protection as your 

country. If your data is transferred outside of EU, ESAIC is responsible for protecting your personal 

data. It will ensure that either the country that will receive your data is recognized as having an 

adequate level of data protection, or appropriate safeguards will be put in place by ESAIC to ensure 

the protection of your personal data. e.g. “Standard Data Protection Clauses) You have the right to ask 

for a copy of these safeguards by contacting the Data Protection Officer of ESAIC.  

According to the GDPR, you have the right to access and to correct the personal data collected about 

you, to restrict or object to its use or storage, you can also request a copy of all the information about 

you free of charge.  

You have the right of data portability and the right to withdraw your consent to data use or storage at 

any time. Please, note that these rights are not absolute and will be subject to a case-by-case analysis 

by the Data Protection Officer of ESAIC.  

If you have any questions or if you want to exercise your personal data protection rights as a participant 

in this study, please liaise with the study doctor or research team at your centre. They will then be able 

to direct your questions to the ESAIC data protection officer (via privacy@esaic.org). You should be 

aware that contacting any external body carries the risk of you losing your anonymity. 

If you withdraw from the study or object to the processing of your information, your information will 

no longer be collected. However, the information collected up to the time of withdrawal or objection 

must remain in the study database so that the study is still scientifically valid. If information is omitted, 

the scientific, and therefore the ethical integrity of the research will be compromised. Moreover, your 

personal data must be stored for safety reasons and archiving obligations. 

If you believe that the processing of your data infringes GDPR, you have the right to lodge a complaint 

with Indian Computer Emergency Response Team (CERT-In). 

Contact details (including phone number and email address) all details can be found at 

https://www.cert-in.org.in/s2cMainServlet?pageid=CONTACTUS  

Reimbursement for Participation  

There are no additional costs in this study which you will have to bear. No extra hospital visit, travel or 

other expenses will be required. No reimbursement in any form, financial or otherwise, will be 

provided for participating in this research study.  

mailto:privacy@esaic.org
https://www.cert-in.org.in/s2cMainServlet?pageid=CONTACTUS
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Confidentiality  

If you consent to enroll your patient in this research, regulatory authorities may inspect your patient’s 

medical record to analyse the result and to ensure that the trial is conducted in an ethical manner in 

accordance with guidelines. Your patient’s name and identity, however, will not be disclosed to anyone 

except the doctor and team and the hospital authorities. Information collected for this study will be 

kept confidential. The patient’s records, to the extent of the applicable laws and regulations, will not 

be made publicly available. In the event of any publication regarding this study, your identity and that 

of your patient will remain confidential.  

Voluntary Participation  

Your choice to enroll in this study is completely voluntary; you may decline to participate at any time 

without penalty and without loss of benefits to which you are otherwise entitled. If you decide that 

you should withdraw from this research, then you should tell the Principal Investigator. If you withdraw 

from the study prior to its completion, you will receive the usual standard of care and your non 

participation will not have any adverse effects on their subsequent medical treatment or relationship 

with the treating physician.  If you withdraw from the study before data collection is completed, your 

data will not be entered in the study report.  

At the end of the study, a description and the results of this clinical study will be published in 

specialized medical journals. 

A description of the study will also be available on clinicaltrial.gov – Study Number: NCT06409234 

These websites or publications will not include any information that can identify you. 

Compensation for protocol related injury  

As mentioned above no major study procedure related complications are anticipated in this study. 

