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PATIENT INFORMATION SHEET
STUDY TITLE: The role of faecal occult blood testing in risk stratification for GI malignancy in subjects with iron deficiency anaemia

CHIEF INVESTIGATOR: 
Dr Jonathon Snook
Invitation
You have been invited to take part in a research study to assess the value of a simple stool test in predicting the outcome of investigation of the cause of iron deficiency anaemia (IDA). 

What is the purpose of this study?

IDA is a common clinical problem in the UK. In about a third of cases it is due to an underlying condition of the stomach or bowel, which in a third again proves on investigation to be a cancer. Currently it is impossible to reliably predict which patients have a potentially serious underlying problem and which don’t, and therefore the recommendation is that everyone undergoes endoscopy. The aim of this study is to see whether a simple test to detect tiny quantities of blood in the stool can help to reliably predict which patients with IDA need to have urgent endoscopy, and which do not. 

Why have I been chosen to participate?

You have been invited as your blood tests show that your anaemia is due to iron deficiency.
Do I have to take part?

No - your participation in this study is entirely voluntary. If you do choose to take part, we will ask you to sign a consent form to confirm your understanding of what will happen and your willingness to participate.  If you decide to withdraw, all you need do is notify our research team.
What will happen if I take part?

You will be asked to place a small stool sample on a simple analysis card at home, and post this in to the research team in the stamped addressed envelope given to you. Sample testing will be batched, and the result will not be available to the team undertaking your investigations to avoid influencing their clinical decisions about you in any way.
What are the possible side effects?

There are none. The stool sample must be provided before you have your endoscopy, but will not delay your investigations in any way.
What if I withdraw?

You are free to withdraw from this study at any time. Withdrawal will NOT affect your future care at Poole Hospital, or anywhere else in the NHS. 
What are the benefits of taking part?

Development of a reliable predictor of risk could be of great benefit to future patients, allowing the targeting of investigations in those at high risk, and avoided in those at low risk. There are no immediate benefits to you, but as IDA can be a recurring problem, you might benefit from our research in time to come.
Will my details be kept confidential?

We will follow ethical and legal practice, and ensure that all of the information and data that we obtain about you is handled in confidence. You will be allocated a unique study code number that will be used on all documentation related to this research, so that your personal details are kept confidential.

What happens when the study is over?

Once the study is completed, the results will be analysed and submitted to a leading International medical journal, and presented at a national conference. This will allow other doctors to see what we have discovered and hopefully help in their future care of patients with iron deficiency anaemia. Your personal details will NOT appear anywhere in these presentations or publications. If you would like to know the outcome of the study in due course, we would be happy to keep you informed.
Who has reviewed this study?

All NHS research is assessed by an independent group called the research ethics committee, to ensure that the rights, safety, well-being and dignity of all potential participants in research are protected. This study has been assessed and given favourable opinion by this committee.

Thank you for your time in considering whether you would like to contribute to our research. If you have any further questions, please feel free to discuss them with your research nurse, contactable on ………..
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