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Appendix 1A 

MET: REevaluation for Perioperative cArdIac Risk (MET-REPAIR): a prospective, multi–

centre cohort study 

STUD Y INFORMA TION SH EET FO R PA TIE NTS   
 

DEA R MADA M ,  DEA R S IR    

You are invited to participate in an observational research study funded by the European 
Society of Anaesthesiology.  

Before deciding whether or not to take part in this study, we would ask you to carefully read 
the following information.  
 
Study description 

All over Europe, patients are asked questions to estimate their physical fitness to evaluate the 
need for additional heart testing prior to surgery. However, this approach is used mainly 
because of findings from studies describing a relationship between physical fitness and 
adverse heart events occurring many years later, and mostly without relation to a surgical 
procedure. In patients undergoing surgery, only a few small studies have addressed the 
relationship between physical fitness and adverse heart events.  

Study Objective 

The aim of this study is to answer the question: what is the relationship between physical 
fitness estimated by a questionnaire and adverse cardiac events during and after surgical 
procedures? The knowledge gained from this study may allow physicians to better tailor heart 
testing prior to surgery to the needs of future patients. 
 
Do I have to take part in the study?  
No. You do not have to take part, and choosing not to take part will not have any impact on 
your current or future care.  
 
What does your participation involve? 
Should you agree to participate to this study, we will: 

1) ask you to fill out a 2-page questionnaire to estimate your physical fitness;  
2) collect general information on your health prior to surgery from your medical records, 

in particular about your heart and vessels;  
3) record if you suffered any adverse events during your hospital stay based on the 

information in your medical records;  
Participation in the study will not affect in any way the medical care you are going to receive; 
in particular there will not be any additional interventions or tests.  
If you decide not to take part in this study, it will not affect in any way your treatment or care. 
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Additional Studies. 
People taking part in MET-REPAIR may be asked if they will agree to take part in one both of 
two additional studies (also called sub-studies) that are additions to the main MET-REPAIR 
study.  These involve some extra tests and questionnaires or a blood sample being taken.  
These are being conducted in some hospitals taking part in MET-REPAIR and are optional.  You 
can choose to take part in MET-REPAIR without taking part in the extra studies if you wish. 
 

 NTproBNP Substudy 

There is a blood test (NTproBNP) that can indicate if the heart is strained. However, it is 

unclear if the measurement of NTproBNP can flag patients at risk of suffering an adverse 

heart event better then asking the patients about their physical fitness.  The aim of this 

study is to answer the question: does a measurement of NTproBNP before surgery 

improve the estimation of the risk of adverse cardiac event during and after surgery when 

added to physical fitness estimated by the study questionnaire? Should you agree to take 

part in this study we will collect 5 mL of blood (1 tea spoon) once. Whenever possible the 

blood will be collected at the time of your preoperative blood workup to avoid the need 

of additional blood sampling. This blood sample will be disposed of after the NTproBNP 

assay has been performed. 

 

 Frailty Substudy (MET-REPAIR-FRAILTY) 

There is increasing recognition that patients who are frail are more likely to have a poor 
outcome after surgery. There are a number of clinical tools that assess a patient’s degree 
of frailty. However it is unclear whether these assessment tools are useful in predicting a 
patient’s risk of having a poor outcome before they undergo surgery.  The aim of this sub-
study is to answer the question does assessment of frailty assist prediction of adverse 
cardiac events or mortality following surgery? Should you agree to participate to this 
study, we will:  
1. Assess your degree of frailty by asking you questions about your general health and 
everyday activities. 
2. Ask you complete two basic functional assessments: drawing a clock face and rising 
form a seated position, walking three metres, turning and returning to your seat. 

 
Withdrawal from the studies 

Even though you have agreed to participate, you may leave the study whenever you wish 
without any effect on your medical care and without having to offer any explanation. If you 
decide to withdraw from the study no further data will be collected, while already collected, 
encoded data (identified by a number) will be anonymised. Analysis may be performed up to 
the point of data collection. 
 
Privacy and use of clinical information 
To carry out the study it will be necessary to consult your medical record and collect some of 
the information that appears in it. Your agreement to participate in the study will authorise 
study personnel to consult and process the information in the following manner: 
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 Study participants will be identified by a number (encoding). The key linking the study 
number to your personal identification will be kept confidential and will be stored at 
your hospital in a locked cabinet accessible to authorised personnel only. 

