
TO BE PRINTED ON HEADED PAPER

PARTICIPANT INFORMATION SHEET & INFORMED CONSENT FORM

TRIAL TITLE
You are being invited to take part in a research trial. Before deciding whether to take part, you need to understand why this research is being done and what it involves. Please take time to read the following information carefully and talk to others about the trial if you wish. Please ask us if anything is not clear or if you would like more information. Please take time to decide whether or not you wish to take part.

Section 1 tells you the purpose of this trial and what will happen to you if you take part.

Section 2 gives you more detailed information about the conduct of the trial.

Section 1: Purpose of the trial and what will happen

1.
What is the purpose of the trial?

Explain why this trial is taking place in lay language.
2    What is the drug being tested?
Give details about the drug in a lay language including if it is licensed in any other similar disease area e.g.: using it in breast cancer and it is licensed in bowel cancer, or if it is licensed in this disease area but you are testing a different delivery method or quantity.  If it is not licensed ensure you make it clear whether it is in early or late stages of development and the method of administration.

3
Why have I been invited?


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

We plan to include (number of) participants with (disease area) from (number of) hospitals across the UK/Europe/worldwide.

4
Do I have to take part?

Participating in this trial is completely voluntary.  If you decide to participate you will be asked to sign an Informed Consent Form, however you are still free to change your mind and leave the trial at any time without giving a reason.  If you chose not to participate or to leave the trial, your future medical treatment and normal standard of care will not be affected in any way.
5. What will happen to me if I take part?

If you agree to participate in the trial, you will sign the Informed Consent Form at the end of this document and be given a copy of this to take away and refer to later. 
Randomised: As we sometimes don’t know which way of treating patients is best we need to compare different treatments. We put people into groups and give each group a different treatment.  You will be allocated one of the treatments for this trial in a random way (by chance), much like flipping a coin.  You will have a ##% chance of receiving (drug name here).
Blind: This means that you won’t know which treatment you are receiving during the trial.
Double Blind: This means that neither you nor your trial doctor will know which treatment you are receiving, however your trial doctor can find out if necessary.
Placebo: This is sometimes called the ‘dummy pill/injection’.  It looks the same as the treatment but does not contain any of the active ingredients and will have no effect on you.

Cross Over: This means that each group will be given a different treatment in turn.  There may be a break between treatments so that the first drugs are cleared from your body before you start the new treatment.

Use sub-headings where appropriate either breaking this section into visit headings, assessment headings or information covered eg. 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 xx 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 trial and how long each participant will remain on trial if they complete.  Also be clear if any long term follow-up is included e.g. 2 years on trial then 10 years Long Term Follow Up 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.

If the trial is long or very complicated it might be a good idea to include a schedule of assessments table:

	
	Screening
	Treatment
	End of Treatment
	Follow-up

	
	Day 1
	Day 14
	Week 3
	Week 4
	Week 5
	Week 6
	Week 7
	Week 18

	Physical Exam
	X
	
	X
	X
	X
	X
	X
	X

	ECB
	X
	
	
	
	X
	
	X
	

	Blood Sample
	X
	X
	X
	X
	X
	X
	X
	X

	Height & Weight
	X
	
	X
	
	
	X
	X
	

	Total time for visit
	1 hr
	15 mins
	45 mins
	30 mins
	45 mins
	45 mins
	1 hr
	30 mins


6.
What will I have to do?

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.
If participants are going to be administering their own treatment (eg self injecting or taking medication orally) be sure to include that here eg.

It is important that you take any trial medication regularly as directed by your trial doctor.  You will also need to keep an accurate record of the trial medication you have taken in the (add whether a drug log or diary will be included in the trial) and return any unused medication to your trial doctor at the end of the treatment period.  Add any additional information about self medication management here including sharps bins etc.
Explain any other requirements like keeping diaries, completing questionnaires and the schedule to which these should be done.

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. 

Please share this information with your partner if it is appropriate.

