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Physical Activity, Depression And Illness PercepTions in Chronic Kidney Disease (ADAPT CKD)
IRAS Study ID 202596

Patient Information Sheet
Version 3 dated 18th July 2016
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.
What is the purpose of the study?

The purpose of this study is to investigate the relationship between physical activity, depression and perception of having Chronic Kidney Disease. This is a pilot study which means that it is an early stage of the research intended to provide information for the design and running of a larger study if required.
Why have I been chosen?

You have been chosen because you have kidney disease or a kidney transplant. Altogether we will ask up to 44 patients to take part in the study.

Do I 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 asked to sign a consent form. A study participant code will then be allocated to you. If you decide to take part you are still free to withdraw at any time and without giving a reason. A decision to withdraw, or a decision not to take part, will not affect the standard of care you receive.

What will happen to me if I take part?
We will invite you to complete a survey consisting of 8 sections, each of which is a separate simple questionnaire. A Survey Pack with your allocated study participant code written on it will be given to you to take home for completion in your own time. A stamped addressed envelope will be provided for the return of the completed survey.
The survey consists of the following sections :

Section 1: About You

Some questions about you

Section 2: Illness Perception Questionnaire (IPQ-R)


A questionnaire about how you feel about Chronic Kidney Disease

Section 3: Beck Depression Inventory (BDI-II)

A questionnaire about your mood over the last 2 weeks

Section 4: International Physical Activity Questionnaire Short Form (IPAQ-SF)

A questionnaire about your physical activity over the last 7 days

Section 5: Duke Activity Status Index (DASI)

A questionnaire about your ability to carry out day-to-day activities

Section 6: Kidney Symptom Questionnaire (KSQ)

A questionnaire about the symptoms you experience 

Section 7 : LKET Fatigue Scale


A questionnaire about how tired you have felt over the last week

Section 8: EuroQOL 5 Dimensions (EQ5D)
A questionnaire about your quality of life

When you have finished filling in the survey, all you need to do is put it in the stamped addressed envelope provided and return it to us. When we receive your completed survey, a researcher will access your medical records to extract some additional information about you which is relevant to the study. The information we take from your medical records will be your most recent blood and urine test results, the medications you are taking and your past medical history including any other health conditions you have. When we have collected this information, your involvement in the study is finished.
What happens if I forget to return my survey?

We understand that you may forget to fill in the survey or post it back to us. Therefore, we would like to ask your permission to telephone you with a gentle and friendly reminder if we do not receive your completed survey within 10 days of giving it to you. We will only speak to you once, and if you still do not return the survey we will assume that you no longer wish to take part and we will not contact you again, or access your medical records for this research.

If you are happy for us to telephone you, we will ask you to initial a box on the Consent Form and give us the best telephone number to contact you. If you would prefer us not to telephone you, you can indicate this on the Consent Form and you will not receive a reminder.
What happens if I change my mind and decide not to fill the survey in?

We also understand that you may change your mind about taking part when you have had a chance to think about it later. In this case, you do not need to contact us unless you want to. If you do not return a completed survey to us, we will assume that you no longer wish to take part and we will withdraw you from the study. In this case, your medical records will NOT be accessed and we will not store any of your clinical information in the study results.

What are the possible disadvantages and risks of taking part?
You will need to fill in a series of questionnaires, which takes about 30 to 45 minutes to complete. You can do this at home in your own time. Some people may find a few of the questions could make them anxious or distressed, but you can miss out any that you prefer not to answer. If you are distressed by filling the survey pack or have indicated on it that you have thoughts of hurting yourself, a referral will be made back to your own consultant. If you find the survey distressing, you can contact the Samaritans by free phone call on 116 123 from any phone, or by email jo@samaritans.org. This is a 24 hour support service which can help you any time you may need it.
What are the possible benefits of taking part?

There are no direct benefits to you of taking part in this research. We hope that the results of the study will help us have a better understanding of the relationship amongst illness perception, depression and levels of physical activity.

What happens when the research study stops?
Your usual clinical care will continue unchanged.
What if something goes wrong?

In the very unlikely event of you being harmed by taking part in this research project, there are no special compensation arrangements. If you are harmed due to someone’s negligence, then you may have grounds for legal action but you may have to pay for it.  Regardless of this, if you wish to complain, or have any concerns about any aspect of the way you have been approached or treated during the course of this study, the normal National Health Service complaints mechanisms would be available to you.

If you wish to make a complaint about the study you can contact the UHL Patient Information and Liaison Service by post to PILS, The Firs, Glenfield Hospital, Leicester LE39QP, telephone 08081 788337 (free phone number), or email pils@uhl-tr.nhs.uk
Will my taking part in this study be kept confidential?
All of the information we collect from or about you will be kept strictly confidential, stored anonymously using a study participant code and will not be identifiable as belonging to you. If you give your permission on the Consent Form, your contact details will be made available to the researchers so that they can contact you to remind you to return the survey form. These details will be stored securely and separately from the research information above. The official study file linking your study code to your identifiable information will be stored securely in a locked office at the hospital at all times, and will be destroyed 5 years after the end of the study.
What will happen to the results of the research study?
We expect the results of the research to become available from 2017. The results will also be published in a medical journal.  All information will be anonymised so you will not be identified in any report or publication.

Who is organising and funding the research?
The research is being organised by Dr Alice Smith and the costs will be covered by research funds administered by the University of Leicester. The study is sponsored by the University Hospitals of Leicester NHS Trust. 
Who has reviewed the study?
All research that involves NHS patients or staff, information from NHS medical records or uses NHS premises or facilities must be reviewed by an NHS Research Ethics Committee before it goes ahead. This study has been reviewed by the Queen Square London NHS Research Ethics Committee. A favourable opinion means that the committee is satisfied that your rights will be respected, that any risks have been reduced to a minimum and balanced against possible benefits and that you have been given sufficient information on which to make an informed decision.
Contact for Further Information
If you would like any further information about this study please contact the Chief Investigator Dr Alice Smith or Researcher Miss Amy Clarke on 0116 258 4346.

Alternatively, if you have questions about the study and you would prefer to ask someone not directly involved with the research team, you can contact UHL Patient Information and Liaison Service by post to PILS, The Firs, Glenfield Hospital, Leicester LE39QP, telephone 08081 788337 (free phone number), or email pils@uhl-tr.nhs.uk
Thank you for reading this Information Sheet,

and for considering taking part in this study.

Dr Alice Smith
Leicester Kidney Exercise Team,

Academic Unit,

Leicester General Hospital, LE5 4PW.

Tel 0116 258 4346

Email kidney.exercise@uhl-tr.nhs.uk
You will be given a copy of this information sheet and signed consent form to keep 
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