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Instruction Page: Delete this instructional front page on completion

Instructional text – requires you to complete the information.  Remove 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 CCTU Regulatory Team
· Short PIS and long (main template) PIS use: If a trial intends to use a short PIS and a long (main template) PIS, there will need to be a clearly defined and documented process for how, and under which circumstances, both will be used. This should be included in the CRS application, the protocol and supporting trial documentation such as the Trial Procedures Manual and SIV/Training documentation etc. Define clearly how you will check / verify consistency of use within and across sites so the informed consent process can be documented and managed appropriately   Failure to use the correct PIS/ICF in accordance with the protocol etc. will be a Type 2 (Major) non-compliance and each incidence must be reported to the CCTU Regulatory Team.
· Adults who lack the capacity to consent. The first page of the PIS template is in optional blue text and should be removed if your trial does not intend to recruit adults who lack the capacity to give consent. If you require the option for a relative / friend (Personal Legal Representative) or independent healthcare professional (IHP) to provide consent  on behalf of the incapacitated patient  then this first page should be retained and completed appropriately so it is clear who has provided informed consent. The relevant, applicable Informed Consent Form option should also be selected in such cases.  The consenting process must be documented fully in the protocol and CRS application as well as any other supporting trial documentation such as the Trial Procedures Manual and SIV/Training documentation.
· Localisation. All patient-facing documentation should be appropriately localised to the relevant participating site (site name, site team names and contact details), however there is no central requirement for the documentation to be printed/provided on local letterhead.

Useful Links (link accessible as of 16JUL2022):

HRA general guidance: Informing participants and seeking consent - Health Research Authority (hra.nhs.uk)
HRA GDPR guidance and latest HRA blogs: GDPR guidance - Health Research Authority (hra.nhs.uk)
Guidance on consent for children (under 16yrs of age): Research involving children - Health Research Authority (hra.nhs.uk)
We are inviting adults who have briefly describe required population to join this research trial, comparing briefly describe trial e.g. different treatments in the prevention of x.

This document gives information about the trial including the aims, risks and benefits of taking part.

In this information sheet, we use the words “I” and “you” referring to the trial participant. Some people in this trial may be unable to read this document themselves or complete the consent form. In that case, a relative/friend can complete the form on their behalf, however the words “I” and “you” still refer to the trial participant and not the person completing the form.

Please let us know who will complete this consent form:


The participant

A relative or friend (Personal Legal Representative)


An independent healthcare professional

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?

Taking part in this trial is voluntary.  If you decide to take part you will be asked to sign an Informed Consent Form, however you are still free to change, reduce or completely withdraw after you agree to join this trial 
The only exception to this is where your participation has to change or be stopped by your trial doctor in order to protect your safety or well-being
You can leave / change your participation in the trial at any time without giving a reason.  However, it can be helpful to understand why because it can help the trial to reach conclusions that are more reliable when the team analyse the data at the end of the trial or may inform the design of future trials.

If you chose not to take part, change your participation or to leave the trial, your future medical treatment and normal standard of care will not be affected in any way.
What will happen if we lose contact with you?
Add detail on what will happen if contact is lost with the participant during the trial. The trial team should decide what the management of this will be, and the information here should be consistent with what is written in the Protocol. An accompanying consent clause will be required to ensure informed consent is given for any methods of further contact that will be perused if contact is lost with the patient. 

5. What will happen to me if I take part?

If you agree to participate in the trial, you will be asked to 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 sometimes, do not know which way of treating participants 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 will not 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 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 participant during their time on the trial including pregnancy testing if appropriate.  If they will be having any additional tests that would not be part of standard care for example an ECG – explain what this is in full and in lay language.  Include any questionnaires that 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 the trial. 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 participant 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 it is feasible and still fits with the trial’s aims, participants might also change how they take part, for example they might take part in trial activities at the same times, but in a different way (for example, via telephone calls with their research nurse instead of going into a clinic for a visit). It may even be possible for participation to increase in some cases, for example if a participant were to change their mind about stopping aspects of participation and re-start them.  If this is the case, you will need to consider how this information is conveyed to the participant, particularly if there are aspects of the trial that are not flexible.
If participants are going to be administering their own treatment (e.g. self-injecting or taking medication orally) be sure to include that here e.g.
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 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 conceive a child during the trial.
Participants who are able to become pregnant (if of childbearing potential) must agree to 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.