Trial medicines could harm an unborn baby or nursing infant.  You will not be able to take part in this trial if you are pregnant or breastfeeding.  You should not participate in this trial if you are planning to become pregnant or father a child during the trial.
Women who are able to have a baby must use one of the following, reliable forms of contraception for the entire duration of treatment and for ## weeks/months after your last treatment with the trial drug:  
· Oral contraceptive (either combined or progestogen alone)

· Contraceptive implant, injections or patches

· Vaginal ring

· Intrauterine device (IUD, coil or intrauterine system)

· Condom and cap or diaphragm plus spermicide (chemical that kills sperm)
· True abstinence where this reflects your usual and preferred lifestyle
Men must use one of the following, reliable forms to contraception for the entire duration of treatment and for ## weeks/months after your last treatment with the trial drug:

· a condom and spermicide (chemical that kills sperm), even if female partner(s) is using another method of contraception

(Men should also use a condom to protect male partners, or female partners who are pregnant or breast feeding, from exposure to the trial medicine in semen). 

You do not need to use contraception if:

· you have  only one partner, and the man has had an operation to cut the tubes that carry sperm (vasectomy)

· you (or your partner) are a woman who cannot become pregnant

· You practice true abstinence as part of your usual and preferred lifestyle (no sexual activity from ### days before the first dose until ### days after the last dose of trial medication). If you become sexually active, you must use one of the methods listed above.

If you or your partner become pregnant during the trial or within ## months of stopping treatment, you should inform your trial doctor immediately. Your trial doctor will discuss all the options available to you. The outcome and progress of any pregnancy would be followed and you would be asked questions about the pregnancy and baby, if appropriate.
You should tell the trial team if you feel unwell or different in any way.  If you have any major concerns or are feeling very unwell please contact your trial doctor immediately using the contact numbers at the end of this information sheet.

You should discuss your participation in this trial with any insurance provider you have (e.g. travel insurance, protection insurance, life insurance, income protection, critical illness cover and private medical insurance)  and seek advice if necessary, as failure to notify them may affect or invalidate your cover.
7. What are the side effects of the drug being tested?  
List any known side effects under the following headings, using bullet points and grouping relevant side effects together eg: 

· nausea, vomiting, loss of appetite, weight loss

· constipation, diarrhoea, abdominal pain

· Skin rash, discolouration and hard patches of skin
Very Common (more than 10% of patients)
Common (less than 10% of patients)
Uncommon (less than 1% of patients)
Rare

Be very clear if any of them could be potentially life threatening, permanent or long-term.
8. What are the possible disadvantages and risks of taking part?

Consider additional hospital visits, bruising at the site of blood draws/injections, laying in an MRI for long periods, biopsies (pain, wound healing times) etc.  
If Ionising radiation is part of the trial the information must be given on the radiation involved and the dosage in everyday terms e.g. a long haul flight.
Consider adding information about incidental findings- how they will be dealt with and how information will be fed back to participants
9. What are the possible benefits of taking part?

There is no guarantee that you will benefit from taking part in this trial.  You may experience relief in your symptoms or an improvement in your disease.  However information collected as part of your participation in this trial may benefit patients with (disease or symptom) in the future.
10.  What are the alternatives for treatment?

List here any standard other treatments for this disease area.  Be clear whether they are treatments for the disease or where no treatments exist, whether it is management of their symptoms.  Also include a statement that these treatments are available if the participant chooses not to participate as per standard treatment.

11. What happens when the trial 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 will not be available to the patients following the trial, this needs to be made explicit. 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.

12.
Expenses & Payment?

You will not receive any payment for participating in this trial, however we can reimburse any reasonable travel and parking costs (any additional costs that will be paid, including childcare or meal costs should also be listed here) incurred by your participation in this trial.


You will not receive any payment for participating in this trial and we are unable to reimburse any expenses incurred by your participation in this trial.


You will be paid £### for your participation in this trial.  If participants are going to be paid for their involvement in the trial it should be made clear whether the sum is dependent on them completing the trial or certain documentation and whether early withdrawal will reduce the sum payable.
Section 2: Trial Conduct

13.
What if new information becomes available?

Sometimes during the course of a trial, new information becomes available which might affect your decision to continue participating in this trial.  Your trial doctor will contact you to discuss the new information and whether you wish to continue participating in the trial.  If you still wish to continue on the trial, you will be asked to sign a new Informed Consent Form.
The trial sponsor, the regulatory authority or the trial doctor may decide to stop the trial at any time.  If that happens we will tell you why the trial has been stopped and arrange for appropriate care and treatment for you.
14. What if I decide I no longer wish to participate in the trial?


