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Comparing treatments for people with early bladder cancer 

Patient information sheet
Version 3.0 dated 09/10/2025
We are inviting you to take part in a research study called COBRA
Whether or not to join the study is entirely up to you.
This information sheet explains why the study is being done and what would be involved if you choose to take part.
Your hospital team will talk through this information with you. They will help you decide whether or not you would like to take part and answer any questions you may have.
Please feel free to talk to others about the study if you wish. 
Do ask your hospital team if there is anything that is not clear or if you would like more information. They can be contacted using the details below.
[Note to sites: this information sheet can be provided in separate sections to enable layered information giving tailored to potential participants’ needs. This cover sheet should be provided with each separate section. If providing sections separately, please delete the contents table from the cover sheet beforehand. Always delete this highlighted note]
TO BE PRINTED ON HOSPITAL HEADED PAPER
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How to contact your COBRA study team
[bookmark: _Hlk190795709]If you have any questions about this study, at any time, please talk to your hospital team:
<local name and contact number>
Summary
Why is the COBRA study being done?
We want to find out if a new treatment could be an option for people with early bladder cancer. The normal treatment of Bacillus Calmette Guérin – BCG – has been used for over 40 years. A new treatment using gemcitabine and docetaxel – “Gem-Doce” – may be as good as BCG at stopping cancer returning and cause fewer side effects. It is currently the most commonly used treatment in the USA for patients whose bladder cancer returns after BCG treatment.
What is being tested?
People who join the COBRA study will either have BCG or Gem-Doce treatment. Both treatments are put into peoples’ bladders. Treatments are given regularly at hospital over 2 years. Everyone will have regular check-ups for 5 years to check how well the treatments are working which is the standard of care. 
Who can join the study?
We are inviting people to join the study who have a new diagnosis of early bladder cancer and are due to be treated with BCG. We hope to enrol 520 participants.
Where is the study taking place?
The COBRA study is taking place at NHS hospitals across the United Kingdom. 
How long will the study last?
We think that it will take 4 years to enrol 520 participants in COBRA, and we will follow each person for 2 more years after enrolment has ended. We expect to have results available in 2032.
Confidentiality
If you join this research, we will use information from you and your medical records. We will only use information that we need for the research study. Only the people that really need to know your name or contact details will be told. 
We will keep your data safe and secure and follow all privacy rules. At the end of the study, we will save some of the data for future research. We will make sure no-one can work out who you are from the reports we write.
TO BE PRINTED ON HOSPITAL HEADED PAPER


