Giving [Tissue, Blood and Other Body] Samples for [Biomedical or other term] Research

About [name of the organisation, the bank, study, etc as appropriate]
[Insert a brief relevant introduction about the organisation, bank, study group, etc for whom the samples are being collected and banked]. Your [hospital / doctor] has agreed to help [organisation] collect samples from its patients. Research Tissue Banks can be very useful for researchers to study actual samples from [name of disease if appropriate] patients in the laboratory in order to find new ways to diagnose, treat and prevent [name of disease if appropriate].
What are we asking you to do?

We are asking you to give [blood, tissue and other body] samples to help [biomedical or other appropriate term] research.

You are being asked because you have previously had or are having an operation or other treatment for [name of disease] that involves the removal of [tissue, other body samples or taking of blood]. Research with human tissue samples and blood can help to find answers about the causes of [name of disease], how to prevent it, and how to treat it. We would like to use some of the unused samples, and other information, for such research.
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 were asked to do.

Once you have agreed to take part, the following will happen:

· If you need to undergo surgery or a biopsy, a doctor will be removing pieces of [tissue or other samples] from your body during your operation as is normal practice. (This may already have happened before you are able to read this leaflet and samples from previous surgery for [name of disease] may still be useful.) This tissue will be sent to a laboratory in the hospital to be tested to help diagnose your medical condition. Some of this tissue may remain after the diagnosis is complete and would normally be destroyed by the hospital. With your permission, the hospital will give some of this remaining tissue to [name of organisation] to be used in medical research.
· During your care in hospital, you will normally give blood samples for tests to be carried out. Either whilst you are giving one of these routine blood samples, or at a different time, we would like to ask you to allow the staff to take additional samples so that they can be used in research. This will be just like any other blood test and should not affect you.
· Staff may ask you some questions about yourself. We also ask you to allow them to look at your personal medical records to obtain information about your [name of disease], other diseases and your past treatment. This information will be given to [name of organisation] to help the researchers understand your medical condition. (Please note that if you choose not to participate in NHS electronic patient records and registries, valuable information about your health will not be available to [name of organisation] from these types of medical records.) [Name of organisation] is legally obliged to maintain the highest level of confidentiality with all personal information so that researchers cannot identify you.
If you agree to take part, you will be giving samples and information that will be treated as gifts that could help research to benefit those affected by [name of disease] in the future. 
What will happen if you say no?

You are free to say no – the choice is yours.  Your decision will NOT affect the standard or type of care you will receive from the hospital or doctor, now or in the future. If you say no, we will not take any samples from you nor will we collect any information. We may ask you to help us understand why you said no – but you do not have to tell us.

What happens if you change your mind?

You can change your mind at any time by contacting your original hospital or [name of organisation] 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 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. [name of organisation] cannot recall samples or information from researchers once they have been used.  If, by then, your gift has already helped create new knowledge, that new information cannot be undiscovered and will contribute to medical understanding.  However, [name of organisation] will request the disposal of any samples that remain so that your gift will not be used in any further research.

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 in the way [name of disease] is diagnosed, treated or prevented. The results of research will NOT be put in your health records or told to you, your relatives or your doctors because the researchers will not know who you are and your details are kept secret from them. 
You can benefit from the knowledge that you are personally helping research to find out what causes [name of disease], how to prevent it or how to treat it. The test and treatments being used for you were developed with the help of patients who took part in research years ago.  Research might make faster progress as more human samples are studied. Also, by using human samples there may be less need to study laboratory animals.

What are the risks to you?
There are NO significant health risks to donating samples for research purposes to [name of organisation]. You will only be allowing us to use tissue samples which would be collected anyway as part of your normal care and there are no more risks of giving blood for research than there are for being a blood donor or giving any routine blood sample.

Your hospital, medical team and [name of organisation] will take every security precaution to prevent researchers from obtaining any information that identifies who you are. The only people who will know your identity are the hospital staff and a few trained staff dealing with patient records in [name of organisation] who are bound by a professional duty to protect your privacy. Researchers will NOT be provided with any personal information such as your name, address or phone number. The information that they will be given for their work relates to your disease and treatment only and will NOT be directly linked to your identity. The link to your identity will be securely stored by [name of organisation] so that if a researcher gets approval to do a follow up study, [name of organisation] may be able to obtain further information about you and your progress. Researchers will, therefore, NOT be able to contact you directly about their research in future.
When [name of organisation] provides samples to researchers they are obliged to only use the samples for the research they said they would do. Researchers will be bound by a strict agreement to ensure this.
Other things you should consider
The tissue, blood and information you have gifted will be made available to researchers who may be in the UK or overseas. They may work in universities, hospitals or in private / commercial companies that do medical research. You will not receive any personal financial reward for making your gift.
Sometimes samples are used for genetic research (about diseases that are passed on in families) but the results of this genetic research will NOT be fed back to you or your doctors. [name of organisation] will not supply samples for research into reproductive cloning. 
Your donation will be used only for medical research and will not be provided for any other purpose. This research may not always be directly linked to [name of disease] but will always be relevant to understanding how the body works, which may eventually help understand [name of disease] and other diseases.
[Name of organisation] may ask researchers for fees to cover some of the costs it incurs. This is known as “cost recovery” as it is entirely for reinvestment to ensure the highest standards of safety and professionalism and to enable further medical research. The samples you have gifted will never be sold for profit.
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]
[Carbon Copy type form – copies for patient, notes, donor coordinator, pathology, name of organisation].
Insert Logo of Organisation 



NHS Trust logos
Consent for Research using Human [Tissue, Blood and other Body] Samples
Thank you for reading the information about giving blood and tissue samples to [name of organisation] for [name of disease or biomedical] research. Please note that this process is separate from that related to any clinical trials that you may also be asked to join.  If you would like to take part, please give us your consent, which can be given if you confirm ‘yes’ to the six questions below. Then sign in the box below and have this witnessed at the same time as you sign it.
1.
I have read and understand the patient information leaflet entitled ‘Giving [Tissue, Blood and Other Body] Samples for [Biomedical or other term] Research’ dated [    ]    (version [     ]), and have had the opportunity to ask questions. These questions have been answered clearly and satisfactorily and I understand the risks and benefits of giving my samples to [name of organisation].

Yes        No
2.
I give permission for my [tissue, blood and other body] samples to be supplied to [name of organisation], and for [name of organisation] to store and distribute them to any researchers whose work has appropriate ethical approval and who are conducting high quality medical research on the prevention, diagnosis and / or the treatment of [name of disease] or other associated diseases.
Yes        No

3.
I understand how the samples will be collected, that giving samples for research is voluntary and that I am free to withdraw my approval for use of the sample at any time without giving a reason and without my medical treatment or legal rights being affected.

Yes
  No

4.
I give permission for information about me, provided by me or found in my medical and other health-related records, to be supplied to and stored by [name of organisation] for research purposes. I understand that [name of organisation] will keep this information confidential at all times and will only pass information to researchers in an anonymous way that protects my identity.

Yes        No

5.
I understand that my consent can be withdrawn at any time, providing my samples are still being stored by [name of organisation], and have not already been used in research.

Yes        No
6.
I understand that I will not personally benefit, financially or otherwise, from my gift of [blood, tissue or other body] samples. This includes the circumstances of my samples being involved in research resulting in the development of a new treatment or medical test.
Yes        No
	
	
	

	Name of Patient
	Date
	Signature


   

	
	
	
	

	Name of Witness 
	 [“Role”]
	Date
	Signature


This witness can be a healthcare worker, relative, other patient, other adult, etc as available.
Thank you for agreeing to make this gift to help research.
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