
General Guidance
When you are generating PIS-ICF for children / young people aged 11 to 15, please consider the following:
1) The text should always be written in an easy to understand way.

2) The ability to understand information varies within this age group. Please carefully consider the age of the study participants that will be part of your study, especially if the target population for your study is specific to a certain age within this group i.e. only 15 years old or only 11 years old.
3) Carefully consider the information that will be provided regarding the use of contraception/ unprotected sex, alcohol consumption and recreational drug use, based on the age of the targeted study population.  Whilst illegal, it does not necessarily mean that these patients will not be sexually active or consuming alcohol/drugs on a regular basis.
4) Do not forget to also generate a parent / legal guardian PIS-ICF. For generating the parent / legal guardian PIS-ICF, please use the PIS-ICF template for adult participants (CCTU/TPL002/V2) and replace the word ‘you’ that is referring to the trial participant, with the words ‘your child’.    
Further guidance on inclusion of minors in clinical trials and preparation subject information sheets for children and young adults is available in “HRA Consent and Participant Information Sheet Preparation Guidance: online version” on the HRA website http://www.hra-decisiontools.org.uk/consent/ and in “Guidance on clinical research involving infants, children and young people: an update for researchers and research ethics committees” on the Royal College of Paediatrics and Child Health website (www.rcpch.ac.uk)
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PARTICIPANT INFORMATION SHEET & INFORMED CONSENT FORM FOR CHILDREN / YOUNG PEOPLE AGED 11 TO 15
STUDY TITLE (is the title self explanatory to a young person? If not, give a short title that is easily understood.) 
We are asking if you would like to take part in a research study to find the answer to the question add your research question here in a lay language. Before you decide if you want to join the study, it’s important to understand why the research is being done and what it will involve for you. So please think about this information sheet carefully and talk about it with your family, friends, doctor or nurse if you want to.
Part 1 tells you about the reason why we are doing this study and what will happen if you take part.

Part 2 gives you more detailed information about the study and how it will be run.

Part 1: Reason for the study and what will happen

1.
Why are we doing this research and what is the medicine being tested?
The background and aim of the study should be given briefly here in an easy to understand way. 
You should also include a short description of the medicine.
2.
Why have I been invited?

You have been invited to join our study because you have (disease area here) and we believe (drug name/s here) may be a suitable treatment / offer relief to your symptoms.

Add number here young people have already helped test this medicine and this study will involve a further add number of participants here from (number of) hospitals in the UK/Europe/world.
3.
Do I have to take part?
No. It is entirely up to you. If you do want to take part, your doctor will ask you and your parents or legal guardian to sign a form giving your agreement for you to take part. You will be allowed at least 24 hours to decide whether you wish to take part in the study. You are free to stop taking part at any time during the study without giving a reason. If you decide to stop, this will not affect the care you receive for your add medical condition here.  
4. What will happen to me if I take part?

If you agree to take part in the study, you will sign the form at the end of this document and you and your parents or legal guardian will be given a copy of this to take home and look at later. Taking part in this study could last add period of time here.
Use subheadings where appropriate either breaking this section into visit headings, assessment headings or information covered e.g. Tests & Assessments, Participation, Duration, Other etc.


List here all the assessments that will take place and anything that will be done to the patient during their time on the trial including pregnancy testing if appropriate.  If they will be having any additional tests which would not be part of standard care for example an ECG – explain what this is in full and in lay language.  Include any questionnaires which will need to be completed.

If blood samples are going to be taken, ensure that a mls amount and equivalent teaspoon/tablespoons are listed.  Also ensure that you include the total amount of blood to be taken during the trial at the end.

Include details of the length of each visit, the duration of the study and how long each participant will remain on study if they complete.  Also be clear if any long term follow-up is included eg 2 years on study then 10 years LTFU by phone once a year.

If any normal/standard treatment is going to be withheld it is important to detail this here, especially if the patient has a life-threatening illness.
You should make clear which procedures are experimental and which procedures are over and above those involved in standard care.
If the trial is long or very complicated it is a good idea to include tables diagrams, photos etc.