[bookmark: _Toc182919114][bookmark: _Hlk190792794]Why are we doing this study?
In COBRA, we want to compare a new treatment to the standard treatment for early bladder cancer.
4,800 people have treatment for high grade early bladder cancer each year in the UK. After surgery to remove the cancer, Bacillus Calmette Guérin (BCG) is put into the bladder to encourage the body’s immune system to fight any remaining cancer cells. This treatment is usually given every 3 months over 2 to 3 years.
BCG has been used to treat bladder cancer patients since the 1970s but it can have significant side effects. An alternative to BCG may have fewer side effects and make it easier for people to finish a full course of treatment.
Gemcitabine and docetaxel (Gem-Doce) are chemotherapy drugs that can be put directly into the bladder, one after the other. Gem-Doce is commonly used in the United States and is safe and effective for bladder cancer patients who cannot have BCG treatment and for people whose cancer returned after BCG treatment.
We think Gem-Doce could be a good alternative to BCG for people being treated for the first time for early bladder cancer by the NHS. COBRA is designed to confirm whether this is the case. Results of COBRA should help bladder cancer patients decide which treatment to have in the future.
[bookmark: _Toc2102717223][bookmark: _Toc182919115]Why am I being asked to take part?
You are being asked whether you would be interested in taking part in COBRA because you have early high grade bladder cancer which would normally be treated with BCG. We hope to enrol up to 520 people in the COBRA study.
[bookmark: _Toc182919116]What would taking part involve?
People who take part in COBRA will have treatment with either:
BCG (usual treatment for early bladder cancer)
Gem-Doce (new treatment)
People in both groups will have regular treatments of BCG or Gem-Doce in their bladder for 2 years after they join the study. 
Everyone will have regular check-ups at their hospital during treatment. You can find out more about what each treatment visit will involve and see the check-up schedule in section 8 of this information sheet. 
[bookmark: _Toc182919117]Who decides what treatment people will have?
We do randomised studies when there is more than one treatment option available for people and we don’t know which one is best. To find out, we need to compare the different treatments. To do this, we put people into groups and give each group a different treatment.
The results from the different treatment groups are compared to see if one treatment is better. To try to make sure the groups are the same to start with, and to make sure everyone has the same possibility of getting either treatment, each person who takes part is put into a group by chance (randomly).
There are two treatment groups in COBRA:
In one group people will have BCG treatment
In the other group people will have Gem-Doce treatment
If you choose to take part in COBRA, neither you nor your hospital team will be able to decide which treatment you receive. There is an equal chance of having either BCG or Gem-Doce. You will be told which group you are in.
Whichever group you are in, everybody who takes part in COBRA will receive the best possible care and regular monitoring by their hospital team. It is important that you only join COBRA if you are prepared to have either of the treatments. Your hospital team will tell your GP when you join the study, so that they know about the treatment you are having as well – you will be asked to consent to this if you choose to join the study.
Do I have to take part?
No, it is up to you to decide whether you would like to take part in COBRA.  
Taking part is entirely voluntary, and you will be given as much time as you need to decide. The future care you receive will not be affected by your decision about whether to take part. If you do join the study, you are free to end your participation at any time without giving a reason.
If you decide not to take part in COBRA, you will have the normal treatment used in your hospital for high grade early bladder cancer. This is likely to be BCG treatment. 
[bookmark: _Toc167102308][bookmark: _Toc167102341][bookmark: _Toc167103192][bookmark: _Toc167103259][bookmark: _Toc167102309][bookmark: _Toc167102342][bookmark: _Toc167103193][bookmark: _Toc167103260][bookmark: _Toc167102310][bookmark: _Toc167102343][bookmark: _Toc167103194][bookmark: _Toc167103261][bookmark: _Toc167102311][bookmark: _Toc167102344][bookmark: _Toc167103195][bookmark: _Toc167103262][bookmark: _Toc167102312][bookmark: _Toc167102345][bookmark: _Toc167103196][bookmark: _Toc167103263][bookmark: _Toc182919119]What happens during treatment with BCG or Gem-Doce
If you join the study, whichever group you are in, you will have your treatment at hospital.
When is treatment given?
[bookmark: _Hlk190792205]The treatments are given in two parts:
Treatment is given once a week for 6 weeks – this is the “induction” course
Treatment is given regularly from 3 months up to 2 years – this is the “maintenance” course
[bookmark: _Hlk190791591]BCG treatment is given once a week for 3 weeks at 3 months, 6 months, 1 year, 1 year 6 months and 2 years after joining the study. People in the BCG group will have up to 21 treatments.
Gem-Doce treatment is given once a month from 3 months to 2 years after joining the study. People in the Gem-Doce group will have up to 28 treatments.
[bookmark: _Hlk190792744]How is treatment given?
[bookmark: _Hlk190795166]To give the treatment, a catheter (a flexible tube that drains urine) is inserted into the bladder. A local anaesthetic is used to reduce any discomfort during the insertion. After urine has been drained into the catheter bag the treatment is given through the catheter into your bladder. 
How long does each treatment take?
After BCG is put into the bladder, it needs to stay in place for up to 2 hours. 
Gem-Doce treatment is given in two stages, with gemcitabine being put into the bladder first for 1 hour. After this has been drained, docetaxel is added for up to 2 hours.
People may be able to go home after the treatment (BCG or docetaxel) is inside their bladder and the catheter is removed. When passing urine for the first time after treatment, people need to follow some guidance to prevent them or others coming into contact with BCG or docetaxel. This includes sitting down to pass urine, washing afterwards and putting bleach down the toilet.
More detailed information about each treatment can be found in the COBRA participant guidance documents that you will be given if you join the study. Please ask your hospital team for these if you want to find out more before deciding whether to take part.
Pregnancy during treatment
Bladder cancer treatment can be harmful to a developing baby. If you join the study and you or your partner could become pregnant you should use contraception during treatment and up to 6 months afterwards. Your hospital team can advise you on appropriate methods of contraception. If you think you may be pregnant, you must tell your hospital team before you have any treatment. If you are considering starting a future family with a partner who could become pregnant please discuss options for sperm preservation with your hospital team before deciding whether to take part.
Does the treatment have any side-effects?
All treatments for cancer may cause side effects. If you join the study, it is important that you tell your hospital team about any problems you have at each hospital visit, so that you can have treatment if you need it.
You should also contact your hospital team between visits if you have any concerns (see details on the front page of this information sheet).
We have included a list of the most common side effects of both treatments in the table below. 

