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Participant information sheet
Thank you for considering your participation in the project titled “The relationship between methotrexate, blood pressure and arterial markers in rheumatoid arthritis”. This is a research project and your involvement is entirely your decision. If you do not wish to participate, your medical care will not be affected in any way. 
Who is organising and funding the study?

Dr Leena Baghdadi, who is a physician at King Saud University in Saudi Arabia and a PhD student at Flinders University in Australia, is conducting this project. She is being supervised by Professor Arduino Mangoni, Associate Professor Richard Woodman and Associate Professor Michael Shanahan from Flinders University.
What is the study about?
The main aim of this study is to examine whether taking methotrexate drug can improve blood pressure and vascular function in rheumatoid arthritis. Methotrexate is a rheumatic drug that has the ability to reduce the inflammation associated with rheumatoid arthritis. In this study, we will examine if methotrexate has the ability to reduce the level of blood pressure and to improve vascular function. 
Can Methotrexate drug reduce blood pressure? 
A few small studies have shown that methotrexate drug can improve blood pressure. Those rheumatoid patients who are on methotrexate therapy had a reduction of three (3) mmHg in their blood pressure on average.   

 Things required from participantsYou will be asked to attend the clinic up to two (2) times over twelve (12) months. Each visit will take about one and a half hours (90 minutes) for clinical assessments and about forty-five (45) minutes for the questionnaire and will involve performing a few procedures (see the next question). The research team will need access to your hospital notes so that we can view your medical and drugs history, and blood tests. 
What will happen during each visit? 
There will be an imbursement of $20 per patient per visit (travel cost). In each visit the following will be done:

· Completing three (3) questionnaires asking you about some general information, your medication, your dietary habit and your quality of life. The questionnaires should take approximately forty-five (45) minutes to complete
· Measuring your weight and height 
· Measuring your blood pressure 
· Counting your heart rate
· Drawing blood to examine the level of some important markers; the amount of the blood is about one to two (1-2) teaspoons 

· Examining your central blood pressure:  
1. Prior to a central blood pressure measurement, the following protocol is recommended:
· No alcohol intake for 12 hours prior to measurement

· No caffeine or tobacco use for four hours prior to measurement  

· Fasting for 12 hours is recommended, but a light meal (particularly in diabetics) is permissible, since patients should be comfortable and not be overly hungry 

· Drinking water is permissible
2. During central blood pressure measurement, the following should be done:

· You will be sitting beside a table with your arm on the table and your palm facing upwards
· You are required to have a rest for 10 minutes in the seated position 

· A cuff blood pressure will be taken 
· Before taking central pressure readings, you will have a rest for 1-2 minute and then a small probe, like a pencil, will be placed on your wrist (radial artery) to start capturing the data
· Attaching a 24 hours blood pressure monitor, the following instruction should be followed:
1. You should have a shower before the appointment
2. You have to wear loose clothing

3.  Blood pressure cuff is attached to a machine and you have to keep your arm still during inflation and deflation 

4. Daily activity can be continued while wearing the monitor
5. The cuff will inflate every 30 minutes during predicted waking hours (day-time) and hourly during sleep (night-time) 
6. You cannot see each blood pressure reading during the 24 hours monitoring

7. The monitor will “beep” if the reading is not recorded correctly due to arm movement and the reading will be retaken after one minute
8. You have to push Day/Night button as you are going to bed and when you get up in the morning

9. You are NOT allowed to do the following during the 24 hours monitoring:

· Shower/ bath

· Go swimming

· To get monitor wet at any stage whilst wearing
10. You should return the monitor at the same time next day
11. During the 24 hours use of the monitor, you should keep a record of the time of: 
· any emotional feelings
· the use of any medication
· whether you were drinking coffee or tea or any drink containing caffeine when the 24 hour monitor automatically commenced the recording of blood pressure.  
12. You should keep a record of the name of anti-rheumatic medications, current dose taken and if there are any changes in the dose of medications or shifting from one to another class of drugs. This should take approximately two (2) minutes
What are the benefits anticipated from this study?
You might not receive any direct benefit from participating in this study. However, the information collected from this study may help in improving blood pressure control among rheumatoid patients in the future and might advance our understanding of the relationship between blood pressure and methotrexate in rheumatoid arthritis patients. 
What will happen to me at the end of the study?
Your access to normal medical care of your treating doctor will continue.  
Are there risks involved in taking part in the study?
It is highly unlikely that you will experience any major risks. However, slight discomfort might be expected. During withdrawing blood sample, you might suffer from pain, or skin bruises at the site of needle puncture, and rarely infection or faint. Secondly, discomfort at the site of the blood pressure monitor’s cuff might be experienced during the inflation. Lastly, minimal discomfort might be felt at your wrist while measuring your central pressure. If you experience any of these events, appropriate support will be offered. 