For the purpose of the trial, a person is considered to be of child bearing potential following their first menstrual period until post-menopausal, unless surgically sterile. Permanent sterilisation methods include hysterectomy, bilateral salpingectomy, and bilateral oophorectomy. A post-menopausal state is defined as no menstruation for 12 months without an alternative medical cause.

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.
For jointly Sponsored trials with the University of Cambridge, please confirm whether the trial’s insurance covers risks related to the study drug and its effects in pregnant partners/babies, and a statement relating to this (this information must also be added to the accompanying pregnant partner PIS if in use for trial).
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 e.g.: 

· 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 participants)

Common (less than 10% of participants)

Uncommon (less than 1% of participants)

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 regarding 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.  Additionally, information collected as part of your participation in this trial may benefit participants 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. 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 participants following the trial, this needs to be made explicit. If a commercial company is providing drug 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 taking part 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 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 this 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 to change or stop my participation in the trial?
Participants should get the best possible information to inform their choices about ongoing trial participation, and be as involved as possible in any decisions that are made about their participation. All decisions to change (or not change) the nature of their trial participation must be informed and freely made, in the same way as initial consent

Any sort of reduced or alternative ways for participants to keep taking part should only be allowed if they support the scientific integrity of the trial and do not compromise participants’ safety. 
In this section, encourage participants to discuss their participation with researchers throughout the course of the trial, in particular if they are experiencing any difficulties with their participation. Information here can mention the possibility of reducing or changing participation as opposed to completely stopping participation if that is feasible in the trial.  The trial should consider potential options for participants who want to stop or reduce their participation. Consider that it might not be necessary or helpful to mention all participation change options upfront, as it might give participants a confusing message about what taking part in the trial involves. However, the protocol should detail all acceptable changes/reduction to participation, for the benefit for the participant and to maximise data collection where possible.

You are free to change your participation or withdraw from 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 or samples already collected or results from tests already performed on you or your samples will continue to be used in the trial analysis, unless you explicitly request otherwise. This option should only be included if it is possible to remove samples for a participant i.e. the trial is collecting samples for batch analysis at the end of the trial. 
The trial doctor may also choose to change your participation or 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 stopping or reducing your participation 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 that requires you to change your participation in this trial i.e. to stop taking the medication, 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.
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 also 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 Participant Advice and Liaison Service (PALS)) at your hospital.

For jointly sponsored trials
In the event that something does go wrong and you are harmed by taking part in the research that 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. 

  

Add any additional insurance cover details as appropriate 
16. How will we use information about you? 
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)).
We will need to use information from [you] [from your medical records] [your GP] [OTHER] for this research project. 

This information will include your [initials/ NHS number/ name/ contact details/ provide a bullet list of identifiers held by site and/or sponsor for the research].  People will use this information to do the research or to check your records to make sure that the research is being done properly.
(OPTION If appropriate and particularly relevant for international trials) Information about you might be securely transferred between the trial team at different trial sites in relation to your participation in this trial. 
People who do not need to know who you are will not be able to see your name or contact details. Your data will have a code number instead. 
We will keep all information about you safe and secure. 
OPTION where applicable: Some of your information will be sent to [country X]. They are expected to follow our rules about keeping your information safe. 

Once we have finished the trial, we will keep some of the data so we can check the results. We will write our reports in a way that no-one can work out that you took part in the trial
De-identified information about your health and care relevant to this trial may be made available for other research studies run by CUH and/or the University of Cambridge (add any other sponsor here) or other organisations. These organisations may be NHS or other public sector organisations, academic institutions, charities and commercial companies in the UK or abroad. Before your data is shared with other organisations all personal identifiers, such as names, addresses and dates of birth, will be removed. Making information from trials available for further research helps maximise the benefit of conducting trials and allows other researchers to verify results and avoid duplicating research. To facilitate this, some trial datasets are made available to researchers via a public online database and become “open data”. Data are thoroughly de-identified before they are submitted to an open data platform and once the data are uploaded, we do not have control over how they are used. 
Ensure that details are included of any third parties who will be receiving trial data including (but not limited to) any commercial supporters of the trial. If third parties are receiving data this should be described as pseudonymised or de-identified – only aggregated data can be described as truly anonymous
17. What are your choices about how your information is used if you change or stop your participation in the trial?

· You can change or stop your participation in this trial at any time, without giving a reason, but we will keep information about you that we have already collected.