5.
What will I be asked to do?
Explain the parent’s and child’s responsibilities, set down clearly what you expect of them.
Include here any additional hospital visits, changes to lifestyle including dietary changes, contraception, herbal medications, any other medications and special requirements for hospital visits e.g. Fasting bloods etc.  If they need to do any additional testing at home, explain this in full and if necessary provide supplementary information in the form of a user guide etc. Also explain any consequences that might affect schooling. 
If participants are going to be administering their own treatment (e.g. taking medication orally) be sure to include that here.
You will need to keep a record of the study medication you have taken in the study medication log that your study doctor gives to you. You will need to bring this with you to your study visits and at the end of the study return any unused study medication to the study doctor.

Explain any other requirements like keeping diaries, completing questionnaires and the schedule to which these should be done.

If you are a young woman you should not become pregnant whilst in the study and if you are a young man you should not father a baby whilst in the study because we do not know if add study IMP name(s) here could cause harm to the unborn child or make it very clear if there is any potential for harm for an unborn baby/foetus and whether details on any pregnancy and/or outcome of pregnancy would be requested for female and male participants. 
Both young men and young women will need to use suitable contraception whilst in the study. Your doctor will be able to discuss contraception with you confidentially or alternatively your parents/legal guardian can give you more details on which types of contraception are suitable for you in this study. 

If you are a young woman and you become pregnant whilst in the study or if you are a young man and your girlfriend becomes pregnant whilst you are in the study you should contact your doctor straight away. 
You should tell your parents/legal guardian and your doctor if you feel unwell or different in any way or have any side effects while taking part in the study.
6.
What other medicines could I be given instead?
For therapeutic research the young person should be told in easy language what other treatments are available, and their relative risks and benefits.

7. What are the possible side effects of the medicines?
List any known side effects and what would be the appropriate action to take for all study drugs. 
The known side effects should be listed in terms that are understandable. For any new drug it should be explained that there may be unknown side effects. 
Be very clear if any of them could be potentially life threatening, permanent or long-term.
8. Is there anything else to think about if I take part?

Consider additional hospital visits, bruising at the site of blood draws/injections, laying in an MRI(scanning machine) for long periods, biopsies (pain, wound healing times) etc.  
If ionising radiation is part of the study, then information must be given to the young person on the additional amount of radiation involved, in terms that they can understand e.g. a long haul flight.
9. What are the possible benefits of taking part?

If there are benefits these can be stated but should not be coercive. Where there is no intended clinical benefit, this should be stated clearly.

We cannot promise the study will help you but the information we get might help treat young people with (name of condition here) better in the future.
Thank you for reading so far – if you are still interested, please go to Part 2.
Part 2: More details about what will happen and how the study 
Will be run
10. What happens when the study stops?

It is important to confirm whether the participant will be able to continue to receive the drug once the trial has ended or whether they will return to standard treatment.  If drug is being provided by a commercial company it is important to confirm that they will continue with the provision prior to stating that here.

11.  What happens if new information about the study medicine comes along?

Sometimes during the study, new things are found out about the study medicine. Your doctor will tell you all about it if this happens. Your doctor will discuss with you and your parents/legal guardian what is best for you.  This might be to carry on with your study medicine as before or to stop taking part in the study and go back to taking your normal medication for your (name of condition here).
12.  What if there is a problem or something goes wrong?
You will need to explain what will happen in such an eventuality.

If you have any problems or want to complain about anything in the study or how you have been treated during the study you can speak to your parents/legal guardian, your doctor or research nurse. You can also contact (add local department name add local telephone number here of PALS or equivalent service).
If there are any problems or if something goes wrong and you are harmed by taking part in the study because of someone’s lack of care, you and your parents/legal guardian may be able to make a legal claim against the organisers of the study. Your parents/legal guardian have/has been provided with more details about this in their information sheet.

13. Will anyone else know that I am doing this?
We will keep your information in confidence. This means that we will only tell those who need or have a right to know. We will register you with a study number for the study, which we can then use instead of your name and address. Wherever possible we will only allow people to see information that has your study number on it and not your name and address.
You should explain if applicable, that for studies not being conducted by a GP, the young person’s own GP, or other carers treating the child, will be notified of their participation.   

