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UNIVERSITY COLLEGE LONDON

PARTICIPANT INFORMATION SHEET 

Project title: Avoiding Late Diagnosis of Ovarian Cancer (ALDO)

You are being invited to take part in the ALDO project, a one year NHS pilot scheme offering surveillance for ovarian cancer using the ROCA Test. This service is available for women like you, who are at high risk of developing ovarian cancer, and who are unable to or have not yet decided to have their ovaries removed (risk-reducing surgery).
Before you make your decision, it is important for you to understand why this project is being done and what it will involve. Please take your time to read the following information carefully. You may want to talk to your family or friends before taking part.

Ask us if there is anything that is not clear or if you would like more information. Take time to decide whether you want to take part or not.

What is the purpose of the project?

Women who carry a mutation in the BRCA1 and or BRCA2 gene are at a high risk of developing ovarian cancer. The only way to prevent ovarian cancer is to have risk-reducing surgery (having your ovaries and fallopian tubes removed). However many women delay having surgery for a number of reasons such as wanting to complete their family, avoid early menopause and associated symptoms / problems or because they have other significant health problems which make surgery too risky.

For women who do delay having surgery, surveillance with a 4 monthly blood test could be a reassuring option until they are ready for surgery. Routine surveillance with the ROCA Test does not prevent ovarian cancer, but it does detect the cancer at an earlier stage than if no surveillance is done. 
The aim of this project is to test surveillance within the NHS and gather evidence to help the NHS decide whether this screening should be adopted as standard practice. 

Why have I been invited to take part?

You have been invited to take part because you carry a mutation in the BRCA1 or BRCA2 gene, and as far as we are aware, you have not yet decided to have surgery to remove your ovaries.
Do I have to take part?

It is up to you whether you want to take part in this project. Whatever your decision, the care you currently receive will remain the same. If you agree to this now, you can stop taking part at any time and you don’t have to give a reason.

If you decide to have risk-reducing surgery at any time during the project, you can continue with the surveillance until your surgery date. 

What will taking part involve?

If you decide to take part, you will have a blood test taken every 4 months. You will be sent a blood taking pack to take to your GP. Once the blood has been taken, you need to post it back to us for analysis in our laboratory. We will supply the pre-paid envelope for this purpose.

Your blood will be tested for CA-125, a protein which increases in cases of ovarian cancer. The result of the CA-125 is then analysed by the ROCA Test, which tells us how likely it is that you currently have an ovarian cancer. The ROCA Test calculates your risk, by looking at your age, your menopause status and previous CA-125 levels if you have any.
Your result will be classified as one of the following:

· Normal

· Mildly Elevated (your current risk of having ovarian cancer is between 1 in a 1000 and 1 in 501)

· Moderately Elevated (your current risk of having ovarian cancer is between 1 in 500 to 1 in 34)
· Significantly Elevated (your current risk of having ovarian cancer is greater than 1 in 33)
You will receive the results within 7 days of the sample reaching the laboratory. In most cases, an elevated result does not mean that you have ovarian cancer, but will mean that you need a repeat blood test and possibly some other investigations such as a scan of your ovaries (done using a small probe placed inside the vagina). If you do need a scan or other investigations you will need to attend one of the following hospitals, depending on where you live: UCLH (University College London Hospital), Barts Hospital London, St George’s Hospital London, St Mary’s Hospital Manchester, Liverpool Women’s Hospital, Princess Ann Hospital, Southampton or Birmingham City Hospital. We will tell you which hospital you will be seen at. 
Any results requiring scans and/or hospital appointments will be shared with you, your GP, and the local ALDO project gynaecologist with responsibility for your surveillance.

The surveillance will last for 1 year and after that you will need to discuss your options with your local genetics team or gynaecologist as appropriate.  

We will also ask you to complete 2 short questionnaires, one at the start of the project and one at the end. These questionnaires are to find out your views on surveillance.

During the 18 months after the surveillance has ended we may contact you, with a questionnaire and to tell you about other research projects which you may be interested in. We will only do this if you have provided consent for this.
What are the benefits?

This ROCA Test has been tested successfully in several clinical trials over the past 15 years involving over 200,000 women. 