· OPTION if follow up data will be collected after withdrawal: If you choose to stop taking part in the trial, we would like to continue collecting information about your health from [central NHS records/ your hospital/ your GP etc., the options here should match what is in Section 16, paragraph 2]. If you do not want this to happen, tell us and we will stop.
· OPTION if …: Add additional bulleted sections as above, based on PeRSEVERE guidance and what has been included in the trial in the Protocol. List the different types of reduced participation (e.g. full withdrawal, withdrawal from IMP dosing only etc.) and/or participation change (e.g. remote data collection, collection from registries if participation is reduced etc.) that may occur for the trial and what  information / data the trial would like to continue to collect for each option
· We need to manage your records in specific ways for the research to be reliable. This means that we will not be able to let you see or change the data we hold about you. 

18. Where can you find out more about how your information is used?

You can find out more about how we use your information 

· at www.hra.nhs.uk/information-about-participants/
· our leaflet available from www.hra.nhs.uk/participantdataandresearch. Alternatively, please visit, for Cambridge University Hospitals NHS Foundation Trust: https://www.cuh.nhs.uk/participant-privacy/. For University of Cambridge: https://www.medschl.cam.ac.uk/research/information-governance or email The Information Governance team at: researchgovernance@medschl.cam.ac.uk
· by asking one of the research team refer/to/add contact details
· by sending an email to cuh.gdpr@nhs.net, or 

· by ringing us on [phone number]. 

NOTE: At least one of these sources must be able to point people directly to the sponsor’s Data Protection Officer.
19. 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 consent or request sample destruction.  List where samples will be processed/analysed – this is particularly important if they are to be sent outside the UK for any reason, including storage.
At the end of the trial, your samples will be
 disposed of in accordance with the UK Human Tissue Authority Code of Practice 
OR

 retained for use in future research. Future research will only be conducted with appropriate ethical and regulatory approval. Prior to approval, Cellular material will be stored in a HTA licenced facility.

Future research may involve genetic testing. Samples may be sent to recognised research organisations, including academic and commercial organisations, in the UK and abroad. Samples will not be labelled with any direct identifiers, such as your name or NHS number

These arrangements must be consistent with information provided in the IRAS form, the protocol, the consent form and other sections of the PIS
Unless explicitly told otherwise by you, any samples already collected will continue to be used in the trial analysis should you decide to withdraw from this trial early.
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.
20. How will results from the trial be published?

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 in an approved, publically accessible online Clinical Trials Register.  The results of the trial will be anonymised and you will not be able to be identified from any of the data published.   
Ensure that details are included of any third parties who will be receiving trial results including (but not limited to) any commercial supporters of the trial. If third parties are receiving data this should be described as pseudonymised or de-identified (preferred term) – only aggregated data can be described as truly anonymous. 
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.
21. 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.)

22. 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.
23. 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 participant 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-trial will require a separate PIS & ICF, however if it is integral to the main trial this information must be captured in its own section between sections 19 & 20.

ADULT PARTICIPANT
Principal Investigator: [Printed name to be inserted]   

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, and that any data and samples already collected or tests already performed will continue to be used in the trial as described in this information sheet.
	

	3
	I understand that personal information about me will be collected during the trial and from (list sources outlined in Section 16 here) and used in accordance with this information sheet. This information will be kept in the strictest confidence I will not be identifiable in any results published. 
	

	4
	I understand that research personnel, responsible individuals from the sponsor and regulatory authorities, may look at sections of my medical notes or information related directly to my participation in this trial 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 de-identified information collected about me may be used to support other research in the future, including research conducted by both commercial and non-commercial organisations in the UK and abroad.
	

	6
	I understand that my GP will be informed of my participation in this trial and sent details of the ### trial/asked to provide information about me for the purpose of the ### trial.
	

	7
	(If appropriate for international trials) I understand that my personal data might be transferred between the trial team at different trial sites in (add countries) relating to my participation in this trial. I understand that any personal data will be sent using appropriate secure transfer methods. 
	

	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 6.
	

	11
	Add consent clause on contact methods or equivalent that will be employed if participant / NoK contact is lost
	

	12
	Add consent clauses on samples here (including use in future research). 
I understand that my samples may be retained for future research with appropriate regulatory and ethical approval. Samples may be sent to organisations, including commercial organisations, in the UK and abroad.  *Consider whether this is mandatory or optional – would you want to exclude a patient because they did not want their retained samples used in further research.
	

