
Appendix 5
The Singapore Cardiovascular Cohort Study (2)
Participant Information Sheet for Participating in the study
What is this research trial about and what is involved in the study?

In 1984 and 1992, the National University of Singapore (Principal Investigator: A/Professor Kenneth Hughes) conducted 2 studies, The Thyroid Heart Study and the National University of Singapore Health Study. Through these health surveys, researchers have learnt much about heart disease in Singapore. Diabetes and Heart Disease continue to be major health problems in Singapore.  To add further to our understanding of these diseases, researchers are conducting a follow-up of these 2 studies called the Singapore Cardiovascular Cohort Study (2).

The Singapore Cardiovascular Cohort Study (2) is a joint project involving the Ministry of Health, National University of Singapore, Singapore General Hospital and National University Hospital.  
The purpose of our study is to learn more about how factors like the food we eat, exercise and smoking are important for heart disease.  This will help decide if changing these factors can prevent heart disease and diabetes, or keep it from getting worse. Other aims include evaluating your eyesight and whether you have any eye problems
You have been selected for this study because you previously participated in the Thyroid Heart Study or the National University of Singapore Health Study. The Singapore Cardiovascular Cohort Study (2) is an opportunity for us to follow up on any change in your health status since the last health survey.  We expect approximately 2000 persons to take part in this Study.

There will be no medicines to take and no experimental treatments to undergo in this study.
Initially, interviewers will contact you and visit you in your home or at a place which is convenient to you.  During this time, they will ask you to fill out a survey about your health, diet, and exercise, and your use of tobacco, alcohol, and medicines.  It is all right to skip any question you don't want to answer. The questionnaire will take approximately 2 hours to complete.  The information will be entered into a database.  You will then be asked to attend a health screening on a separate day at the Singapore Eye Research Institute, level 5, Singapore National Eye Centre.

The health screening will take approximately 30-60 minutes. You will be asked to fast (no food or calorie containing drinks) from 10 pm the night before.  During the health screening, doctors and nurses will: 1) Measure your weight, height and blood pressure,); 2) obtain samples of blood to determine the levels of blood cholesterol and whether or not you have diabetes mellitus; 3) test your eyesight to see whether you are short-sighted and take photographs of your eyes. As part of the study photographs of the back of your eye (the retina) will be taken. However the pupil of the eye is often very small and it is difficult to obtain the photographs.  We thus ask for permission to place some dilating eye drops in your eyes to open up the pupils. This will be done only after you have signed the consent form to allow us to put dilating eye drops in your eyes. 4)Measure the blood pressure at your ankle 5) use a small vibrating instrument to determine whether the nerves supplying your feet are functioning properly and 6) collect a urine specimen to check for protein in your urine
If you decide to provide a blood sample for this study, consent for blood-taking will be taken at the clinic. You can choose to provide 7 ml of blood for health screening only or 30ml (2 to 2-1/2 tablespoons) of blood for health screening and future related research. If you decide to provide 30 ml, the extra 23 ml will be stored at Singapore General Hospital or Community, Occupational and Family Medicine Dept, NUS for future related studies. 
You may be telephoned later to obtain additional health information or to confirm any uncertainties regarding the information collected.  It is also possible that researchers may contact you again in 3-5 years to reassess your health status.  Even if you participate in this study, you can refuse to participate in later studies.
We will also ask for your consent to check on your health by contacting your doctor, the National Disease Registry Office or your medical records, either for this current research or future related research. This information is very useful for us to study the effects of your lifestyle with diseases.
What are the risks of taking part in the study?

The dilating eyedrops may cause very slight discomfort. There is a very small risk of acute glaucoma (raised pressure) after dilation of pupils (about 1 in 5000).  You will be monitored for signs of acute glaucoma after dilation.  On the rare occurrence of this complication, you will be referred to a doctor of the participant’s choice for appropriate treatment

The risks of drawing blood include brief pain, slight bruising, and rarely, infection where the needle went in.  We take every precaution to prevent infection.  Some people feel dizzy when they have blood drawn, but this goes away when the person lies down. Basic first aid treatment will be available if required during the physical examination and venepuncture.
Are there any cost or payments involved in the research trial?

It does not cost you anything to take part in this study and you will not be charged for any tests.  You will not be paid for participation in this study. However a travel allowance of $30 will be given to you for the cost and time involved in traveling to attend the health screening.  In the unlikely event that you are injured while giving a blood sample, we will give you first aid and direct you to proper health treatment.  This paragraph does not waive any of your legal rights.

Will I find out results of the research?

Following the health screening, you will be provided with a copy of the results of your blood sugar, blood cholesterol, blood pressure, urine protein level, eyesight and measurements of height and weight. You should feel free to discuss these results with your own doctor. The research team will not be providing you with a medical assessment or treatment beyond giving you the results.

Will researchers have access to my medical records?

Certain information that forms part of your medical record may be required for interpreting research results.  Some examples include your age, gender, past health history, details of your present illness and family history of illnesses.  Such information will be stored in our databases, and only certain approved researchers will be allowed access to the information.  
How will my privacy be protected? 

To ensure your samples and medical information cannot be linked to you, the samples and medical information collected will not contain your identifiable personal data.  Instead, these will be replaced by code numbers.  It will only be possible to retrace the link between the personal data and the codes by a decoding step.  This decoding only takes place under special circumstances and approval needs to be given by an official ethics committee or institutional review board that oversees the ethical aspects of the research.
When results of this study is reported in medical journals or at scientific meetings or used for research, the people who take part are not named and identified.  However, medical records may be inspected at some future date by regulatory authorities to verify the information collected and that strict confidentiality of this information will be preserved. 

What happens next?

Once you have read this pamphlet, the researcher will make sure that all your questions are answered.  Your signature on a Consent Form is required to indicate whether or not you agree to take part in the study. The choice of whether or not to take part is up to you. You do not have to explain your decision to anyone; you just have to say ‘yes’ or ‘no’. 
You can also withdraw from the research at any time without giving reasons, by informing the principal investigator (Dr Jeannette Lee) and all your data and samples collected will be discarded.
Can I contact anyone if I have further questions?

You may call our study manager, Mr Mohd Rafi Bin Amin at 6321 4654, Dr Jeannette Lee of National University of Singapore at 68744964 or Dr Derrick Heng at the Ministry of Health at 63259224. 

If you have any questions concerning research ethics for this study, or your rights in this study, you can contact a member of the NUS-Institutional Review Board (Attn: Mr Chan Tuck Wai) at Tel:68741234: or Dr Khoo Chong Yew who serves on the Singapore Eye Research Institute Ethics Committee. Tel: 62277255 (Office hours) or 65358833 (After office hours).
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