1. APPENDIX 1: 
PATIENT INFORMATION SHEET
Study title: Blinded evaluation of prognostic value of FDG-PET after 2 cycles of chemotherapy
Study acronym: PET after 2 cycles
PATIENT INFORMATION SHEET

You have agreed to take part in the R-CHOP 14 v 21 study. Your are now invited to take part in the PET substudy. Before you decide if you would like to take part, it is important that you 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 friends, relatives and your GP, if you wish. If you decide to enter the study your GP will be made aware of this. Ask us if there is anything that is not clear or if you would like more information. 

‘Consumers for Ethics in Research’ (CERES) publish a leaflet called ‘Medical Research and You’.  This leaflet gives more information about medical research and looks at some questions you may want to ask.  A copy can be obtained from the doctor/nurse inviting you to take part or from CERES, PO Box 1365, London N16 0BW. CancerBACUP and the Lymphoma Association also publish leaflets for patients with lymphoma. 

What is the purpose of the study?

You have a condition called non-Hodgkin’s lymphoma.  In particular, you have a subtype of non-Hodgkin’s lymphoma called diffuse large B cell non-Hodgkin’s lymphoma.  You are taking part in the main study, where you will receive chemotherapy with a combination of drugs called R-CHOP, given either every 14 or 21 days.

In the main study, you will have a second CT (computed tomography) scan after 4 cycles of treatment, to find out if the treatment is working and the lymphoma cancer is responding to it. This is the standard way of assessing response to treatment in Lymphomas.

PET (Positron Emission Tomography) is a new imaging (scanning) technique that has proven useful in the treatment of Lymphomas. PET works in a different way to CT. CT shows lymphoma by the presence of enlarged lymph glands or organs, or by change in appearance of organs (e.g. liver and spleen). It does not tell us if the enlarged lymph glands definitely have lymphoma or not. PET scanning, works by showing the metabolic activity of the tissues (based on their glucose uptake). Lymphoma cells usually have a high metabolism (i.e. glucose uptake), compared to normal tissues. PET scan is able to show response to treatment earlier than CT, where changes indicating response take longer time to appear.

In previous research, a repeat PET after only 2 cycles of chemotherapy was able to show response early and the findings of PET scan was predictive of the chances of cure. If this is proven in this study, PET could help us in the future to change ineffective treatment early, so avoiding unnecessary toxicity and hopefully curing more people. 

We would like to find out if the PET can reliably assess response to treatment early during treatment and hence predict the prognosis. To do this we need to evaluate PET on patients treated the same way according to one protocol (the main study protocol).

Why have I been chosen?

Patients participating in the main study, who have access to PET scanning are all invited to participate in the PET substudy.

Do I have to take part?

Your participation in this trial is entirely voluntary. If you 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 withdraw at any time without giving a reason. A decision to withdraw or a decision not to take part will not affect the standard of the care you receive.

What will happen to me during the study?

If you are willing to participate in the PET trial, you will be assessed by your doctor to ensure you are suitable to take part. You will be treated in the same away outlined in the main study. The only difference will be that you will have an additional PET scan, before you start treatment and a second PET scan before the 3rd cycle of chemotherapy, whether it is 14- or 21-day cycles. The scan results will not affect your treatment. All treatment decisions will be based on the standard CT scan. The PET scan result will be kept confidential to be analysed at the end of the study.
Are there any side effects associated with the  PET scan?

There is a small radiation exposure dose involved in the PET scan. This is unlikely to have any short or long-term effects on your health.

You will need to be fasting for 6 hours before the PET scan.

What are the possible benefits of taking part?

The information we get from the PET study may help us to improve the future treatment of patients like you with diffuse large B cell non-Hodgkin’s lymphoma.  

Will information about me in this study be kept confidential?

All information which is collected about you during the course of this study will be kept strictly confidential.  Any information about you which leaves the hospital will have your name and address removed, so you cannot be identified from it. We may need to obtain information from the Office of National Statistics.

Who is sponsoring and organising the research?

This study is organised on behalf of the National Cancer Research Institute and is co-ordinated by the Lymphoma Trials Office.

What will happen to the results of the study?

Results will be analysed by the Lymphoma Trials Office. They will be presented at haematological and oncological meetings and published in associated journals.  

What if I do not wish to take part or change my mind?

The study is voluntary so that you should not feel under any pressure to enter.  If you decide to take part you are free to withdraw at any time.  In either case, you do not have to give a reason for your decision and this will not prejudice your future medical care.  If you decide not to participate in the PET study, you can still participate in the main study.
There is no facility for payment of clinicians or patients or travel expenses.

If you do decide to take part in this research study, you will be asked to sign a consent form.  You have 7 days to decide. Should you have any further queries regarding this study or about any of the treatments described above:

Please contact     ________________________________________________
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