 Anonymised information, i.e. only identified by a number and without link to personal 
identification will be stored in a central computerised database protected through 
personalised and confidential username and password. No data concerning personal 
identification will be stored in the central computer database. 

 The University of Leeds is the sponsor for this study based in the United Kingdom. We 
will be using information from you and your medical records in order to undertake this 
study and will act as the data controller for this study. This means that we are 
responsible for looking after your information and using it properly. The NHS Trust 
responsible for your care will keep identifiable information about you on behalf of the 
sponsor for 10 years after the study has finished. Your rights to access, change or move 
your information are limited, as we need to manage your information in specific ways 
in order for the research to be reliable and accurate. If you withdraw from the study, 
we will keep the information about you that we have already obtained. To safeguard 
your rights, we will use the minimum personally-identifiable information possible. You 
can find out more about how we use your information by contacting the University of 
Leeds Data Protection Officer on dpo@leeds.ac.uk.  The NHS Trust responsible for your 
care will keep your name, NHS Number and contact details confidential and will not 
pass this information to the University of Leeds. The NHS Trust responsible for your 
care will use this information as needed, to contact you about the research study, and 
make sure that relevant information about the study is recorded for your care, and to 
oversee the quality of the study. Certain individuals from the University of Leeds and 
regulatory organisations may look at your medical and research records to check the 
accuracy of the research study. The University of Leeds will only receive information 
without any identifying information. The people who analyse the information will not 
be able to identify you and will not be able to find out your name, NHS number or 
contact details.  NHS Trust responsible for your care will keep identifiable information 
about you from this study for 10 years after the study has finished. 

 
Publication of the study findings 
The anonymised findings of the study will be presented at medical conferences and published 
in medical journal(s). All participating centres and investigators will be listed in the 
publication(s) and will be able to provide a copy upon request. 
 
Finally, we would like to draw your attention to the fact that this informative consent 
document refers only to your participation in the study. 
 
Funding and sponsorship 
MET-REPAIR, and the NTproBNP and METREPAIR susbtudies have received funding from the European 
Society of Anaesthesiology Clinical Trial Network (ESA CTN). MET-REPAIR-FRAILTY has received 
additional funding from the Association of Anaesthetists of Great Britain & Ireland (AAGBI). In the UK, 
each study is sponsored by the Universty of Leeds. 
 
 
 
 

mailto:dpo@leeds.ac.uk
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Any inquiries concerning the study should be addressed to:  
 
Hospital Investigator:  ______________________________________Telephone:________ 
 
Research Nurse: ___________________________________________Telephone:________ 
 

 
If you have any questions related to your rights as a study participant you can contact 
the local Research & Development office at: 

:  
 

_______________________________________Telephone:________ 
 

Thank you for taking time to read this information sheet. 
Date_______________________  
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Appendix 1B 

MET: REevaluation for Perioperative cArdIac Risk (MET-REPAIR): a 

prospective, multi–centre cohort study 

CONSENT FORM  
( I F  NE CE SSA RY DUE T O LOCA L REGU LATORY NEE D S)  

Centre Number: M_ _ _ - _ _ _  

Study Number:  

Patient Identification Number for this trial: _ _ _ - _ _ _ - _ _ _ 

Name of Researcher/Site Local Coordinating Investigator: ________________ 
 

Please initial all boxes  

1. I confirm that I have read and understand the information sheet (Version 2.3, 

dated 22 Oct 2018) for the above study. I have had enough time to consider the 

information, the opportunity to ask questions, and I have received satisfactory 

answers. 

2. I understand that my participation is voluntary and that I am free to withdraw 

at any time without giving any reason, without my medical care or legal rights being 

affected. 

3. I understand that my personal data will stored locally in encoded and centrally 

in anonymised form. 

4. I understand that relevant sections of my medical notes and data collected 

during the study may be looked at by individuals from the European Society of 

Anaesthesiology, from the relevant ethical committee, regulatory authorities, or NHS 

Trust where it is relevant to my taking part in this research. I give permission for 

these individuals to have access to my records. 

5. I agree to take part in the above MET-REPAIR study. 

 

Additional sub-studies 

6. I agree to take part in the above NTproBNP Substudy in addition to the MET-

REPAIR study (includes 5 mL of blood collection 

7. I agree to take part in the Frailty Substudy in addition to the MET-REPAIR study 

 

            

Name of Patient   Date    Signature 

            

Name of staff taking consent  Date    Signature  