Side effects and how often people have them
	Description of possible side effect
	BCG
treatment
	Gem-Doce treatment

	Discomfort and pain when passing urine, which can be because of a urine infection
	 Very common
	 Very common

	Passing urine more often and more urgently than usual
	 Very common
	 Less common

	Flu-like symptoms including fever, chills, muscle aches and tiredness
	 Very common
	 Less common

	Feeling sick
	 Very common
	 Less common

	Bladder spasms because of sudden tightening of the muscles in the bladder
	 Uncommon
	 Very common

	Blood in the urine
	 Uncommon
	 Less common

	Being unable to fully empty their bladder
	 Uncommon
	 Less common


Very common: 1 out of 10 people are likely to have these symptoms 
Less common: Fewer than 1 out of 10 people may have these symptoms 
Uncommon: Fewer than 1 out of 100 people may have these symptoms
BCG: severe side effects
BCG treatment can also have severe side effects for some people. 

Fewer than 1 in 100 people have a severe blood infection (sepsis) after BCG treatment. If you have a high fever (over 38 C/ 100°F) at any time, or a high temperature that lasts over 2 days, you should contact your hospital team.
Fewer than 1 in 10,000 people have a severe BCG allergy. If you have any signs of allergic reaction (cough, painful joints or skin rash) you should contact your hospital team immediately.
Gem-Doce severe side effects
Not as many people have had Gem-Doce treatment as have had BCG however published reports from the USA, where Gem-Doce is widely used, suggest that severe side effects are rare. Everyone who takes part in COBRA will be closely monitored by their hospital team for any symptoms during their treatment. 
What happens I have side effects?
If you join the study, please make sure that you tell your hospital team if you have any side-effects or symptoms you are worried about, even if they are not listed above. Not everyone will have side effects, and they can often be treated to make them less serious or uncomfortable. 
Can I have my normal vaccinations during treatment?
Yes, the treatments in this study will not affect any vaccinations you may need.
Check-up visits
Before joining the study
Before people join COBRA, they will have had surgery to remove their cancer and their hospital team will have done some tests. These are part of the normal checks done before bladder cancer treatment. This will include a scan to confirm whether cancer is anywhere else within the urine system (for example the tubes between the bladder and kidneys).
During the study
After joining the study, everyone is seen regularly by their hospital team. The check-up schedule is the same as people would have outside the study.
At each check-up visit, the hospital team will take care of any side effects or symptoms people may have and check on their progress. These checks include:
A blood test and physical assessment before your treatment, periodically during treatment and in the final visit before completing your treatment.
A visual inspection of the bladder by a surgeon every 3 months during treatment. These checks are called cystoscopies. After 2 years, people will have cystoscopies every 6 months for 2 years, and then every year. A small sample (biopsy) will be taken for testing if it looks like any cancer has returned in the bladder.
People will also have a scan of their urine system (including kidneys and the tubes connecting kidneys to the bladder) 1 and 2 years after joining the study.
What happens if the cancer returns during or after treatment?
If the cancer returns, people’s hospital teams will discuss options for further treatment with them.
The type of treatments will depend on how advanced any cancer is, and how far through their course of BCG or Gem-Doce treatments people are.
Options for treatment may include:
· Continuing to receive BCG or Gem-Doce treatments.
· Having surgery to remove the bladder (cystectomy) 
· Switching to the other COBRA treatment (Gem-Doce if people are in the BCG group, or BCG if in the Gem-Doce group)
Data collection
Participants’ hospital teams will send information from their treatment visits and check-ups to the researchers at The Institute of Cancer Research who are running the COBRA study. The researchers will combine data about everyone taking part to find out whether Gem-Doce should be recommended for people with early bladder cancer in future. The researchers may also use health information which is held by the NHS in national databases, to make sure the information used to prepare the results is as complete as possible. All data will be kept safe and secure.
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[bookmark: _Toc167102315][bookmark: _Toc167102348][bookmark: _Toc167103199][bookmark: _Toc167103266][bookmark: _Toc182919121]What else does taking part involve?
Questionnaire booklets
If you decide to take part in COBRA, we would like to ask you some questions about the way you feel, both physically and emotionally. These are called quality of life questionnaires. Your answers help us to understand about how the treatments affect you and the impact of any side effects you might experience. We would also like to ask about your use of healthcare services and time away from your usual activities. This helps us better understand the impact of the treatments on peoples’ daily lives and the costs for the NHS.
A member of your hospital team will explain the questionnaires and answer any questions that you have. Some of the questionnaires may seem a bit repetitive or ask personal questions. We use standard questionnaires to make sure the information we collect is as useful as possible, so we would be grateful if you could answer them as best you can. Each questionnaire booklet should take about 20 minutes to complete.
We will ask you to fill in a questionnaire booklet up to 6 times:

