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Information Sheet for Participants 
 

MIRRORS 
Minimally Invasive Robotic Surgery, Role in Optimal Debulking Ovarian Cancer, 

Recovery & Survival 
 

 

Name of PI:  Mr. Simon A. Butler-Manuel MD FRCS FRCOG  

 

The Academic Department of Gynaecological Oncology would like to invite you to participate in this 

research project into the role of minimally invasive robotic surgery in the treatment of ovarian 

cancer.  You should only participate if you want to; choosing not to take part will not disadvantage 

you in any way.  Before you decide whether you want to take part, it is important for you to 

understand why the research is being done and what your participation will involve.  Please take 

time to read the following information carefully and discuss it with others if you wish.  Ask me if 

there is anything that is not clear or if you would like more information.  

 

Background 
 

We are looking to see whether Robotic surgery has a role in the surgical treatment of ovarian 

cancer.  Current standard treatment for advanced ovarian cancer involves surgery and 

chemotherapy.  The aim of surgery is to assess how far the cancer has spread (staging) and to 

remove as much visible disease as possible as this is associated with improved survival.  Ovarian 

cancer surgery is usually performed through a vertical incision on the tummy (abdomen) from the 

just above the pubic bone to above the navel and sometimes up towards the bottom of the 

breastbone.  A larger incision is required if there are tumour deposits in the upper parts of the 

abdomen.   

 

Robotic surgery is a development of ‘key-hole’ laparoscopic surgery in which computer-aided 

mechanical assistance is used to support wristed instruments within the abdomen.  Surgery is 

performed by the surgeon who is seated close by at a 3-D console.  An assistant is by the patient’s 

bedside.  The surgery is not automated and is still entirely performed by the surgeon but with 

mechanical assistance.   
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Performing surgery through smaller cuts is less painful and has been found to enhance recovery 

with reduced length of stay in hospital, reduced blood loss, so avoiding blood transfusion, infections 

and blood clots in the legs or lungs.  Larger more complex operations generally carry greater risks of 

surgical complications, and such complications may delay or prevent women from re-starting their 

chemotherapy.  However, it is impossible to remove large cysts or masses through such keyhole 

incisions and so this form of surgery is not suitable for everyone with ovarian cancer.   

 

Since 2009, we have performed over 1300 gynaecological oncology robotic operations here at the 

Royal Surrey for various indications, and have by far the greatest experience in the UK.  Robotic 

surgery in our department has been found to be associated with a lower number of complications 

than standard laparoscopic keyhole surgery or open surgery, but has not been performed for many 

women with ovarian cancer.   

 

What is the purpose of the study?  
 

The role of robotic surgery in ovarian cancer treatment is uncertain but it has the potential to 

lessen the impact and reduce the adverse effects of surgery for some women.  Through MIRRORS 

we want to help establish if this is true and if so what may its role be in advanced ovarian cancer.  

This trial is the first step towards launching a British multicentre randomised control trial of Robotic 

interval debulking surgery for ovarian cancer in the future.    

 

Why have I been invited to take part? 
 

We are offering this study to women ≥18yrs with ovarian cancer who have undergone neo-adjuvant 

chemotherapy, have a pelvic mass ≤ 8cm and, following discussion in our multidisciplinary team 

meeting, are not expected to require open surgery for another reason such liver surgery. 

 

Do I have to take part? 
 

Participation is voluntary.  You do not have to take part. You should read this information sheet and 

if you have any questions you should ask the research team.  
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What will happen to me if I do take part? 
 

If you decide to take part, you will be given this information sheet to keep and will be asked to sign 

a consent form.  The study involves doing an initial laparoscopy at the beginning of your operation 

(inserting a small telescope through a small cut on the abdomen and 1 or 2 instruments) to assess 

the extent of disease and inform our decision regarding whether to proceed with maximal 

debulking surgery via robotic or open surgery.  The surgery will then proceed by one of these two 

routes.  If there is disease that cannot be removed robotically after starting by this route, but can 

be removed via an open incision the surgery will be converted to an open procedure if it is safe to 

do so.  If there are any complications, we may also need to convert to open surgery.  The aim of the 

surgery whether by robotic or open is to remove all visible disease safely.  The study will also 

involve some questionnaires relating to your recovery and quality of life.   

 

As part of the study we will collect data regarding surgical findings, operating parameters and 

recovery including patient questionnaires and an audio recorded interview looking at recovery 

time, complications, quality of life and experience of being in the study.  Your responses will be 

kept completely confidential.  The audio recorded interview will be used for analysis, you will not 

be personally identifiable from it.  Themes arising from the study interviews and anonymised 

extracts may be used in scientific publications or presentations on the research. 

 

We will also record the operating time and interval between surgery and starting chemotherapy.  

