
Additional file 2: 

Patient information and consent in a research project entitled: Incidence and 

clinical relevance of perioperative elevation of Troponin I and N-terminal 

fraction of brain natriuretic peptide in patients undergoing pulmonary resection 

 

Principal Investigator: Dr. Miriam de Nadal. 

 

Research center: Department of Anesthesiology and Resuscitation. Vall 

d'Hebron Hospital. Ps Vall d'Hebron 119-129 08035 Barcelona. Tel: 932746004. 

 

Information to the patient:  

We request your participation in this research project whose main objective is to 

evaluate whether in lung resection surgery there is alteration of two markers in 

blood, specifically the N-terminal fraction of brain natriuretic peptide (NT-

proBNP) and ultrasensitive troponin I (Tn I), and whether such alteration is related 

to the occurrence of postoperative complications. The integration of both cardiac 

biomarkers could improve the predictive value for cardiovascular complications 

in lung resection surgery.  

Our intention is that you receive correct and sufficient information so that you can 

decide whether or not to participate in this study. To this end, please read this 

information sheet carefully and we will clarify any doubts you may have. 

 

Summary of the study and interventions:   

Three Spanish hospitals will participate in this study and 345 patients will be 

included. The study will be carried out over three years and the results will be 

known at the end of this period.  

If you decide to participate, the determination of the cardiac biomarkers Tn I and 

NT-proBNP will be added to the usual tests, which will be measured before the 

intervention and on the first and second postoperative days. Since this is an 

observational study, no additional procedure will be performed in addition to 

those normally performed in the hospital, nor will any planned procedure be 

omitted. Nor does it will require you to make any additional visits to the hospital, 

either before or after the surgery. The follow-up of the study will be done by 
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telephone 30 days after the surgery. The call will last approximately 15 minutes. 

The study staff will ask you about your health, the medication you are taking and 

any problem you may have had since the last follow-up. We ask for your 

permission to review the necessary information from your medical records. 

 

Risks, side effects and/or discomfort:  

The taking of the blood sample for the determination of the markers will coincide 

with the routine analytical tests in patients undergoing this type of surgery and 

therefore does not involve additional discomfort to that generated by routine 

interventions that are indicated on the margins of the study.  

It is also clarified that their treatment will not change because of participating in 

this study. Perioperative treatment (before, during and after the therapeutic 

procedure you undergo) will be prescribed according to your care practice and 

your needs as a patient and will not be altered by inclusion in the study. 

 

Benefits: 

You will not receive any financial benefit from participating in this study. 

However, you will help to gather more information about the markers under study, 

which may benefit you and other patients in the future. 

 

Protection of personal data: 

In accordance with current European and national regulations on Personal Data 

Protection, the personal data obtained will be those necessary to cover the 

purposes of the study. 

Your name will not appear in any of the study reports. The data collected for the 

study will be identified by a code, so that it does not include information that can 

identify you, and only your study doctor/collaborators will be able to relate this 

data to you and your medical history. Therefore, your identity will not be disclosed 

to any person except in case of medical emergency or legal requirement. 

Appropriate measures will be taken to guarantee the protection of your privacy 

and your data will not be allowed to be crossed with other databases that could 

allow your identification. 

Access to this information will be restricted to the personnel of the Anesthesiology 

Service of Vall d'Hebron Hospital, designated for this purpose or to other 
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authorized personnel who will be obliged to maintain the confidentiality of the 

information.  

In accordance with the rights conferred by the regulations in force on Personal 

Data Protection, you may exercise your rights of access, rectification, limitation 

of treatment, suppression, portability and opposition, directing your request to the 

principal investigator of the study or to the Data Protection Delegate 

(dpd@ticsalutsocial.cat). 

From the Legal Unit of the Fundació Institut de Recerca Hospital Universitari Vall 

d'Hebron we will solve all the doubts, complaints, clarifications, suggestions and 

we will attend to the exercise of the rights through e-mail: lopd@vhir.org, or by 

post to: Paseo Vall d'Hebron 119-129, Edificio Mediterránea 2ª Planta, -08035 

Barcelona-. We remind you that the data cannot be deleted even if you stop 

participating in the trial in order to guarantee the validity of the research. You also 

have the right to contact the Data Protection Agency if you are not satisfied. 

In accordance with current legislation, you have the right to be informed of the 

data relevant to your health that are obtained in the course of the study. This 

information will be communicated to you if you wish; if you prefer not to be 

informed, your decision will be respected.  

 

Voluntary participation and right to withdraw consent: 

You should be aware that your participation in this study is voluntary and that you 

may decide not to participate or to change your decision and withdraw consent at 

any time, without altering your relationship with your physician or harming your 

treatment. 

 

WHO TO CONTACT 

You are free to ask questions at any time. For answers to questions related to this 

research study or to obtain information about the study procedures, you may 

contact Dr. Miriam de Nadal at telephone number 932746004 or via e-mail: 

minadal@vhebron.net.  
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