
HIGH IMPACT- AF study (PIS Group A) 
Centre For Heart Rhythm Disorders, Royal Adelaide Hospital, University of Adelaide 
 

 
HIGH IMPACT AF Study Protocol      
Version 3.1, November 2017 
 
 

1/5 

 
PATIENT INFORMATION SHEET (HIGH IMPACT AF STUDY)  

GROUP-A 
 

“The IMpact of Pre- HTN And Central HIGH blood pressure on atrial fibrillation and 
cardiovascular ouTcomes. (HIGH IMPACT- AF STUDY)” 

 
Principal Investigator: 
Professor Prashanthan Sanders 
Researchers: Dr Kashif B Khokhar, Dr Dennis Lau, Dr Rajiv Mahajan, Dr Martin Stiles, Dr 
Dominik Linz, Dr Adrian Elliott, Dr Mehrdad Emami, Dr Kadhim Kadhim, Dr Karen Teo, 
Dr Johan Verjans, Dr Andien Munawar, Dr Anand Thiyagarajah, Ms Celine Gallagher 
Site: Centre for Heart Rhythm Disorders, Royal Adelaide Hospital, Cardiovascular Centre 
Norwood and South Australian Health and Medical Research Institute (SAHMRI) 
This Patient information sheet is 5 pages long. Please make sure you have all the pages. 

PLEASE AVOID COFFEE INTAKE 6 hrs BEFORE CONSULTATION 

1. Your consent 
The purpose of this information sheet is to explain the enrolment, procedures and follow-up 
involved in this study, enabling you to make an informed decision about your participation. 
Please read this patient information sheet carefully. Feel free to ask questions about any 
information in the Statement.  

If you agree to take part in this study, you will be asked to sign the Consent Form. By signing 
the consent form, you are indicating that you understand the information and that you give 
your consent to participate in the research project. 

You will be given a copy of both the consent form and this Patient Information Sheet to keep 
as a record.  

2. Alternatives to participation 
It is important you understand that your participation in this study is voluntary. This is a 
research project and you do not have to be involved. If you do not wish to participate, your 
medical care will not be affected in any way.  

3. Purpose and description of the project 
Atrial fibrillation (AF) is a disorganised abnormal heart rhythm, which causes the heart to 
beat in an irregular fashion. Studies have established hypertension (HTN) as the main risk for 
atrial fibrillation.  

At Royal Adelaide, for some time, we have been interested in understanding the factors that 
contribute to the development and recurrence of AF. One factor that we have identified as a 
possible contributor is central high blood pressure, which is caused by stiffness of the blood 
vessels near the heart, including the aorta. Most people are familiar with high blood pressure, 
which is usually estimated by a nurse or doctor using a cuff on the arm. We call this a 
person’s peripheral blood pressure. We do see patients with AF but normal peripheral blood 
pressure. However, some of these AF patients may well have central high blood pressure. We 
suspect that central high blood pressure can be contributory in development of AF in these 
patients, and may not be detectable by using a standard brachial blood pressure cuff. 
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Central high blood pressure can be detected with a special type of sensor applied over the 
neck blood vessel for a few minutes. A blood pressure cuff is also applied to the arm and 
forearm during the test. The test typically takes only a few minutes. It is painless, and does 
not involve any needles.   

In this study, we want to explore if central high blood pressure is related to HTN and 
resulting damage to kidneys, eyes and heart along with electrical abnormalities in the atrium 
(top chamber) and what is the impact of treating central high blood pressure in AF patients.  

4. What the study involves for you 
If you agree to participate, your doctor will measure your central blood pressure at your 
initial clinic visit. We will also arrange for baseline heart scan, blood test and exercise test. A 
photograph of the retinal (back of the eye) will be taken.  

After the baseline assessment, through a computer software programme (RED CAPS), you 
will be assigned to the interventional or control arm. This process is called “randomisation” 
and is a bit like tossing a coin. Randomisation is important to make sure that the results of the 
study can be fairly interpreted. Neither you nor your doctor will know what group you have 
been assigned to.   

