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Title of study

PISCF (Relative/Welfare Guardian), version no., date [dd/mmm/yyyy]

PARTICIPANT INFORMATION SHEET AND CONSENT FORM
Nearest Relative/Guardian or Welfare Attorney

Simple Title
You are being invited to consider giving your permission for your relative 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.  Please ask me if there is anything that is not clear or if you would like more information.  Thank you for reading this.

What is the purpose of the study?

Explain the purpose of the study in lay language.  There is no need to provide a complex scientific explanation and four to five lines will suffice.

Why has the patient been chosen?

Your relative been asked to take part as they have:

been diagnosed with xxxxxx

attended xxxxx clinic

received a xxxxx

However, they currently lack the capacity to make an informed decision about whether they can take place in a research study.  We are therefore asking you as their nearest relative, welfare attorney or guardian if you will give consent on their behalf to join this study.  This is permissible under the Adults with Incapacity (Scotland) Act 2000.  
Do they have to take part?

No. It is up to you to decide whether they take part in the research or not.  If you decide that should take part you are free to change your mind at any time and without giving a reason and this will not alter their care in any way, now or at any stage in the future.
What will happen to your relative if they take part in the research?

Explain what will happen from the participant’s point of view in lay language.  Distinguish between what will be standard care and what will be part of the study. Detail the burden: how long will visits, procedures, questionnaires etc. take, any inconvenience (e.g. fasting before visits, not being able to take usual medications).  Will you pay travel fares, provide tea and biscuits?

Explain that if the participant regains capacity they will be asked to give their consent to continue with the study.
See relevant CTIMP or non-CTIMP PISCF for additional guidance.
What are the possible benefits of taking part?

Your relative may not get a direct benefit from taking part in this study.

 Appeal to altruism if there is no benefit but don’t oversell if there is a benefit. (e.g There are no direct benefits to your relative taking part in this study, but information gained from this research might inform on the future healthcare of other patients).

What are the possible disadvantages and risks of taking part?

Outline any disadvantages/risks/inconvenience of being in the study in lay terms.  How does this compare to standard care?

What if there is a problem? 

If you have a concern about any aspect of this study please contact [name and contact details] who will do their best to answer your questions. 
In the unlikely event that something goes wrong and your relative is harmed during the research and this is due to someone‘s negligence then you may have grounds for a legal action for compensation against NHS XXX(Trust)  but you may have to pay your legal costs. The normal National Health Service complaints mechanisms will still be available to you (if appropriate).
What happens when the study is finished?

What will happen to data, tissue etc.  How long will data/tissue be retained for?

If the participant has been receiving a drug/treatment will they still be allowed access to it after the study has ended?  If the participant withdraws from the study their relative might still agree to follow-up data being collected.

Will taking part in the study be kept confidential?

All the information we collect during the course of the research will be kept confidential and there are strict laws which safeguard the privacy of the patient at every stage. Study researchers will need access to your relative’s [medical records/data] to carry out this research.

If you intend to store data with any identifiers outside of the NHS organisation (e.g. University computers) then make that explicit here.
With your consent we will inform the patient’s GP that you are taking part.

To ensure that the study is being run correctly, we will ask your consent for responsible representatives from the Sponsor [insert Sponsor name] and NHS Institution to access  the patient’s [medical records] and data collected during the study, where it is relevant to them taking part in this research. The Sponsor is responsible for overall management of the study and providing insurance and indemnity.
Will identifiers be removed from all data (coded/fully anonymised?). 

What will happen to the results of the study?

The study will be written up as xxxxxx.  published/conference presentation etc. Your relative will not be identifiable in any published results.
Will information (i.e. a general summary) be made available to the participants?  If so, how will they access it e.g. sent to them?

Who is organising the research and why?

This study has been organised/sponsored by xxxx and funded by xxxx.

Who has reviewed the study?

The study proposal has been reviewed by xxx. All research in the NHS is looked at by an independent group of people, called a Research Ethics Committee.  A favourable ethical opinion has been obtained from Scotland A REC.  NHS management approval has also been obtained

If you have any further questions about the study please contact xxxxx on: (xxx xxxx) or email: xxxxx@xxxxxx

If you would like to discuss this study with someone independent of the study please contact:

xxxxx


If you wish to make a complaint about the study please contact NHS XXXX:

NHS XXX Complaints Team

Address
Tel: 

Thank you for taking the time to read this information sheet

Nearest Relative/Guardian or Welfare Attorney
Consent Form

[Simple title]

Participant ID:

[Contact details of person taking consent]







                Please initial box
1.
I confirm that I have read and understand the information sheet (as specified in this document header) for the above study and have had the opportunity to consider the information and ask questions.

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

3.
I understand that relevant sections of my relative’s medical notes and data collected

during the study may be looked at by individuals from the Sponsor [insert Sponsor name], from the NHS organisation or regulatory/other authorities, where it is relevant to my taking part in this research. I give permission for these individuals to have access to my records.

4. 
[I agree to my relative giving a blood sample which will be used for genetic (DNA) analysis]

5.  [I agree to my relative’s data/tissue being used for future ethically approved studies OR I agree to my relative’s anonymised data/tissue being used in future studies]


6.
I agree to my relative’s General Practitioner being informed of their participation in this study 

7.
I agree to my relative taking part in the above study

I confirm that I am the nearest relative for ​_________________________________ and that no other nearest relative or welfare attorney or guardian exists. 

Relationship to patient ________________________

I confirm that I am the Welfare Attorney or Guardian for _____________________________ 

_____________________  
_____________

_________________________

Name of person giving consent
Date


Signature

_________________________
_________________
_____________________________

Name of person taking consent
Date


Signature

(if different from Researcher)

1x original – into Site File; 1x copy – to Participant; 1x copy – into medical notes
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