Contact  

If you have questions at any time about the study or the procedures, you may contact following 

researchers:  

 

Dr. Atul P Kulkarni, Professor and Head (Division of Critical Care Medicine) 

Department of Anaesthesiology, Critical Care and Pain, Tata Memorial Hospital, Mumbai – 400 012, 

Tel No. 022 24177049 

Email- kaivalyaak@yahoo.co.in 

 

Dr. Reshma Ambulkar, Professor and Head, Department of Anaesthesiology, Critical Care and Pain, 

ACTREC, Kharghar, Navi Mumbai – 410210 

Tel No. 022 68735062 

Email- rambulkar@hotmail.com 

 

If you have questions about your rights as a participant, then contact the Member Secretary, (IEC -I/II) 

at Tata Memorial Hospital, Dr E. Borges Rd., Mumbai -400012.  Tel no- 022 24174269/4268 

 

 

mailto:kaivalyaak@yahoo.co.in
mailto:rambulkar@hotmail.com


 

EuPreCHO – Patient Information sheet and consent form v 1.1 English for India origin from EuPreCHO 
Appendix 01B – Patient Information sheet and consent form V1.0- 04SEP2024 dated 31 Mar 2025 

Page 6 of 7 
 

Consent to data processing 
 

EuPreCHO: European study on perioperative management and outcome following Preoperative 
Transthoracic Echocardiography in noncardiac surgery patients. 
 
Study Number: _____________   

Participant’s Name: ______________   

Date of Birth / Age: ____________________  

 
- I consent to the collection and processing of my personal data, specifically information about 

my health as described in the information document and to its storage on electronic data carriers by 

the clinical study center ________________________________. This includes the consent to be 

contacted by the research team of the mentioned centre by telephone or by mail. The data collected 

will/may be passed on pseudonymously (encoded) to ESAIC in Belgium, to Ethic Committees, 

Regulatory Authorities, and to third parties acting on their behalf. I am aware that my data will be 

stored 25 years (or as per local law requirements) after completion or discontinuation of the study. 

Thereafter my data will then be deleted. 

-  I consent that, in case of visit to physicians or readmission after the initial hospitalisation for 

surgery, relevant health data may be viewed and collected by the research team as far as necessary 

for the proper implementation and monitoring of the study. For this aim, I release these attending 

physicians from their duty of confidentiality. 

- I agree that authorized representatives of the initiator of the study, while obliged to maintain 

confidentiality, may inspect source documents from my attending physicians as far as necessary to 

proper monitoring of the study implementation and to ensure data quality. For this aim, I release the 

respective physicians from their duty of confidentiality. 

- I am aware that my data might be transferred to a country that may not have the same level 

of personal data protection as my country. If my data is transferred outside of EU, ESAIC is responsible 

for protecting my personal data. It will ensure that either the country that will receive the data is 

recognized as having an adequate level of data protection, or appropriate safeguards will be put in 

place by ESAIC to ensure the protection of the personal data. I have the right to ask for a copy of these 

safeguards by contacting the Data Protection Officer of ESAIC (to be contacted at privacy@esaic.org). 

-  I have been informed that I can revoke my consent at any time. In case of withdrawal from 

the study no further data will be collected.  

-  I have been informed that I have the right to access and correction of my personal 

information, to restriction to its use or storage and the right of data portability at any time. I am aware 

that these rights are not absolute and will be subject to a case-by-case analysis by the Data Protection 

Officer of ESAIC. I am aware that if I have any questions or if I want to exercise my personal data 

protection rights as a participant in this study, I can liaise with the study doctor or research team. They 

will then be able to direct my questions to the ESAIC DPO (via privacy@esaic.org). I am aware that 

contacting any external body carries the risk of you losing my anonymity. 

- I am aware that if I believe that the processing of my data infringes GDPR, I have the right to 

lodge a complaint with Indian Computer Emergency Response Team (CERT-In). 

mailto:privacy@esaic.org
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I will be handed a copy of this form after signature. A copy will remain at the study centre. 
 
 
I have read the above information and agreed to participate in this study.  
 

Participant’s name:  

Participants signature/thumb impression & date:  

Address: 
 
 
Phone no: 

 

Legal Acceptable representative name:  

Legal acceptable representative signature or 
thumb impression & Date: 

 

Address: 
 
 
Phone no: 

 

Impartial Witness’s Name:  

Impartial witness’s signature and Date:  

Address (capital letter): 
 
 
Phone no: 

 

Name of PI or Co-PI/Co-I:  

PI or Co-PI/Co-I sign and Date:  

 