You are free to come off this trial at any time without giving a reason and without affecting your future care or medical treatment.  If you decide not to participate any further, you will no longer receive the trial treatment. No further tests will be performed on you and no further research samples will be collected.  Any data already collected or results from tests already performed on you or your samples will continue to be used in the trial analysis. 
The trial doctor may also choose to withdraw you from the trial if they feel it is in your best interests or if you have been unable to comply with the requirements of the trial.  Reasons for trial withdrawal could include:

· You have experienced a serious side effect

· You are unable to complete the visits, medication or trial documentation as required

· You become pregnant or plan to become pregnant
· The trial doctor feels you no longer appear to benefit from the treatment.

If you have experienced any serious side effects during the course of the trial which require you to withdraw from the trial, your trial doctor will follow-up with you regarding your progress until the side effect has stabilised or resolved.

15. What if there is a problem?
Any complaint about the way you have been dealt with during the trial or any possible harm you might suffer will be addressed.  If you have any concerns about any aspect of this trial you should speak to your trial doctor who will do their best to answer your questions.

For jointly sponsored trials
In the event that something does go wrong and you are harmed by taking part in the research and this is due to someone’s negligence then you may have grounds for a legal action for compensation against Cambridge University Hospitals NHS Foundation Trust or the University of Cambridge. The normal National Health Service complaints mechanisms will still be available to you (if appropriate).The University has obtained insurance which provides no-fault compensation i.e. for non-negligent harm, you may be entitled to make a claim for this 
 

For solely sponsored trials
In the event that something does go wrong and you are harmed by taking part in the research and this is due to someone’s negligence then you may have grounds for a legal action for compensation against Cambridge University Hospitals NHS Foundation Trust (your hospital – for multicentre trials). If your claim is successful your legal costs will be met. The normal National Health Service complaints mechanisms will still be available to you (if appropriate). 

 

The NHS does not provide no-fault compensation i.e. for non-negligent harm, and NHS bodies are unable to agree in advance to pay compensation for non-negligent harm. They are able to consider an ex-gratia payment in the case of a claim. 

  

If you wish to complain or have any concerns about any aspect of the way you have been approached or treated during this trial, you can do this through the NHS complaints procedure.  In the first instance it may be helpful to contact the (to be completed locally as appropriate – in England this will refer to the Patient Advice and Liaison Service (PALS)) at your hospital.

Add any additional insurance cover details as appropriate (relevant if using the CUC) 

16. Will my taking part in this trial be kept confidential?
Cambridge University Hospitals NHS Foundation Trust (CUH) and The University of Cambridge (add any other sponsor here) are the Sponsor(s) for this clinical trial based in (the United Kingdom/ (add country)). They will be using information from you and your medical records in order to undertake this trial and will act as the data controller for this trial. This means that they are responsible for looking after your information and using it properly. The Sponsor organisation(s) will keep identifiable information about you for ## years after the trial has finished to ensure your safety and allow the trial to be reviewed by the authorities after it is finished. 

Your rights to access, change or move your information are limited, as the Sponsor organisation(s) need to manage your information in specific ways in order for the research to be reliable and accurate. To safeguard your rights, we will use the minimum personally-identifiable information possible.

You can find out more about how the Sponsor (s) use(s) your information using the information below:
- For Cambridge University Hospitals NHS Foundation Trust, please visit: https://www.cuh.nhs.uk/corporate-information/about-us/our-responsibilities/looking-after-your-information, or email the Data Protection Officer at: gdpr.enquiries@addenbrookes.nhs.uk 
- For University of Cambridge, please visit:

https://www.medschl.cam.ac.uk/research/information-governance/, or email 

the Information Governance team at: researchgovernance@medschl.cam.ac.uk
When making your PIS site specific, please select the relevant section below depending on where participants have been recruited.  For multi-centre trials please keep both sections in the PIS to be submitted to the REC for review.
For participants recruited at CUH (where the Sponsor is also the site):
Cambridge University Hospitals will collect your name, (NHS number) and contact details (add other identifiers) to contact you about this trial, and make sure that relevant information about the trial is recorded for your care, and to oversee the quality of the trial. Individuals from the Sponsor(s) and regulatory organisations may look at your medical and research records to check the accuracy of this trial. Cambridge University Hospitals will pass these details to the Sponsor(s) along with the information collected from (you and/or your medical records). The only people in the Sponsor organisation(s) who will have access to information that identifies you will be people who need to contact you in relation to this trial (add any other reasons) and to audit the data collection process. Cambridge University Hospitals will keep identifiable information about you from this trial for ## years after the trial has finished.
For participants recruited at other participating sites: 