· Before you find out which treatment you are having
· [bookmark: _Hlk153278793]During treatment at 3 months, 6 months, 1 year, 1 year 6 months and 2 years after you join the study

The first questionnaire booklet will be given to you to complete in hospital, after you have consented to join COBRA. You will be asked to complete the booklet before you know which treatment you will be having. You will then be given your next booklet at your hospital during your first check-up visit, about 3 months from the beginning of your treatment. 
Later questionnaires, from 6 months onwards, will be sent to you by the team at The Institute of Cancer Research who are running the study.
Completion of the quality of life and health service use questionnaires, whilst greatly appreciated, is optional and you do not have to take part in this part of the study if you do not wish to. When you join COBRA and sign your consent form, there will be a section where you can record whether you agree to complete these questionnaires.
We will also send you a short survey about your background, so that we understand who is taking part in COBRA. This helps us to make sure that we are including people from all backgrounds and life experience in our studies. The survey is called DISTINCT and was developed together with patients and members of the public. The DISTINCT survey will be sent to you by the team at The Institute of Cancer Research within 6 months after you join the study. You do not have to answer every question, but any information you do provide will help us make sure we are reaching everyone who may be interested in joining COBRA. 
The answers you give to all of our questionnaires will be kept confidential. Your hospital team will not be informed of your answers to the questionnaires sent by The Institute of Cancer Research, so please make sure to discuss any concerns you may have about symptoms with them as well.
[bookmark: _Toc182919122]Will I be asked to do anything else?
Sample donation
[bookmark: _Hlk169082494]We would like to collect samples from people who take part in COBRA, so that they can be analysed in future laboratory research into bladder cancer.
Samples of your cancer were taken as part of your diagnosis. These samples will be stored by your hospital. You will not need to have any more samples taken for COBRA, but if you join the study, we would like your permission to access the samples stored by your hospital. We would also like to ask your permission to collect any bladder samples taken during check-ups after you join the study. 
Only samples that are not needed for making a diagnosis will be collected for research. Sample donation is optional and you do not have to donate tissue samples to be able to take part in COBRA. If you do not wish to join this part of the study, your hospital will continue to store your samples in line with standard NHS practice.
[bookmark: _Hlk190789646]What will happen to the samples I donate?
Your samples will be sent to The Institute of Cancer Research for storage. Samples will be given a unique identification number and will be stored securely and in strict accordance with national guidelines.
The samples you donate will be used for analysis in the future. This may include investigating causes of bladder cancer, and how it reacts to treatment. This could include genetic analysis. Cancer can be caused by changes in our genes that occur after we are born. We can test for this type of change using the genetic material from cancer cells. This type of testing may be done on your samples if you agree to allow your samples to be collected. No information that could identify you would be shared with researchers using the samples.
We would also like to be able to make your samples and any information necessary for their analysis available to other researchers for future medical research. This may involve researchers and organisations outside of the UK and European Economic Area (EEA). This could also include the genetic testing described above. It is possible that future research will be carried out internationally. 
Any research using samples collected in COBRA will be approved by an independent Research Ethics Committee before it is allowed to go ahead. Any tissue samples and data relating to them that is shared with third parties will not contain your personal details, so researchers will not be able to identify you from the information provided. 
It will not be possible to share the results of any future tests on your samples with you or your hospital team and they will not be part of your medical records. 
[bookmark: _Toc167102318][bookmark: _Toc167102351][bookmark: _Toc167103202][bookmark: _Toc167103269][bookmark: _Toc167102319][bookmark: _Toc167102352][bookmark: _Toc167103203][bookmark: _Toc167103270][bookmark: _Toc167102320][bookmark: _Toc167102353][bookmark: _Toc167103204][bookmark: _Toc167103271][bookmark: _Toc167102321][bookmark: _Toc167102354][bookmark: _Toc167103205][bookmark: _Toc167103272][bookmark: _Toc182919123]What are the advantages and disadvantages of taking part in COBRA?
What are the possible advantages of taking part?
There is no guarantee that you will benefit directly from taking part in COBRA. The aim of COBRA is to find out whether Gem-Doce is a potential alternative to BCG for people with early bladder cancer. We do not currently know whether this is the case, but there is some evidence to suggest it may be a good treatment option. The results of COBRA will help decide whether Gem-Doce should be offered to people instead of BCG in future. 
What are the possible disadvantages and risks of taking part?
[bookmark: _Hlk190880348][bookmark: _Hlk190880332]Side effects
You may have side effects from either of the treatments. You may experience some side effects that are not listed in Section 7. There is no way of predicting if you will experience any side effects, or how severe they will be. You should contact your hospital team for advice if you experience any side effects.
Additional hospital visits and travel when receiving Gem-Doce treatment
We have carefully designed the study to be as similar to normal treatment and check-up visits as possible. But you may need to attend the hospital more often than you would if you decide not to participate in COBRA.
