[image: image1.png]Uus

University of Sussex



[image: image2.wmf]
[image: image1.png]

Form: Human Tissue Act Research 

Participant Information Sheet: Donation of samples to research tissue bank
	FORM Reference:


	PIS/HTA/01



	Version Number V 3.0


	Date: 16/03/2015



	Effective Date: 
	Review by: 



	Author: 

Dr Teresa Knapp

Designation: 

Designated Individual

School of Life Sciences

Author: 

Dr Natalie Chaplin

Designation: 

Tissue Bank Manager

Brighton & Sussex Medical School
	Signature


	Date



	Authorised By: 

University of Sussex, HTA Coordination Group 
	
	


	Version
	Date
	Reason for Change

	1.0
	10/8/2010
	

	2.0
	28/9/2010
	Consent changed to be an addendum to REC-approved research project

	3.0
	13/03/2015
	Review by BSMS RGEC


To be incorporated into/attached as Part B of Patient Information Sheet  

TEMPLATE
Donation of surplus tissue samples from research projects to BSMS research tissue bank
Introduction
You are kindly considering entering a research study (insert study title). As has been outlined in the patient information sheet (version number and date), part of this study involves you donating your tissue (a blood sample or a biopsy) or giving researchers permission to access old tissue samples (tailor this statement to nature of study).
In addition, we are asking if you would be willing for any samples that you donate but which are not completely used in this study to be stored for future projects, helping researchers to find new ways to diagnose, treat and prevent diseases.  

What will happen if you say yes? 

The first thing you need to do is give your written permission (consent) by signing the form attached to this leaflet. Please keep this information sheet to remind you of what you have agreed to.
Once you have given written consent to take part, the following will happen:

· We will store any leftover samples in secure laboratories at Brighton and Sussex Medical School Brighton. 
· These samples will then be used in future research projects that have been approved by a recognised Research Ethics Committee.

· With your permission we will also ask you if we can look at your personal medical records to obtain information about your condition, other diseases and your past treatment. This will involve your identity being revealed and will only happen if the Research Ethics Committee has approved it.
What will we do with the samples?
We will use your samples to conduct research to help us to better diagnose, treat and prevent medical disorders in the future. The samples you have donated may be made available to researchers who may be in the UK or overseas. They may work in universities, hospitals or in private companies that do medical research. This will be done under strict conditions of confidentiality at all times. 

Your donation will be used only for medical research which has been approved by an independent Research Ethics Committee, and has been judged by Brighton and Sussex Medical School to be an appropriate use of your tissue from a scientific perspective.

What will we do with your information?

We will store your sample anonymously and your personal information (taken at the time of consent – name, address, DOB, NHS number) will be stored separately, but linked to your sample through a secure code. We may need to access your personal information for the following reasons

· Research purposes which we will only do if access has been specifically approved by an independent Research Ethics Committee
· If you decide to withdraw your sample – we will need to identify it

· If we find clinically relevant information that we feel we should share with you.
· If we wish to contact you again for further research or auditing purposes
If we do this, we will break the code and view your personal details – this will be only be done by the tissue bank managers and/or the lead researcher using your samples.

What happens if you agree, but then change your mind?

You can change your mind at any time in the future by contacting (insert name of PI/research nurse) directly to let us know. You do not need to tell us why. Our contact details are given below.

If you tell us that you have changed your mind, all samples in tissue bank storage will be destroyed in the way human tissues and blood from hospitals are normally destroyed. Similarly, the information we store about you will be deleted so that it cannot be used again.

If you change your mind after a long time the samples may have already been used or assigned to a project. Brighton and Sussex Medical School cannot recall samples or information from researchers once they have been assigned or used.  If, by then, your samples have already helped create new knowledge, that new information cannot be undiscovered and will contribute to medical understanding.  However, Brighton and Sussex Medical School will request the disposal of any samples that remain so that they will not be used in any further research.

What will happen if you say no?

You are free to say no. Your decision will NOT affect the standard or type of care you will receive from the hospital or doctor, now or in the future. The decision to not donate surplus tissue to the tissue bank does not affect whether you go into the research study, (insert study name) that you are considering now.  If you say no, we will not take any leftover samples from you nor will we collect any information. 

What are the benefits to you?

It is highly unlikely that you will personally benefit from the research as it usually takes many years for research to produce advances, but you will be helping. The results of research on your samples will NOT be put in your health records or told to you, UNLESS we discover information that we think is relevant to your future health and treatment. 

What are the risks to you?
There are NO significant health risks to donating samples for research purposes. You will only be allowing us to use tissue samples which are being collected anyway as part of the research study you are considering.
Contact
If you have any questions or concerns about the donation of samples and information or the possible uses of them, please ask the person discussing donation with you and seeking your consent.

How to Contact Us [Info to be included here]
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