The Health Research Board (www.hrb.ie) sponsored Oncology Clinical Trials Unit has a dedicated research team working on a wide range of services at Cork University Hospital, Mercy University Hospital, South Infirmary Victoria University Hospital and the Bon Secours Hospital. The team is part of the All Ireland Cancer Consortium providing patients in Ireland an opportunity to access clinical trials. Clinical trials are the means by which cancer research becomes cancer treatment. We implement our clinical trials with commitment to monitoring and data management.

Clinical Trials Process
During your first visit to the Outpatient Department your consultant may discuss a clinical trial with you. The oncology research nurse will explain the clinical trial to you. This will include what the trial is about, what is involved, how you will be treated, side effects of treatment and what you will have to do. The standard treatment available will also be discussed. You will be given written information regarding the clinical trial, which you can take away and read at your leisure. You can discuss your options with your family or friends. If you have decided to participate in a clinical trial you must be satisfied with all the information given to you. You should feel free to ask any questions that you believe are important in helping you to reach a decision.

The Oncology Day Unit which is part of Cork University Hospital is where you will receive your treatment. Your oncology research nurse will visit you each time you come into the Day Ward. By taking part in a clinical trial you are helping to improve the general understanding of cancer and the best way to treat it.

To find out what trials are available within our sites please go to www.icorg.ie and view clinical trials.

 



What is a Clinical Trial?
A clinical trial is a research study designed to evaluate new treatments or a new way of using known treatments. The goal is to find safer and more effective ways to treat or prevent cancer. A clinical trial is also known as a clinical study, research study, or medical research.

Clinical Trials may be done to test one of the following:

· New treatments

· New ways of using treatments already available

· New combinations of existing drugs

· New ways of diagnosing or preventing cancer

· The psychological effects of the treatment
What are the phases of Clinical Trials?
Clinical trials are conducted in an orderly series of steps, called phases. This allows doctors to ask and answer questions in a way that results in reliable information about the treatment and protects the patients. Clinical trials are usually classified into one of three phases.

Phase I trials: The aim of phase I clinical trials it to find out how a new drug should be given (by mouth, injected into the blood, or injected into the muscle), how often, and how much of the treatment can be given without causing serious side effects. Doctors assess whether the side effects are acceptable in relation to the potential benefits. A phase I trial usually enrols only a small number of patients, between 20-80.

Phase II trials: These studies follow the phase I trials and by this time doctors already know quite a lot about the treatment. A phase II trial continues to test the safety of the drug, and begins to evaluate how well the new drug works and for which types of cancer it might be useful. These studies involve more patients, between 100-300.

Phase III trials: These studies follow the phase II trials and the aim is to compare a new drug or a new combination of drugs in comparison to the current standard treatment. Phase III trials often enrol large numbers of patients (1000-3000) and may be conducted at doctors' offices, clinics, and cancer centres worldwide.

Why are Clinical Trials important?
Today's clinical trials lead to tomorrow's standard treatment. The information obtained from a clinical trial advances our progress in the fight against cancer. Without clinical trials, and without the assistance of patients willing to enrol onto these trials, our treatments for cancer would never improve.

What is standard treatment?
Standard care is a treatment option that has been proven effective and is currently being used. Today's standard treatments were first shown effective in clinical trials in the past.

What is informed consent?
Before you take part in a clinical trial you will be required to give your consent. If you agree to take part in a research project or clinical trial, you will be given written information about the trial and asked to sign a consent form. You should not sign the form until you are happy that all your questions have been answered and you fully understand what will happen to you as part of the trial. It is important to remember that once you have made a decision about treatment, you can change your mind at any time, even after you have signed a consent form.
The consent form will include details about:

· Purpose of the study
· Background information about the treatment
· How the treatment will be given and for how long
· The possible benefits and drawbacks
· Confidentiality of your medical information

Informed consent continues as long as you are in the study. You should always feel free to ask the doctor or research team any questions you have at any point.

What is a protocol?
A protocol is a study plan on which all clinical trials are based. The medical team uses the treatment protocol to safeguard the health of the participants as well as answer specific questions.

How is your treatment chosen?
The Central Study Office will choose which treatment you will receive within the clinical trial. This is done randomly i.e. like the toss of a coin. Each participant has a fair and equal chance of receiving either treatment.

Who is eligible for a Clinical Trial?
Each study has its own guidelines called eligibility criteria. Inclusion criteria may consist of things like disease type, medical history, age, gender and other factors necessary to join the trial.

Patient suitability - It is important to remember clinical trials are not suitable for all patients. Whether you are accepted will depend on your age, medical history, the stage of your cancer, your general health and the results of your blood tests. As part of the trial you may be required to attend hospital regularly. This may mean coming to the Cork University Hospital on a weekly basis for blood tests. Ask, how often you will need to come to the hospital and decide whether you can cope with this amount of travelling. 

What are the benefits of a Clinical Trial?
Patients participate in clinical trials for many reasons, usually hoping for a better treatment or cure. However, there are no guarantees but doctors who conduct clinical trials believe the new treatment will provide benefits equal to or better than the current standard of care.

The advantage of participating in a clinical trial is that you may be one of the first to benefit from the latest cancer treatment. Patients in clinical trials receive close medical follow-up during and after the trial. Many patients feel a greater sense of purpose by participating in a clinical trial as many of the treatments that we now benefit from, started as a clinical trial less than a decade ago.

What are the drawbacks of a Clinical Trial?
Clinical trials are carefully designed to minimize the risks and maximize the benefits to all the people who take part, regardless of which treatment they get. A trial treatment as well as standard treatment has side effects. Since clinical trials are studying new treatments, not all the side effects may be known ahead of time.

You may not always receive the new treatment or the new treatment may not prove to be any better than standard treatment. Even if the new treatment is effective for some people it may not be as effective for you.

When you take part in a trial you will be monitored carefully during and after the study. You will have regular tests and you may be asked some extra question about how you are feeling. Sometimes this means going to your hospital or GP more often than you would normally. Although this may inconvenient, these tests only lead to you being observed more closely.

