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The CODA Study
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Date: 1/7/05
Study Name

A 12 Month Randomized, Multicentre, Parallel Group Single-Blind Study to Assess the Efficacy and Safety of Dosing Mesalazine 800 mg Tablets (Asacol®) at 2.4 g Once Daily versus Divided Doses Three Times Daily in the Maintenance of Remission of Ulcerative Colitis. Short title of trial: The CODA study (Colitis Once Daily Asacol)

You are being invited to take part in a research study.  Before you decide it is important for you to understand why the research is being done and what it will involve.  Please take time to read the following information carefully and discuss it with others if you wish.  Ask us if there is anything that is not clear or if you would like more information.  Take time to decide whether or not you wish to take part.

Thank you for reading this.

What is the purpose of the study?
The study is designed to investigate whether taking Asacol once daily in the morning, is just as effective as taking the same total daily dose of drug split three times during the day, in preventing flares of disease, in patients with ulcerative colitis that is in remission.

After the symptoms of active ulcerative colitis have been treated, patients continue treatment with drugs to reduce the chance of further attacks of inflammation occurring. Asacol contains mesalazine, and is known to reduce the chance of a future attack occurring. The drug is usually given three times a day.

It is not known whether taking the drug as a once daily dose would provide just as much benefit as splitting up the dose. It would be preferable to patients, as it may make it easier to remember to take the tablets. 

Why have I been chosen?
You have been chosen because you have ulcerative colitis that is being treated with mesalazine and is currently inactive. 

Approximately 660 patients are required for the study and all these patients must have a number of similar characteristics. Your ulcerative colitis must be in remission at the time of study entry for at least 4 weeks, and no longer than 2 years. 

Do I have to participate?
No, you do not have to take part.  It is up to you to decide whether or not to take part.  If you do decide to take part you will be given this information sheet to keep and be asked to sign a consent form.  If you decide to take part you are still free to leave the study at any time and without giving a reason.  If you choose to leave, you should return to the clinic so that your health can be checked.  A decision to withdraw at any time, or a decision not to take part, will not affect the standard of care you receive.

What will happen to me if I participate?
If you enter the study you will be randomly assigned to either take three tablets of Asacol 800mg together in the morning, or take a single 800mg tablet three times during the day over the one year of the study.

Before this happens you will have some baseline assessments.  These will be:

· Confirming your consent to take part by signing the consent form

· Confirming that you meet all the criteria for the study.

· Collection of information relating to you, your medical history and your ulcerative colitis 

· Collection of information relating to all the medications you are taking.

· Blood will be taken for testing.

· You will have a sigmoidoscopy to confirm that your ulcerative colitis is in remission.

After your baseline visit you will be asked to attend the clinic after six weeks, and then at 6 and 12 months to assess your ulcerative colitis and general well being.  At these routine visits the following will be done:

· Blood and urine will be taken for testing.

· Collection of information relating to you and your ulcerative colitis. 

· Collection of information relating to all the medications you are taking.

· Collection of information relating to any problems you may have experienced during in the study.

If at any time during the 12 months you feel unwell or that your ulcerative colitis is becoming active you will be asked to contact the clinic immediately so that they may assess your condition and maybe ask you to come in for another clinic visit.  If you are asked to come in for an unscheduled visit the routine visit information will be collected as above, including a blood and urine sample. You will also need to have a sigmoidoscopy examination of the rectum to see whether the colitis has become active again. If it has then you will be be taken out of the study, and will be treated for a flare of your disease in the usual way.
If after 12 months you have not relapsed you will return to taking your usual dose of mesalazine therapy that you were taking before the trial

What is being tested?
The study will use a new 800mg tablet of Asacol that is not yet available on routine prescription. It contains twice as much active ingredient as the conventional 400mg tablet. Patients either take three of the tablets together in the morning, or take one tablet three times during the day over a period of a year. The study is designed to tell us whether the once daily dosing works as well or better than the conventional splitting of the dose, in preventing flares of ulcerative colitis.

What are the possible disadvantages and risks of taking part?
Asacol contains the drug mesalazine. As you have been taking a drug containing this already you may already be familiar with the product information.  Side effects that can occur commonly with the treatments include: headache, nausea, diarrhoea, exacerbation of colitis symptoms and hypersensitivity

Rare but more serious reactions include:

Kidney inflammation; pancreatitis (inflammation of the pancreas); agranulocytosis (a condition that can result in a number of symptoms including ulcers of the throat, gut and skin); alveolitis (inflammation in the lung), myocarditis (inflammation of heart muscle), hepatitis (liver inflammation).

It is recommended that women taking part in the study do not attempt to become pregnant, and take a reliable method of contraception during the study. 

What are the possible benefits of taking part?
We hope that in this study both treatment arms will give similar benefits in keeping your ulcerative colitis in remission.  If this is the case then it will show that patients can safely take their Asacol treatment once a day to prevent attacks, and this will be more convenient, and may improve reliability of taking tablets.
Will my taking part in this study be kept confidential?
All information which is collected about you during the course of the research will be kept strictly confidential.  Any information about you which leaves the hospital will have your name and address removed so that you cannot be recognised from it.

Your medical records may be inspected by the regulatory authorities to check that the study is being carried out correctly.  Your name, however, will not be disclosed outside the hospital.

What will happen to the data collected?
Your data will be analysed by the team organising the trial to determine whether once daily treatment is as good as three times daily dosing. Certain statistical tests will be carried out on your data, along with that collected from other patients who entered the study.  The results of the study will be used in reports and scientific presentations or publications.

Should you decide to withdraw from the study at any time, the information collected on you up to that point will be used in the results of the study.

Who is organising and paying for the research?
The study has been started and planned by doctors in Cardiff and Bristol. They have obtained a charitable donation from the company who make the Asacol tablets (Procter and Gamble). These funds will be used to pay a sum of money to hospitals where patients are recruited, to cover the costs of putting the patients into the study, and the company will also provide the drug for the study. 

Who has reviewed the study?

The study protocol has been reviewed and approved by a Multicentre Research Ethics Committee (MREC) and approved locally by the Local Research Ethics Committee (LREC).

Further information needed?
If you would like to discuss this information in more detail or want further information please contact:

Dr AB Hawthorne

Consultant Gastroenterologist

University Hospital of Wales

Heath Park

Cardiff

CF14 4XW

Tel 029 20742183

Pager 07623 905823

If you decide to take part in this study you will be given a copy of information sheet and a signed consent form to keep.

Thank you for taking part in this study.
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