14. What will happen to any samples I give?
In this section, it should be clear whether new samples will be taken (e.g. blood, tissue, specifically for this study), samples that are excess to a normal clinical procedure, or whether access to existing stored samples will be requested. 
The same type of information, as for data, is needed. This should include: 
· Security procedures for collecting, using and storing samples 

· Possible intended use in the future for research that cannot yet be specified; A separated or two part consent form is recommended if future use is intended, and it should be clear if further REC approval will be sought 

· Who will have access 

· The level of confidentiality (for this study and for storage for future studies) 

· Provision for destruction
· Process for destruction should the patient withdraw from the trial 

· Procedures for possible feedback of individually significant information from their use as per protocol 

· Whether samples will be transferred to another site or outside the UK
15. Genetic test (Only include heading if relevant)
If the genetic tests are part of a genetic sub-study to a main study (rather than a participation requirement of the main study), the participant should be able to refuse participation in the sub-study, but still take part in the main study. Consider how best to facilitate this either by having a separate Assent Form or an optional box at the end of the attached Assent Form. 
Documents should explain clearly: 

· The background and purpose of the genetic study 

· What samples are required and what analyses are planned; 

· Whether there could be any results of individual significance to the participant and whether it is planned/possible to make feedback available to the participant 

· Any implications, e.g. inherited risk, reproductive decisions, insurance status, etc, should be explained, together with what counselling support would be given. It may be necessary to refer the participant for re-testing by genetic services outside the study 
· The participant must retain the right to choose whether to access this information. If there will be no reliable information of individual significance, this should be explained 

· Whether samples are to be kept for future analyses in conjunction with the planned project and whether later feedback could be available(consented); 

· That if samples and information are to be retained, the same information as for other biological samples should be given 

· That if there may be later genetic studies then either additional consent will be sought from the participants or the study will be presented to an ethics committee for consideration. Feedback possibilities must again be considered 

· That if there is any likelihood of commercial significance, the participants would not benefit financially 

· The arrangements, if any, for transfer of samples to another site or outside of the UK. 

16. Who is organising and funding the study? 
This study is being organised (Sponsored) by the Cambridge University Hospitals NHS Foundation Trust and University of Cambridge in the UK. The study is being paid for by the add name of the funding body here.  
17. Who has checked the study?
Before any study goes ahead it has to be checked by a Research Ethics Committee. They make sure that the study is fair and as safe as possible.  This study has been checked by the add name of Research Ethics Committee here Research Ethics Committee.

18. Who can I contact?
You should give the young person and parents a contact point for further information. This can be your name or that of another doctor/nurse involved in the study. It is important that contact numbers are kept up to date. 

If you would like any more information, have any further questions or if you are unhappy about anything, you and your parents/legal guardian can contact us about that. The main doctors involved in this study are:

Dr add name(s) here
Contact details here for multicentre trials

Telephone: (and out-of-hours phone procedures here)

Email: 

Fax: 

Thank you for reading this.  Please ask us any questions if you want to.
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Informed Assent Form
(to be completed by the child/young person)
Study Title:    
Name of Doctor:  
Participant Number:  
Child (or if unable, parent/legal guardian on their behalf)/young person to circle all they agree with:

	1
	Have you read (or has somebody else read for you) information about this study (Version add version number here, dated add date here)
	Yes  /  No

	2
	Has one of the doctors / research nurses explained this study to you?
	Yes  /  No

	3
	Do you understand what this study is about?


	Yes  /  No

	4
	Have you asked all the questions you want?



	Yes  /  No

	5
	Have your questions been answered in a way you understand?
	Yes  /  No

	6
	Do you understand that it is okay to stop taking part at any time and that you don’t have to give a reason?
	Yes  /  No

	7
	Do you understand everything that will happen to you and what you will have to do when you are taking part in the study? 
	Yes  /  No


	8
	Are you happy to take part?


	Yes  /  No



If any of the answers above are “No” or you do not want to take part in the study do not sign your name. 
If you do want to take part in the study please write/sign your name below
It is possible to include the optional sub-study agreement here with a caveat statement that this is purely optional and does not affect their participation in the main study
Name of child/young person
Signature
Date

Name of person taking assent
Signature
Date

1 copy for the participant, 1 copy for the study team, 1 copy to be retained in the medical notes.




Instructions:


Instructional text – provides guidance for the information that needs to be added. Prior to finalising the PIS & ICF, ensure that all instructional text has been removed.


Optional text – requires you to choose one of the options and delete the other as applicable to your trial.


Standard wording – not to be removed or changed without prior consultation with the Clinical Trials Unit.
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