If you are in the Gem-Doce group, you will have up to 7 extra treatment visits. This may cause some disruption to your normal activities and home life. If you are in the Gem-Doce group your hospital can arrange for travel expenses for these extra visits to be paid back to you. Please talk to your local hospital team for more information.
What happens if something goes wrong?
It is unlikely that anything will go wrong with your treatment or care, but if you have any complaints about the way that you have been treated during COBRA, you can use the usual NHS complaints procedure. Your hospital team or local patient group will be able to advise you how to do this.
What if I have private medical insurance? 
If you have private medical insurance, please check with your insurance provider that your medical insurance policy will not be affected before agreeing to take part in COBRA.
Will I be paid for taking part in COBRA?
[bookmark: _Toc167103207][bookmark: _Toc167103274][bookmark: _Toc182919124]No. Neither you nor your doctor will be paid for taking part in the COBRA study.
What happens if I don’t want to carry on with COBRA?
Your participation is entirely voluntary. If you agree to take part and then change your mind, you can stop taking part in COBRA at any time, without giving a reason. Your future treatment and care will not be affected by your decision.
You can also choose to reduce your participation, for example by stopping treatment, stopping completing questionnaire booklets or stopping your samples from being collected to be used in future research. If you decide to stop having treatment in COBRA, your hospital team will discuss with you the best treatment options for you.
If you do reduce your participation, we would like to continue to collect information on your progress that is routinely recorded in your medical records. This is so that the overall quality of the study is not affected and enough information is collected to answer the main aim of the research.
If you decide you want to stop participation and do not want any more information to be sent to the study team at The Institute of Cancer Research, data collected before your decision will still be processed together with other participants’ data. However no new data about you will be collected and you may request that all your samples are destroyed to prevent future analysis.
If you are concerned about any aspect of COBRA, please discuss your concerns with your hospital team, using the contact details on page 1 of this information sheet.
[bookmark: _Toc182919126]Who is organising and funding the research?
The COBRA Lead Investigator is Mr Wei Shen Tan who is based at Yale School of Medicine, USA. The Chief Investigator of COBRA is Professor Rakesh Heer at Imperial College Healthcare NHS Trust. COBRA has been developed in collaboration with the lead investigators, who are urology surgeons, and Professor Emma Hall, a trial design expert and statistician. 
COBRA was co-designed with patients with experience of bladder cancer and is run by The Clinical Trials and Statistics Unit at The Institute of Cancer Research (ICR-CTSU). We are also working with researchers at the London School of Hygiene and Tropical Medicine and the University of Bath. These researchers will help analyse some of the data collected within the study. 
COBRA is being carried out by surgeons and their teams at up to 50 NHS hospitals in the UK. The study is sponsored and coordinated by The Institute of Cancer Research (ICR), which is a charity and a college of the University of London. 
The research is approved and funded by the UK government’s National Institute for Health and Care Research Health Technology Assessment (HTA) Programme.
[bookmark: _Toc182919127]Confidentiality
How will we use information about you? 
We will need to use information from you, from your hospital records and your GP for this research project.
This information will include your:
· Full name 
· Initials
· Date of birth 
· Hospital number
· NHS number or Community Health Index
· GP details
· Home address and postcode
· Email address (if available)
People will use this information to do the research or to check your records to make sure that the research is being done properly.
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.
The Institute of Cancer Research (ICR) is the sponsor of this research.
The ICR is responsible for looking after your information.  Our legal reason for using your information is to carryout scientific research which is in the public’s interest. We will share your information related to this research project with the following types of organisations:
research institutions including universities, hospitals and commercial laboratories involved in research into cancer and its treatment, where this sharing has been approved by the sponsor 
We will keep all information about you safe and secure by:
· Using a unique study identifier number allocated to you to link all the samples and data that you provide.
· Storing all your information and samples securely. 
· Treating your information and samples as strictly confidential and nothing that might identify you will be revealed to any third party. 
· Using the minimum personally-identifiable information possible.
· Limiting access to your information to only those who need to use it for research or regulatory reasons and regularly reviewing who has access to your information.
· Using strong encryption anytime we need to share your information.
· Ensuring everyone who has access to your information has been trained on how to use it in a safe way.
· Keeping our Data Protection Officer informed on how we use personal data so they can advise us on how to keep your information safe.
International transfers
We may share or provide access to data about you outside the UK for research related purposes to:
· understand bladder cancer and its treatment.
If this happens, we will only share the data that is needed. We will also make sure you can’t be identified from the data that is shared where possible.  This may not be possible under certain circumstances – for instance, if you have a rare gene, it may still be possible to identify you. If your data is shared outside the UK, it will be with the following sorts of organisations:
research institutions including universities, hospitals and commercial laboratories involved in research into cancer and its treatment, where this sharing has been approved by the sponsor 