You may feel some distress from participation in this study. If this occurs you may withdraw from this study if you wish and your care will not be affected in any way. By participating in this study you do not give up any of your legal rights.
What happens to the information I give?

All records containing personal information will remain confidential and no information which could lead to your identification will be released, except as required by law. You will be given a unique identification (ID) number which will be used on your questionnaires and measurements records. The questionnaires that you fill in will not have details of your name and address. The data from all the patients participating in the study will be presented as group data. In accordance with the usual practice, results of this study become the property of Flinders University. The researcher is intending to submit the results as part of PhD thesis and therefore it is intended to submit the results for publication in scientific journals and at conferences.  No one will be able to identify you from the results. It is possible that the results may not be published for scientific or other reasons. Records and data about your participation in this study may be used for study purposes, to obtain regulatory approval for the study drug, or for further analyses in the future. All such records and your right to them will be protected in accordance with Australian law.
What happens to the blood collected and the results obtained?
All blood samples will be labelled with an ID number and a log of these will be kept in a separate secure location. Blood will be collected, stored, used and disposed of in accordance with the hospital policy. All blood samples will be labelled with an ID number and a log of these will be kept in a separate secure location. The amount of collected blood will be about one to two (1-2) teaspoons and it will be stored at -20°C at the Repatriation General Hospital laboratory until use. 

All information will remain confidential and no information which could lead to your identification will be released, except as required by law.

We would like to stress that your participation in this study is not obligatory and you are, of course, free to discontinue participation at any time or to decline to answer particular questions. 
Am I going to be informed of the results of the study?
All participants will be informed of the results of the study.
Who is to be contacted for further information about participation and the project?
Professor Arduino Mangoni Head of Clinical Pharmacology Department- Clinical Pharmacologist and General Physician, Flinders University and Flinders Medical Centre, Australia (Email: arduino.mangoni@flinders.edu.au or telephone +61 8 8204 7495).
What should I do if I have any Complaints?
This study has been reviewed by the Southern Adelaide Clinical Human Research Ethics Committee (Project number 76.14). If you wish to discuss the study with someone not directly involved, in particular in relation to policies, your rights as a participant, or should you wish to make a confidential complaint, you may contact the Executive Officer, SAC HREC at the Flinders Medical Centre (8204 6453) or emailresearch.ethics@health.sa.gov.au.
CONSENT TO PARTICIPATION IN RESEARCH
I, …………………………………………………………………………give consent to my involvement in the research project: The relationship between methotrexate, blood pressure and arterial markers in rheumatoid arthritis.
I acknowledge the nature, purpose, and contemplated effects of the research project, especially as far as they affect me, have been fully explained to my satisfaction by

………………………………………………………………………………………………………………… and my consent is given voluntarily.

I acknowledge that the detail(s) of the following have been explained to me, including indications of risks; any discomfort involved; anticipation of length of time; and the frequency with which they will be performed:

1. Accessing hospital notes to view my medical and drugs history, and blood tests
2. Taking medical and medication history, performing medical examinations and completing three questionnaires
3. Drawing blood to examine the level of some important markers
4. Examining my central blood pressure by using non-invasive technique (SphygmoCor) 
5. Attaching a 24 hours blood pressure monitor (Mobil-O-Graph)


I have understood and am satisfied with the explanations that I have been given.

I have been provided with a written information sheet.

I understand that my involvement in this research project may not be of any direct benefit to me and that I may withdraw my consent at any stage without affecting my rights or the responsibilities of the researchers in any respect.

I declare that I am over the age of 18 years.

I acknowledge that I have been informed that should I receive an injury as a result of taking part in this study, I may need to start legal action to determine whether I should be paid.

Signature of Research Participant: ………………………………………………….Date:………….

I, ………………………………………….have described to …………………………………………………..

The research project and nature and effects of procedure(s) involved. In my opinion he/she understands the explanation and has freely given his/her consent.

Signature: ……………………………………………………………………………………….. Date: ………….

Status in Project:……………………………………………………………………………………………………..
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