If you are “randomised” to the intervention group, you will be treated for high central blood 
pressure and will have follow up appointments, 3 monthly to keep an eye on your risk factors 
including blood pressure. During follow up, we may ask you questions about your symptoms 
to determine the effectiveness of each treatment. We will also assess your need to be on 
ongoing medication for AF. At your 9-month follow up, we will arrange for a heart 
ultrasound (echo), exercise stress test and photograph of your retina (back of the eye). We 
will also use heart rhythm monitors (called Holter monitors) 3 monthly to determine the 
burden of AF. The results of these clinical investigations will be studied as part of the trial to 
determine the effectiveness of treating central blood pressure and its relationships to AF 
outcomes. The list of study procedures with frequency are tabulated. (Table-1). 

If your doctor decides that you need an AF ablation procedure on clinical grounds,  we will 
collect some additional data during ablation to measure the amount of scar in atria (top 
chambers of heart). Your ablation will be conducted according to our standard protocols here 
at Royal Adelaide Hospital. We will also organise a non-contrast cardiac MRI (CMR) scan to 
estimate the effect of high central blood pressure on heart chambers.   

5. Possible benefits 
These studies will assist us in (i) recording the rate of high central blood pressure in atrial 
fibrillation (ii) show the impact of central blood pressure treatment in AF and suggest ways 
that we may be able to better prevent and treat AF.    
It is possible, although by no means guaranteed, that treating your hypertension according to 
the central blood pressure measurement may lessen the burden and consequences of your AF.  
You may also benefit from more frequent and detailed visits with your study doctor. 
 

6. Procedures Involved in the Study 
Central Blood Pressure Measurement (Required only for this research) 
As mentioned previously, central high blood pressure can be detected with a special type of 
sensor that is applied over the neck artery for a few minutes. A blood pressure cuff is also 
applied to the arm and thigh during the test. The test typically takes only a few minutes. It is 
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painless, and does not involve any needles.  We will estimate central blood pressure  during 
each of your clinical follow up appointments.   

 
Cardiac MRI (Required only for this research) 
Cardiac MRI is a procedure that takes detailed and accurate pictures of the heart and blood 
vessels. It involves you lying inside the scanning machine for around 20 minutes. It does not 
involve any radiation.  This procedure is offered to patients scheduled for AF ablation so we 
can determine the stiffness of aorta with cardiac MRI and correlate it with the extent of atrial 
(heart top chamber) scarring recorded during AF ablation. 
 
Electrophysiology data acquisition during AF ablation (Required only for this research) 
If you have an AF ablation procedure we will measure the amount of scarring in the atria 
with tubes placed in the heart for ablation. This procedure will take an extra 15 mins without 
any additional risk or significant exposure to radiation. Usually the ablation procedure can 
take up to 3-4 hours in total.   
 

7. Possible risks and discomforts 
The study is not expected to expose you to any additional amount of radiation than is 
normally used for this procedure.  
 
Central Blood Pressure Measurement 
The measurement of central blood pressures is safe and painless, and does not involve any 
known risk.   
 
Central Blood Pressure Treatment:  
If you are in the intervention arm you will be carefully treated to achieve target central blood 
pressure. There is a possibility that the drugs used might causeside  effects. However, to 
closely monitor for any complication including the drug side effects, the intervention group 
will be followed up more frequently.  
 
Cardiac MRI 
The cardiac MRI involves you being placed in the MRI scanner for approximately 20 
minutes. The most common discomfort experienced is due to the loud noise, and the 
relatively confined space. However, the MRI attendants will provide you with earmuffs to 
shield from the noise, and every effort is made to make the procedure as short and 
comfortable as possible.  
 
Retinal photography and analysis 
Retinal photographs will be taken at baseline and yearly follow up appointment. Retinal  
blood vessel size will be measured from photographs using a computer program and 
correlated with changes in central blood pressure. The acquisition of retinal image takes 
couple of minutes and it is a painless procedure that does not require any specific preparation.   

8. What if something goes wrong 
In the unlikely event that you suffer an injury as a direct result of your participation in the 
study, care will be provided through the public hospital system. The study has been 
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indemnified by the University of Adelaide and SA Health and you also have the right to seek 
compensation through the legal system. 
 

9. Confidentiality and Data Security 
Any information that can identify you and your study data will remain confidential. It will 
only be disclosed with your permission, except as required by law. If you give us your 
permission by signing the Consent Form, we plan to publish the results of the study in an 
international medical journal. In any publication, information will be presented in such a way 
that you cannot be identified. A description of this clinical trial will also be available on the 
website  www.anzctr.org.au, as required by the Ethics Committee of Royal Adelaide 
Hospital.  The above web site will not include information that can identify you.  At most, the 
above web site will include a summary of the results which is freely accessible.   