We will make sure your data is protected. Anyone who accesses your data outside the UK must do what we tell them so that your data has a similar level of protection as it does under UK law. We will make sure your data is safe outside the UK by doing the following:
· (some of) the countries your data will be shared with have an adequacy decision in place. This means that we know their laws offer a similar level of protection to data protection laws in the UK
· We use specific contracts approved for use in the UK which give personal data the same level of protection it has in the UK. For further details visit the Information Commissioner’s Office (ICO) website: https://ico.org.uk/for-organisations/uk-gdpr-guidance-and-resources/international-transfers/
· We do not allow those who access your data outside the UK to use it for anything other than what our written contract with them says.
· We need other organisations to have appropriate security measures to protect your data which are consistent with the data security and confidentiality obligations we have. This includes having appropriate measures to protect your data against accidental loss and unauthorised access, use, changes or sharing.
· We have procedures in place to deal with any suspected personal data breach. We will tell you and applicable regulators when there has been a breach of your personal data when this is legally required. For further details about UK breach reporting rules visit the Information Commissioner's Office (ICO) website: https://ico.org.uk/for-organisations/report-a-breach
How will we use information about you after the study ends?
Once we have finished the study, 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 study.
We will keep your study data for a maximum of 25 years from the end of study. The study data will then be fully anonymised and securely archived or destroyed.
What are your choices about how your information is used?
· You can stop being part of the study at any time, without giving a reason, but we will keep information about you that we already have.
· If you choose to stop taking part in the study, we would like to continue collecting information about your health from central NHS records / your hospital / your GP. If you do not want this to happen, tell us and we will stop.
· You have the right to ask us to remove, change or delete data we hold about you for the purposes of the study. We might not always be able to do this if it means we cannot use your data to do the research. If so, we will tell you why we cannot do this.
· If you agree to take part in this study, you will have the option to take part in future research using your data saved from this study. 
Where can you find out more about how your information is used?
You can find out more about how we use your information, including the specific mechanism used by us when transferring your personal data out of the UK:
· The UK’s Health Research Agency leaflet: www.hra.nhs.uk/patientdataandresearch
· Our privacy notice on our website: https://www.icr.ac.uk/legal/privacy/research-privacy-notice 
· By sending an email to our Data Protection Officer: dataprotectionofficer@icr.ac.uk, 
· By asking one of the research team using the contact details on the front page.
· By ringing our Data Protection Officer on 020 3437 7327.
[bookmark: _Toc167103212][bookmark: _Toc167103279][bookmark: _Toc182919128][bookmark: _Toc1748974331]What if something goes wrong 
Every care will be taken during COBRA to make sure you receive appropriate care and treatment. If you are not happy with the care and treatment you receive, please speak to your doctor, who will try to resolve the problem. If you are still unhappy and wish to complain formally about the care and treatment received during COBRA, you may do so under the standard NHS complaints procedure, which is available to you at your doctor’s hospital. 
[Sites to update/delete next sections as applicable, depending on location]
[Sites in England] Concerns can also be raised by talking to your local Patient Advice and Liaison Service (PALS). You can contact the PALS team at [insert Trust name] on [insert relevant contact details]. 
[Sites in Scotland] Concerns can also be raised by talking to the Patient Advice and Support Service (PASS). You can contact PASS via the National Citizens Advice Bureau on 0808800 9060 or through your local Citizens Advice Bureau (www.cas.org.uk/patientadvice). 
[Sites in Wales] Concerns can also be raised by talking to the Patient Support and Advisory Service (PSAS). You can contact PSAS on 0300 0200 159 or emailing hdhb.patientsupportservices@wales.nhs.uk.
You will be closely monitored both during and after treatment and any side-effects will be treated as appropriate. If you suffer any side-effects or injury, please notify your doctor immediately so you can obtain appropriate medical attention. 
In the unlikely event that you are injured by taking part, compensation may be available.
If you are harmed due to the negligence of someone treating you, then you may have grounds for legal action, but you might have to pay for it. NHS Trusts are responsible for clinical negligence and other negligent harm to individuals that are under their care and covered under the NHS Indemnity Scheme. 
If you suffer adverse side-effects of the study treatment or harm caused by procedures you have undergone specifically for COBRA you may be able to claim compensation from The Institute of Cancer Research as sponsor of the study. In deciding the level of compensation to be awarded, consideration will be given to the likelihood of side-effects and any warnings that were given.
[bookmark: _Toc182919129]What if relevant information becomes available? 
Sometimes we get new information about the treatment being studied, which may affect your willingness to continue in COBRA. If this happens, your hospital team will tell you in a timely manner and discuss whether you should continue in COBRA. If you decide to continue in COBRA, you may be asked to sign an updated informed consent form. If you decide to stop taking part in COBRA, your hospital team will make arrangements for your future care. 
If COBRA is stopped for any other reason, we will tell you and your hospital team will arrange your continuing care.
[bookmark: _Toc167103215][bookmark: _Toc167103282][bookmark: _Toc941609288][bookmark: _Toc182919130]What will happen to the results of COBRA? 
