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1.
Study title

To determine whether changes in pulse wave velocity predict hypotension during dialysis
2.
Invitation to take part in the study
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. Please 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.

3.
What is the purpose of this study?

Low blood pressure is the commonest complication for patients during routine outpatient haemodialysis treatments. Low blood pressure could be due to too low a blood volume, but could also be due to relaxation of the blood vessels. To investigate this possibility, we wish to measure your blood pressure during dialysis with a more sophisticated blood pressure machine that provides information about the stiffness of the major arteries to see whether there is relaxation of these arteries occurring before a fall in blood pressure.  .
4.
Why have I been chosen?

You attend for regular outpatient haemodialysis treatments under the care of the Royal Free NHS Trust, and have your blood pressure recorded during dialysis.
5.
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 be asked to sign a consent form.  If you decide to take part you are still free to withdraw at any time and without giving a reason. This will not affect the standard of care you receive.

If you decide to take part, being in the study will not affect your standard care.  If, for example, you are active on the kidney transplant waiting list and a kidney becomes available, you will be called in for the transplant as normal.

6.
What will happen to me if I take part?

Instead of using the ordinary blood pressure machine, we will use a blood pressure cuff that is attached to a computer that can determine pulse wave velocity and the resistance and stiffness of the major blood vessels. The only difference that you will notice is that this blood pressure machine blows up the cuff three times. This information will be recorded and registered in your computerised medical record, just as pre and post dialysis blood pressure and intra-dialytic hypotension, and pre and post dialysis weights are recorded as part of standard current clinical practice.
We will review the results of your monthly blood tests and urine collection, and your dialysis prescription, to determine whether there is any relationship to the changes in blood pressure during the dialysis session.
7.
What do I have to do?

If you agree to take part in the trial, you will attend for your normal dialysis session as usual
8.
What is the drug or procedure that is being tested?

A blood pressure cuff that is linked by wireless to a computer that can record pulse wave velocity
9.
What are the side effects of taking part?

Your blood pressure will be recorded as usual during dialysis
10.
What are the possible disadvantages and risks of taking part?

This blood pressure cuff inflates three times. 
11.
What if new information becomes available?

Sometimes during the course of a research project, new information becomes available about the treatment/drug that is being studied.  If this happens, we will tell you about it and discuss with you whether you want to continue in the study.  If you decide to withdraw, your research doctor will make arrangements for your care to continue.  If you decide to continue in the study, you will be asked to sign an updated consent form.

Also, on receiving new information we might consider it to be in your best interest to withdraw you from the study.  This is unlikely to occur in this study, as we are simply measuring blood pressure during your dialysis session.  If however, new information does come to light, we will explain the reasons to you and arrange for your care to continue.
12.
What happens when the research study stops?

Following completion of the study, we aim to work out whether dilatation of the major arteries is a cause of low blood pressure during dialysis, and if this is the case, then we need to plan further studies to investigate ways of preventing this.
13.
What if something goes wrong?

 If you are 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 a legal action but you may have to pay for it.   If you wish to complain 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 will be available to you.’

14.
Will my taking part in this study be kept confidential?

As we are not changing any of your tablets we will not be informing your family doctor. As usual your blood pressure, pre and post dialysis weights, drug records and blood test and urine results will be held on the hospital computer data base.  This study is not organised by a drug company, and no one other than the doctors and nurses involved in your clinical care will have access to your details.

All information which is collected about you during the course of the research will be kept strictly confidential and anonymous, so it can not be traced back to you. 
15.
What will happen to the results of the research study?

The results of this study will be reported to scientific meetings and published in scientific journals so that other heart and kidney doctors can have access to the results
16.
Who is organising and funding the research?

This study is organised in the Royal Free Hospital. Dr Davenport is organising the study and does not receive any financial reimbursement for this study.
17.
Who has reviewed the study?

The National Research Ethics Service Committee North West – Greater Manchester East reviewed the study.
18.
Contact for Further Information

Please contact Dr Davenport for further information (telephone number 0207-4726457)
or if wish to contact a doctor  independent of the study the please contact Dr Jennifer Cross (telephone number 0207-7940500) or the Patient Advisory Liaison Service (telephone number 0207-8302850).
Thank you for taking the time to read this document.  
19. You will be given an information sheet to keep, and one copy of your consent form to take home with you.