During the study we will collect data and blood specimens. The data is identifiable and will 
be stored for 15 years in a computer generated research software (RED CAPS) with restricted 
access to study investigators only.  The blood samples will be processed through the local 
pathology to generate data for glucose, lipid profile and kidney functions. The data will be 
added into RED CAPS and will be password protected.    

In addition to the processes described above, data may otherwise be discoverable through 
processes of law or for assessing compliance with research procedures. 
You have a right to access the information collected and stored by researchers about you.  
You also have a right to request that any information with which you disagree be corrected. 
You have a right to ask that any stored specimens be destroyed but should be aware that data 
which has already been derived from those specimens may not be able to be destroyed. 

10. New information arising during the project 
During the research project, the researchers may acquire new information about the risks and 
benefits of the project. If this occurs, you will be told about this new information. This new 
information may mean that you can no longer participate in this research. If this occurs, the 
person(s) supervising the research will stop your participation. In all cases, you will be 
offered all available care to suit your needs and medical condition.  

11. Further information or any problems 
If you require further information or have any problems concerning this project, you can 
contact Prof. Prashanthan Sanders on 8222 2723.  

12. Participation is voluntary  
Participation in any research project is voluntary. If you do not wish to take part you are not 
obliged to. If you decide to take part and later change your mind, you are free to withdraw 
from the project at any stage. Your decision whether to take part or to take part and then 
withdraw will not affect your routine treatment, your relationship with those treating you or 
your relationship with the Royal Adelaide Hospital. 

Before you make your decision, a member of the research team will be available so that you 
can ask any questions you have about the research project. You can ask for any information 
you want. Only sign the Consent Form once you have had a chance to ask your questions and 
have received satisfactory answers. 

Before deciding whether or not to take part, you may wish to discuss the project with a 
relative or friend or your local health worker. Feel free to do this. 
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If you decide to withdraw from this project, please notify a member of the research team 
before you withdraw. This notice will allow that person or the research supervisor to inform 
you if there are any health risks or special requirements linked to withdrawing. 

13. Payment for participation 
Participation in this study is voluntary and no payment will be made.  

14. Ethical guidelines 
This study is conducted according to the National Health and Medical Research Council 
(NHMRC) Statement on Ethical Conduct in Human Research (2007). The Royal Adelaide 
Hospital Ethics Committee has approved the study. If you wish to speak to someone 
independent of the study about your rights as a research participant or if you wish to make a 
complaint about the conduct of the study, contact the Research Ethics Committee on 8222 
4139. 
 

Table-1. Follow up and Investigations time line for Intervention Group  
(AFSS= AF symptom scale, CBP= central blood pressure, RFTs= Renal function test) 

0 months 3 months 6months 9months  12 months  15months 18-20 months 
*CBP assessment. 
 
Holter monitoring 
for 4 days. 
Eye examination. 
RFTs and AFSS. 
urine for ACR.  

*CBP 
assessment 
 
RFTs. 
AFSS. 
4 days 
Holter 
urine for 
ACR 

*CBP 
assessment 
 
RFTs. 
AFSS. 
4 days 
Holter 
urine for 
ACR 

*CBP 
assessment 
 
RFTs. 
AFSS. 
4 days 
Holter 
urine for 
ACR 

*CBP 
assessment. 
Holter 
monitoring 
for 4 days. 
Eye 
examination 
RFTs and 
AFSS. 
urine for 
ACR. 

*CBP 
assessment. 
 
RFTs. 
AFSS.  
4 days 
Holter 
urine for 
ACR 

*CBP 
assessment. 
 
Holter 
monitoring for 
4-days for AF. 
Eye 
examination 
RFTs and 
AFSS. 
urine for ACR.  

 
*Cardiac MRI. 
(Only for patients 
listed for PVI) 

  
EST 

  
Echo 
EST 
 

 
*Cardiac 
MRI.  

 
Echo  
EST 

 
*Investigations in addition to standard of care. 
Electro-anatomical left atrial mapping will be offered to patients listed for AF ablation. These patients will also 
have CMR to assess cardiac chambers with a repeat CMR in a year.  
 