	13
	Add consent clauses of release of genetic information here
	


	OPTIONAL

If an optional clause is left blank/not initialled we will consider this to mean you have declined consent
	INITIAL

	
	YES


	14
	Add any optional sample clauses here
	

	15
	Add any optional genetic result notifications here
	

	
	
	


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

[Remove if not applicable]. Witness consent is only to be used as detailed in the trial protocol, e.g. for participants who have the mental capacity to give consent but are physically unable to document their consent

_______________
 ____________________        ___________
Name of witness
               Signature
  Date

Name of person taking consent            Signature
  Date

Time of Consent (24hr clock) _______:_______ 
1 copy for the participant, 1 copy for the trial team, 1 copy for the patient’s medical notes.

Remove if not applicable
INFORMED CONSENT FORM

Personal Legal Representative
ADULT RELATIVE/FRIEND
Principal Investigator: [Printed name to be inserted]       
Participant Number: __________  
Participant Name: [Printed name to be inserted]       
If you agree with each sentence below, initial in 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 relative/friend’s participation in this trial is voluntary and that they are free to withdraw/ be withdrawn at any time, without giving a reason and without their medical care or legal rights being affected. Any data and samples already collected or tests already performed will continue to be used in the trial as described in this information sheet.
	

	3
	I understand that personal information about my friend/relative will be collected during the trial and from (list sources outlined in Section 16 here) and used in accordance with this information sheet. This information will be kept in the strictest confidence and none of their personal data will be published.
	

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

	5
	I understand that de-identified information collected about me may be used to support other research in the future, including research conducted by both commercial and non-commercial organisations in the UK and abroad
	

	6
	I understand that my friend/relative’s GP will be informed of their participation in this trial and sent details of the #### trial. /asked to provide information about me for the purpose of the ### trial.
	

	7
	(If appropriate for international trials) I understand that my friend/relative’s personal data might be transferred between the trial team at different trial sites in (add countries) relating to their participation in this trial. I understand that any personal data will be sent using appropriate secure transfer methods.
	

	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 friend/relative’s participation in it at any time without my consent.
	

	10
	I have read and understood my friend/relative’s responsibilities for the trial, including using appropriate contraception as listed in section 6 
	

	11
	Add consent clause on contact methods or equivalent that will be employed if participant / NoK contact is lost
	

	12
	Add consent clauses on samples here (including use in future research). 

I understand that my friend/relative’s samples may be retained for future research with appropriate regulatory and ethical approval. Samples may be sent to organisations, including commercial organisations, in the UK and abroad. *As above 
	

	13
	Add consent clauses of release of genetic information here
	

	
	
	

	
	
	

	OPTIONAL

If an optional clause is left blank/not initialled we will consider this to mean you have declined consent
	INITIAL

	
	YES


	14
	Add any optional sample clauses here
	

	15
	Add any optional genetic result notifications here
	

	
	
	


I agree to my relative/friend participating in this trial:







Name of friend/relative
 Signature
Date








Name of person taking consent
Signature
Date

Time of Consent (24hr clock) _______:_______ 

1 copy for friend/relative, 1 copy for the trial team, 1 copy to be retained in the patient’s medical notes.

TO BE PRINTED ON HEADED PAPER
Remove if not applicable
Independent Healthcare Provider (IHP) Enrolment form 

Principal Investigator: [Printed name to be inserted] 
Participant Number:  _________
Participant Name: [Printed name to be inserted]       
	ALL 5 Questions must be initialled (and the 4 ticks marked) and the form signed to authorise enrolment 

	
	Initial Box

	1) I confirm that the participant’s next of kin is not available for discussion
	
	

	2) I confirm that I am independent, defined for this trial as:

A person who is NOT connected with the conduct of the trial, specifically:
	Also tick boxes
	

	a) NOT the sponsor of the trial;


	❑
	

	b) NOT a person who undertakes activities connected with the management of the trial;
	❑
	

	c) NOT an investigator of the trial, or;
	❑
	

	d) NOT a health care professional who is a member of the investigators team for the purposes of the trial (Not on delegation log)
	❑
	

	3)  I confirm that I have been fully informed of the name trial, its objectives and trial procedures and that enrolment of the participant mentioned above in the name trial is appropriate according to my professional medical judgment.
	
	

	4) As far as I am aware, the participant would not object to being involved in this trial.
	
	

	5) I understand that a member of the research team will provide the next of kin, and the participant (if they regain capacity), with information about the trial as soon as possible and I understand that their agreement will be sought in order to continue.
	
	









Name of researcher
 Signature
Date








Name of IHP
Signature
Date

Time of authorisation (24hr clock) _______:_______ 

1 copy for the IHP, 1 copy for the trial team, 1 copy to be retained in the patient’s medical notes.
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