(Add site name) will keep your name, (NHS number) and contact details (add other identifiers) to contact you about this trial, and make sure that relevant information about the trial is recorded for your care, and to oversee the quality of the trial. Certain individuals from the Sponsor(s) and regulatory organisations may look at your medical and research records to check the accuracy of this trial. The Sponsor(s) will only receive information without any identifying information.
OR: 
We will pass personal information about you (NHS number and contact details (add other identifiers)) to the Sponsor organisation(s) to (add reasons e.g. to send you follow up questionnaire questionnaires, post IMP, to monitor patient long-term health via the NHS national registries). Specify where patient identifiable information will be stored, who will have access to personal data and what measures are in place to ensure patient confidentiality in line with information provided in the IRAS form.
(Add site name) will keep identifiable information about you from this study for ## years after the study has finished.
All information collected about you as a result of your participation in the trial will be kept strictly confidential.  Your personal and medical information will be kept in a secured file and be treated in the strictest confidence.  
Once you have agreed to participate in this trial you will be allocated a Trial ID Number.  This is a unique trial number which will be used on all your trial documentation along with your date of birth. Your date of birth is considered to be personal information. We collect this personal information on trial documentation to help ensure that the data we receive as part of your trial participation is correctly allocated to you.  By cross checking these two unique references we can ensure the integrity of the data. 
The people who analyse the information will not be able to identify you and will not be able to find out your name, NHS number or contact details.  Only anonymous trial data, without any personal information will be published at the end of the trial.
If any patient information will be shared with 3rd parties (e.g. universities, NHS organisations or companies involved in health and care research in this country or abroad, pharmaceutical companies) and it is likely to be used for future research please add the following text:  

When you agree to take part in this trial, the information about your health and care may be provided to researchers running other research studies in this organisation and in other organisations. These organisations are (add organisations).Your information will only be used by organisations and researchers to conduct research in accordance with the UK Policy Framework for Health and Social Care Research.
And then select EITHER:
This information will not identify you and will not be combined with other information in a way that could identify you. The information will only be used for the purpose of health and care research, and cannot be used to contact you or to affect your care. It will not be used to make decisions about future services available to you, such as insurance.

OR:

Your information could be used for research in any aspect of health or care, and could be combined with information about you from other sources held by researchers, the NHS or government.  Where this information could identify you, the information will be held securely with strict arrangements about who can access the information. The information will only be used for (add reasons e.g. the purpose of health and care research, or to contact you about future opportunities to participate in research). It will not be used to make decisions about future services available to you, such as insurance. Where there is a risk that you can be identified your data will only be used in research that has been independently reviewed by an ethics committee.
If you are intending to access patient information from other sources (e.g. the Office for National Statistics ONS / National Records of Scotland NRS or NHS central register) and a code system is used and the key is kept confidential and not disclosed to the Sponsor (s) add the following text: 
Sponsor(s) will collect information about you for this trial from (add source(s)). This information will include (your name/ NHS number/ contact details/ add other identifiers) and health information, which is regarded as a special category of information. We will use this information to (add purpose(s)).
We will need to inform your GP of your participation in this trial so that any medical decisions made by your GP account for any treatment you are receiving as part of this trial.
17. What will happen to my samples?

List here whether their samples are going to be tested immediately or stored for a future testing, whether any genetic testing will occur, what will happen to their samples if they withdraw. If possible , specify what will happen with the samples at the end of the trial:

For cellular material (whole blood, tissue samples, paraffin blocks) -will samples be transferred to a Research Tissue Bank (add name if known) if deemed usable for future research OR

will be retained by the trial team in an HTA licenced facility pending Ethical Approval for use in another project; OR 
will be disposed in accordance with the UK Human Tissue Authority code of practice.  

For non-cellular material (e.g serum, plasma, DNA extracted)- will samples  be kept by the trial team until results are published and then disposed in accordance with the Human Authority’s code of Practice or will be used for future research. 

These arrangements must be consistent with information provided in the IRAS form, the protocol and the consent form. 
Also include whether samples cannot be destroyed for any reason – e.g. samples are completely anonymised (not linked-anonymised) and therefore cannot be traced back to an individual.
18. What will happen to the results of the trial?