In the UK Familial Ovarian Cancer Screening Study (UKFOCSS), screening was offered to women with a strong family history of ovarian or breast cancer, many of whom carried BRCA mutations. Women diagnosed with cancer as a result of screening had less advanced cancers compared to those who presented with symptoms after the end of screening. As a result, their surgery was less complex. Additionally the proportion of women who had all of their tumours removed was very high, which is important in terms of predicting a better outcome.

By taking part in this surveillance you will be monitored closely which you may find reassuring.

What are the limitations?

· The ROCA test will not prevent you from getting ovarian cancer, only risk-reducing surgery can do that.

· The ROCA Test may not detect all women with ovarian cancer. Therefore, it is very important to remain aware of the symptoms of ovarian cancer and speak with your doctor if you are concerned. You can find the symptoms listed at the end of this document.

· If your ROCA Test is elevated, then it will need to be repeated and in some circumstances, other tests (e.g. an ultrasound scan of your ovaries, or an MRI or CT scan) may be needed to help the doctor decide whether surgery is necessary.  

· An elevated ROCA Test result does not mean you definitely have ovarian cancer. Your ROCA score could be elevated due to other medical problems. Some women might have a naturally high level of CA-125 which causes a temporary elevated ROCA result until the algorithm learns what your normal level of CA-125 is. 

· Although there is evidence that more early stage ovarian cancers can be detected in women who undergo surveillance using the ROCA Test, many women will still be diagnosed after the cancer has spread, when prognosis may be poor.  

· Surveillance with the ROCA Test has not yet definitively been shown to save lives. The latest report published in the Lancet2 provides evidence which some have interpreted as encouraging but this will be clearer when there is longer follow up and a further publication, likely in 2019. 

· Ovarian cancer surveillance using the ROCA Test may create anxiety in some women if there are elevated results even when no cancer is present. In some women, these results will lead to surgery even when no cancer is present and occasionally the surgery will cause complications. All women undergoing surveillance should understand these risks. 

What are the risks?

In addition to the above limitations, you may experience some bruising from having blood samples taken. If your ROCA scores are moderately or significantly elevated, you will be required to attend a named hospital for a transvaginal ultrasound scan. Some women may find this procedure uncomfortable.

Who is organising and funding this project?

The project was conceived as part of the national Cancer Vanguard’s challenge to industry in 2017, to work with the NHS on projects to improve the early diagnosis of cancer. UCLH Cancer Collaborative is leading the project on behalf of its two partners in the former Cancer Vanguard – Greater Manchester Cancer Vanguard Innovation and RM Partners.  Abcodia is a private company dedicated to improving early cancer diagnosis. They own the rights to the ROCA Test and are funding this project. 

What will happen to my blood samples?

Your blood samples will be analysed in the laboratories used by UCLH (run by Health Services Laboratories (HSL)).  The blood samples will be labelled with your initials, date of birth and study ID number. Your blood sample will be stored for 3 months before being destroyed.

If you agree to your blood samples being used for future ethically approved research projects, including projects run by commercial companies worldwide, your samples, will be stored indefinitely. These samples will be stored anonymously (your initials, date of birth and study ID will be removed). 
What data will you collect and who will have access to my data?

We will store a limited amount of your personal data on a secure database held on the UCLH NHS system.  This will include the personal data that you submit to us on the enclosed form, your blood results over the course of the project and results of any further investigations you may need (such as scans).  If you decide to have surgery at any time during the project then we will request some details about your surgery from the hospital where you are treated. At the start of the project, we will also ask your genetics centre for a copy of your BRCA test result for our records.

In order to run the ROCA Test, we will need to transfer some anonymised data outside of the NHS to another secure database. This data will include your blood results, your age and your menopause status. We will not transfer any identifiable data such as your name or address. 

Only NHS staff working on this project will have access to these secure databases. Your GP and genetics team will be informed about your participation in this project and we will share any abnormal results with them, as well as a summary of your results at the end of the project.

UCLH will act as the Lead Data Controller for this project and if you consent to take part in this project, you will be asked to provide your consent to UCLH as the Lead Organisation.

Who is involved in managing my data and how will my information be kept confidential?

All data we collect on you will be stored in a secure database within the NHS. 