Independent experts will review progress during the research, and the results will be published in a scientific journal as soon as they are ready. The results will help to decide how to treat people with bladder cancer in the future. The results from COBRA may also contribute to reviews of worldwide evidence about this type of cancer and its treatment. You will not be identified in any report or publication relating to this research. 
[bookmark: _Hlk169079938]We will write the results in plain English once they are available. Your hospital team will inform you that results are available and ask if you would like a copy. We will also put the plain English summary on the COBRA website.
[bookmark: _Toc1898789980][bookmark: _Toc182919131]Who has reviewed COBRA? 
To protect patients’ interests, all research in the NHS is looked at by an independent group of people, called a Research Ethics Committee. COBRA has been reviewed and given a positive opinion by the South Central – Hampshire B Research Ethics Committee.
COBRA has been reviewed and approved by The Medicines and Healthcare products Regulatory Agency (MHRA) which regulates medicines, medical devices and blood components for transfusion in the UK. 
COBRA has been reviewed and approved by the Health Research Authority (HRA) who are responsible for protecting the interests of patients and the public in health research.
COBRA has also been reviewed and approved by the Committee for Clinical Research. This is a joint committee between The Royal Marsden NHS Foundation Trust and the Institute of Cancer Research which oversees all clinical research sponsored by these organisations to make sure that it is high quality.
[bookmark: _Toc797014231]How have patients and the public been involved in setting up COBRA?
A group of people from across the UK with experience of treatment for bladder cancer have helped us to design COBRA. These people told us that it is important to find an alternative to BCG that can be used within the NHS and help improve care and quality of life for bladder cancer patients. People with experience of bladder cancer have also helped to develop this patient information sheet.
[bookmark: _Toc167103218][bookmark: _Toc167103285][bookmark: _Toc236419977][bookmark: _Toc182919132]What should I do now? 
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You will be given time to think about the study and make your decision whether you would like to take part or not. You may wish to discuss it with your family, friends or GP. If you to take part in COBRA, you will be asked to sign the consent form. Please keep this information sheet and a copy of your signed consent form. If, at any time, you have any questions about the research you should contact your hospital team using the contact details on the front page.
[bookmark: _Toc17797547][bookmark: _Toc182919133]Further information and resources
[bookmark: _Toc381644408]Who can I contact for further information about this research?
You can call your hospital team using the details on the front page if you:
· Have any questions about this research or your participation in it. 
· Feel that you are developing any side effects. 
· Believe you have been injured as a result of receiving study treatment 
Cancer support
Macmillan Cancer Support is a registered charity providing information, emotional support and publications about all aspects of cancer for cancer patients and their families. 
You can contact a Cancer Information Nurse Specialist on the Macmillan Support Line:
Freephone 0808 808 00 00 every day 8:00am to 8:00pm. 
The Macmillan Support Line also has an online chat service and other specialist teams who provide advice and information about welfare benefits, financial issues and everyday practical concerns. Find out more on their website: macmillan.org.uk/cancer-information-and-support/get-help
Action Bladder Cancer works to support bladder cancer patients, raise awareness, improve early diagnosis and outcomes, and support research into bladder cancer. Find out more on their website: actionbladdercanceruk.org
Fight Bladder Cancer is a charity that provides information and support to all who have been affected by bladder cancer. Find out more on their website: fightbladdercancer.co.uk
The CAN-EMPOWER Emotional needs digital support tool has been developed with people who have experience of cancer - patients, people who have had cancer in the past, friends, family and health professionals. 
The site shares:
experiences of the psychological and emotional challenges of living with cancer. 
coping tools and techniques that people have found helpful
Find out more on their website: can-empower.org.uk/welcome
Financial support
The NHS Healthcare Travel Costs Scheme provides support to people receiving certain benefits. The scheme will refund reasonable travel costs to attend hospital for NHS treatment or tests for qualifying patients. 
You can find out more about the scheme and whether you might qualify by calling the NHS Business Services Authority: 
0300 330 1343 Monday to Friday, 8am to 6pm and Saturday, 9am to 3pm.
Or you can find out more on their website: nhs.uk/nhs-services/help-with-health-costs/healthcare-travel-costs-scheme-htcs/
The Institute of Cancer Research and clinical trials
You can find out more about the work of the Clinical Trials and Statistics Unit at The Institute of Cancer Research (ICR-CTSU) on our website: www.icr.ac.uk/ctsu
You can learn more about clinical trials on the Cancer Research UK and Be Part of Research websites:
https://www.cancerresearchuk.org/about-cancer/find-a-clinical-trial 
https://bepartofresearch.nihr.ac.uk/
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Thank you for your time and interest in our research.
Study diagram
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Glossary
Induction course – Treatment given once a week for 6 weeks
BCG – Bacillus Calmette-Guérin: a treatment which is put into the bladder by catheter
Catheter – a flexible tube put into the bladder through the tube that carries urine out 
Gem-Doce – Gemcitabine-docetaxel: a treatment which is put into the bladder by catheter
Maintenance course – Treatment given regularly from 3 months up to 2 years
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Comparing treatments for people with early bladder cancer
INFORMED CONSENT FORM
Version 3.0: 09/10/2025