The results of the trial will be anonymous and you will not be able to be identified from any of the data produced.  When the results of this trial are available they may be published in peer reviewed medical journals and used for medical presentations and conferences.  They will also be published on the EU Clinical Trials Register website, a central registry for all clinical trials conducted in the EU.   
Anonymous datasets from the trial may also be made available to other researchers in line with national and international data transparency initiatives.
Ensure that details are included of any 3rd parties who will be receiving trial results including any commercial supporters of the trial.

If you would like to obtain a copy of the published results please contact your trial doctor directly who will be able to arrange this for you. The REC expects to see feedback of overall trial results made available to all participants in all trials.
19. Who is funding the trial?

The trial is being funded by (add any funding body here and if it is a commercial supporter, add whether they are providing the IMP or money.  Also add whether they will be responsible for any part of the trial or involved in any data management or interpreting the results of the trial, sample management etc.)
20. Who has reviewed this trial?

All research within the NHS is reviewed by an independent group of people called a Research Ethics Committee, to protect your interests.  This trial has been reviewed and given favourable opinion by (name of REC here).  The Medicines and Healthcare Products Regulatory Agency (MHRA) who are responsible for regulating medicines in the UK have also reviewed this trial.
21. Further information and contact details

List all contact information here including where to obtain further information and the 24 hour emergency contact number.  You should also include any sources of independent advice, e.g. Macmillan Cancer Support etc.  

It is expected by the REC that NHS Complaints details are listed here (for England this will be PALS, but may be different for Welsh or Irish sites).

Please note that if this is a multi-centre trial, the contact details should be left blank but made clear that site level details will be included.
In the event of an emergency please contact:

List 24 hour emergency contact detail here – this must match the information provided on the patient ID card  and will be used to test the out of hours procedure for the trial.
General Information for consideration:
Genetic testing - if performed under a sub-study will require a separate PIS & ICF, however if it is integral to the main study this information must be captured in its own section between sections 17 & 18.
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INFORMED CONSENT FORM
Trial Title:    
Principal Investigator:  
Participant Number:  _________
If you agree with each sentence below, please initial the box


INITIALS

	1
	I have read and understood the Participant Information Sheet version ##, dated #### for the above trial and I confirm that the trial procedures and information have been explained to me.  I have had the opportunity to ask questions and I am satisfied with the answers and explanations provided.
	

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

	3
	I understand that personal information about me will be collected and used in accordance with this information sheet.  This information will be kept in the strictest confidence and none of my personal data will be published.
	

	4
	I understand that sections of my medical notes or information related directly to my participation in this trial may be looked at by responsible individuals from the sponsor, regulatory authorities and research personnel where it is relevant to my taking part in research and that they will keep my personal information confidential. I give permission for these individuals to have access to my records.
	

	5
	I understand that my GP will be   informed of my participation in this trial and sent details of the ### trial.
	

	6
	(If appropriate)  I understand that the information held and maintained by the central UK NHS bodies may be used to help contact me or provide information about my health status as part of this trial.
	

	7
	(If appropriate) I understand that my personal data might be transferred between the trial team at different trial sites in relation to my participation in this trial. I understand that any personal data will be sent using (secure/encrypted mail servers etc).
	

	8
	I have read and understood the compensation arrangements for this trial as specified in the Participant Information Sheet.
	

	9
	I understand that the doctors in charge of this trial may close the trial, or stop my participation in it at any time without my consent.
	

	10
	I have read and understood my responsibilities for the trial including using appropriate contraception as listed in section 5.
	

	11
	Add consent clauses on samples here
	

	12
	Add consent clauses of release of genetic information here
	


OPTIONAL








       YES
NO
	13
	Add any optional sample clauses here
	
	

	14
	Add any optional genetic result notifications here
	
	

	
	
	
	


I agree to participate in this trial:
Name of patient
 Signature
Date

Name of person taking consent
Signature
Date

Time of Consent (24hr clock) _______:_______ 
1 copy for the patient, 1 copy for the trial team, 1 copy to be retained in the hospital notes.

CCTU/TPL002/V8 07/08/2018 


Instructions:


Instructional text – requires you to complete the information.  Remove the italics prior to finalising the PIS & ICF and ensure all text is black.


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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