At the end of this document you can find a list of the organisations that are involved in this project and their roles in the management of your data.

What happens to my data at the end of the project?

At the end of the project, the data that has been collected will be anonymised and an evaluation will be carried out to assess whether the project has been successful. No personally identifiable data will be used in this evaluation or be shared outside the NHS.  It will not be possible to identify you or your data in the information used for the evaluation. 

An anonymised copy of the data collected as part of the project will be shared with Abcodia, to support future developments in ovarian cancer surveillance.  This will include the type of BRCA1 or BRCA2 mutation, ROCA test scores and CA-125 levels for each participant, and where additional investigations or surgery have been carried out it will also include information about these.  It will not include your personal details, such as your name or address. It will not be possible to identify you from this information.
We will keep all of your personal data in the secure database within the NHS for 10 years after the project.  This is in line with the standard practice for research studies.  If the clinical team would like to use this data for any purpose other than described here for this project, then they will make contact with you to ask for your permission for this.  They will not use your data without your permission.

What will happen to the results of this project?
The results of the evaluation will be shared with NICE and other NHS Clinical Commissioners so that they can assess whether this service is beneficial to NHS patients.  We hope also to publish the results of the evaluation so that a wider audience can benefit from the learning from this project.

Who has reviewed this project?
This project has been reviewed and approved by an independent NHS ethics committee and by the HRA (Health Research Authority).
Who has sponsored this project?

This project is being sponsored by University College London (reference number 17/0841).

What happens next?

If you agree to take part in this surveillance project, you will need to sign the consent form and send it back to us. If we do not hear back from you, then your recruiting site may send out a reminder letter. We will then send you a blood pack to take to your GP to have your first blood test taken. We will send you the result within 7 days of receiving the blood sample.
Who can I speak to about the project?

If you have any questions about the project, then you can speak to your genetics team or you can contact the Project Manager at uclh.aldo@nhs.net or via telephone on 07773572706.
You can also speak to your local hospital PALS service on [insert tel no] or for more independent advice you can speak to a nurse at Cancer Research UK (CRUK) on 0808 800 4040 or via a webpage https://www.cancerresearchuk.org/about-us/contact-us/talk-to-our-nurses?wssl=1.
If you decide to take part in the project, but later decide that you do not wish to continue to take part, then you can opt out by contacting the Project Manager, as detailed above.

If you wish to exercise your rights under Data Protection Laws please contact the Project Manager, as detailed above, who will direct you appropriately.

What if there is a problem?
If you have a concern about any aspect of this project, please contact the project team who will do their best to answer your questions [contact number]. If you remain unhappy and wish to complain formally, you can do this [insert local PALS number].  

What are the symptoms of ovarian cancer? 
The main symptoms to look out for include:

· feeling constantly bloated

· a swollen tummy

· discomfort in your tummy or pelvic area

· feeling full quickly when eating, or loss of appetite

· needing to pee more often or more urgently than normal

Other symptoms can include:

· persistent indigestion or nausea

· pain during sex

· a change in your bowel habits

· back pain
· vaginal bleeding – particularly bleeding after the menopause
· feeling tired all the time

· unintentional weight loss
Please see your GP if:

· you've been feeling bloated most days for the last three weeks

· you have other symptoms of ovarian cancer that won't go away 

Your GP can do some simple tests for ovarian cancer to see if you might have it.

If you've already seen your GP and your symptoms continue or get worse, go back to them and explain this.

Data Management
The following organisations will play a role in the management of your data as part of this project. Their role is detailed in this table:
	University College London (UCL)
	Lead Data Controller

	UCLH
	Data Processor

	Health Services Laboratories (HSL)
	Data Processor

	Your genetics or familial cancer service, including:

· North East Thames Regional Genetics service (Great Ormond Street Hospital NHS Foundation Trust)

· Manchester Centre for Genomic Medicine, Saint Mary’s Hospital (Manchester University NHS Foundation Trust) 

· Barts Health NHS Trust

· Guys and St Thomas’s NHS Foundation Trust

· Royal Marsden NHS Foundation Trust
	Data Controller


A Data Processing Agreement is in place between UCLH and Abcodia, and between UCLH and HSL to govern the appropriate management of your personal information.
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