	Hospital name
	
	Doctor’s name
	

	Participant’s hospital number 
	
	Trial ID 
	



Please initial each box

	1.
	I confirm that I have read the COBRA Patient Information Sheet Version 3.0 dated 09/10/2025. I have had the opportunity to consider the information, ask questions and have had these answered satisfactorily.
	

	
	
	

	2.
	I understand my participation is voluntary and that I am free to stop taking part at any time without giving any reason, without my medical care or legal rights being affected.
	

	
	
	

	3.
	I agree to my full name, date of birth, home address, email address (if available), hospital number, GP details and NHS or Community Health Index (CHI) number being sent to The Clinical Trials and Statistics Unit at The Institute of Cancer Research (ICR-CTSU) when I join the study.
	

	
	
	

	4.
	I agree that the information held and maintained by the NHS and in national electronic health records may be used to help contact me or provide information about my health status.
	

	
	
	

	5.
	I understand that relevant sections of my medical notes and data collected during the study may be looked at by individuals from The Institute of Cancer Research, study researchers, regulatory authorities or the NHS Trust, where it is relevant to my taking part in this research. I give permission for these individuals to have access to my records.
	

	6.
	I agree to my General Practitioner being informed about my participation in the study.
	

	
	
	

	7.
	I agree to take part in the COBRA study.

	



OPTIONAL CONSENT 
	Please initial to show if you consent to the following optional items:
	YES
	NO

	Quality of life study
	
	

	8.
	I agree to complete quality of life questionnaires as part of my participation in the study. 
	
	

	

	Sample donation for future research

	9.
	I agree to the donation of samples from existing and future bladder surgeries. I understand that these samples will be used in future research that has been ethically approved. 
	
	

	

	Data sharing

	10.
	I understand that the information collected about me will be used to support other research in the future, and may be shared anonymously with other researchers, including researchers outside of the UK.
	
	





	
	
	
	
	

	Name of participant
	
	Signature
	
	Date

	
	
	
	
	

	Name of person taking consent
	
	Signature
	
	Date



1 copy for participant, 1 copy for research study file, and 1 copy for participant’s medical notes
COBRA Consent form: Version:3.0 09/10/2025    IRAS ID:1008661    REC Ref: 25/SC/0262     CCR:6195
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