CONSENT FORM

 This is on the next page of this guidance and should be viewed in page layout view.
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CONSENT FORM
Title of Project: To determine whether changes in pulse wave velocity predict hypotension during dialysis

Name of Researcher:
A Davenport












Please initial box
1.
I confirm that I have read and understand the information sheet dated 9th August 2012(version 4) for the above study and have had the opportunity to ask questions.

2.
I understand that my participation is voluntary and that I am free to withdraw at any 
time, without giving any reason, without my medical care or legal rights being 
affected.

3.
I understand that sections of any of my medical notes may be looked at by 
responsible individuals from regulatory authorities where it is relevant to my taking part in research.  I give permission for these individuals to have access to my 
records.

4.
I agree to take part in the above study.















________________________
________________
____________________

Name of Patient
Date

Signature

________________________
________________
____________________

Name of Person taking consent
Date

Signature

(if different from researcher)

_________________________
________________
____________________

Researcher
Date

Signature

ROYAL FREE HOSPITAL NHS TRUST

LOCAL RESEARCH ETHICS COMMITTEE

	Notification form

of an Adverse Event or Protocol Amendment




Please use this form as an attachment when notifying the LREC Chair of any 


adverse events occurring during a study previously approved by the 



Committee and /or when making protocol amendments

	Sponsor study reference number:
	LREC reference

number:


	Title of Project:

	Principal Investigator’s name:


	Name of person notifying adverse event:



	Address for correspondence:


	Telephone Number:
	Fax Number:
	E-Mail Address:






Please complete section A if reporting an adverse event or section B if reporting 

an amendment to the protocol.



(SECTION A) ADVERSE EVENT


	Date of adverse event report:
	Version:
	Reference:
	Date of study:
	Is the patient part of the Royal Free Hospital part of the study? 

	
	
	
	
	YES
	NO



	Brief report of adverse event (including details on who carried out the study): 



	Principal Investigator’s comments on: (1) probability of adverse event being related to the drug or procedure under trial; (2) whether the adverse event alters the study from point of view of patient/volunteer risks or procedure e.g. will the patient information sheet need to be changed? (3) The number of people involved in the trial:



	Assessment by Principal Investigator on whether the trial should continue or cease as a result of the adverse event:






Signed ……………………………………………







Date……………



(to be signed by Principal Investigator taking responsibility for the study)



(SECTION B) AMENDMENT TO PROTOCOL

	Name of document:
	Version:
	Date:
	Date of agreement by LREC (R&D office use only):

	
	
	
	

	Report of amendment to protocol:



	Principal Investigator’s comments and assessment on whether the amendment to the protocol alters the study from point of view of patient/volunteer risks or procedure (e.g. will the patient information sheet need to be changed?):






Signed ……………………………………………









Date……………



(to be signed by Principal Investigator taking responsibility for the study)

USEFUL INTERNET SITES

MREC:
http://dialspace.dial.pipex.com/town/square/gao48/
Medical Research Council:


1)
Guidelines for good practice in clinical trials



http://www.mrc.ac.uk/Clinical_trials/ctg.html

2)
Human tissues and biological samples for use in research



http://www.mrc.ac.uk/tissues.html


see also Royal College of Pathologists:



http://www.rcpath.org/news/reports.html

3)
Personal information in medical research



http://www.mrc.ac.uk/Per_info.html
Nuffield Council on Bioethics



www.nuffield.com/bioethics/publication/download.html
ICH Guidelines for Good Clinical Practice



http://www.ifpma.org/ich1.html
Guidance for studies involving gene therapy:



http://www.doh.gov.uk/genetics/gtac.htm
Guidance for studies involving children:



http://www.rcpch.ac.uk
Guidance on genetic testing:



http://www.doh.gov.uk/genetics/acgt.htm
American sites:


1)
Office for Human Research Protection



http://ohrp.osophs.dhhs.gov/

2)
National Bioethics Advisory Commission



http://bioethics.gov/pubs.html

3)
FDA



http://www.fda.gov
Canadian Sites:


1)
National Council on Ethics in Human Research (NCEHR)



http://ncehr-cnerh.org/english/mstr_frm.html
Bristol Royal Infirmary report on removal and retention of human material



http://www.bristol-inquiry.org.uk/interim/index.htm
Data Protection Act 1998



http://www.pro.gov.uk/recordsmanagement/dp/default.htm