The questionnaires will be done before and after surgery.  The final questionnaire will be done at 

your 3-month review.  After this point you will not need to fill in any more questionnaires but we 

will record how you are doing and whether there is any sign of recurrence.  This is the same as we 

do for all of our patients to monitor our treatment and will not require you to do anything except 

attend your usual follow up appointments.   

 

MIRRORS Indocyanine Green (ICG) dye Study  
 

You do not have to be involved in this part of the study to be enrolled in the main MIRRORS study. 

 

Indocyanine green (ICG) is an intravenous fluorescent dye used in medical diagnostics.  In our 

Gynaecological oncology department, we currently use it to assess lymph nodes.  It is also given via 

a drip for angiography in ophthalmology to look for new blood vessel formation in the back of the 

eye in age-related macular degeneration.  Peritoneal inflammation (Peritoneum is the tissue that 

lines the abdominal cavity) and cancer also causes this abnormal formation of new blood vessels.   
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As part of this MIRRORS Study we are investigating the use of ICG fluorescence dye to look at the 

blood vessel pattern in the peritoneum.  We are looking to see what the blood vessel pattern is 

around tumour deposits.  Following injection of ICG, the peritoneal surfaces of the abdominal and 

pelvic cavity will be searched under normal white light in order to identify any tumour deposits.  

The abdominal cavity will then be examined under near infrared light which makes the dye 

fluoresce, looking for areas of abnormal vasculature and peritoneal metastases.  All visibly 

abnormal areas will be removed and sent to histopathology as is our standard surgical practice.  

The ICG will not be used to guide where biopsies are taken or tissue is removed only clinically 

abnormal tissue or lymph nodes will be removed regardless of the effect of the ICG on them.  We 

will observe and record whether or not any lesions that are removed fluoresced under near 

infrared light.  Women recruited for the MIRRORS study who are not allergic to iodine ICG dye and 

do not have severe kidney problems can be included.   

 

Tissue Samples 

 

Surgery for ovarian cancer involves surgically removing all visible tumour.  All tissue samples that 

are removed are sent to the Histology laboratory where they are used to assess the tumour’s 

spread and response to chemotherapy.  As part of our MIRRORS study we would like to use some of 

this tissue to compare the differences between tumours requiring open surgery and those who are 

able to have surgery robotically.  Tumour characteristics may relate to how aggressive the tumour is 

or how well it responds to chemotherapy.  One factor in particular we would like to explore is the 

immune environment of the tumour.  This is because there is evidence that tumours with increased 

numbers of infiltrating lymphocytes (lymphocytes are white blood cells in our body that fight 

infections and cancer) have a better prognosis.  Our findings will be correlated with the anonymised  

clinical information.  All tissue samples and blood samples will be processed according to standard 

operating procedures and Human Tissue Authority principles.   

 

What are the possible benefits of taking part?  
 

As part of this study you will be offered robotic minimally invasive surgery for your interval 

debulking procedure +/- the addition of the use of the ICG dye (if you choose to be involved in this 

part of the study).  This is not routinely available outside of this study.  Having surgery via a 

minimally invasive route may lead to quicker recovery.  On the other-hand it may not.  You will be 

contributing to ovarian cancer research with the aim to not only treat ovarian cancer but improve 

the quality of life of women living with ovarian cancer.   



 

 

MIRRORS IRAS Number 261933 Version 1.2 15/03/2020 

 

 P a g e  | 5 of 9 

 

What are the possible disadvantages and risks of taking part? 
 

Ovarian cancer surgery whether performed using the Da Vinci Robot or traditionally using an open 

incision is associated with risks.  We would like to establish whether robotic minimally invasive 

surgery is as good as open surgery and whether the survival, progression free survival and 

complication rates for patients with ovarian cancer undergoing this form of surgery are the same, 

worse or better.   

 

Both open and robotic surgery carry risks of surgical complications and each approach requires a 

general anaesthetic.  As part of your consent process in clinic your surgeon will explain the most 

common and also most serious risks associated with your operation following review of your scans 

and discussion in our multidisciplinary team meeting.  Complications of this type of surgery include 

the risk of infections in the urine, wound or chest, injury to other organs such as the bowel, bladder 

or ureters.  Breathing, heart and other cardiovascular problems can occur, either related directly or 

indirectly to surgery (due to an underlying medical conditions being exacerbated by the stress of 

surgery).  This would include heart attacks, stroke and heart rhythm problems (eg. palpitations) and 

clots in the legs or lungs.  Due to the nature of advanced ovarian cancer, bowel surgery can be 

necessary either to remove tumour deposits or due to extensive adhesions (bowel stuck together).  

Separation of bowel that is stuck together can result in injury requiring repair.  Occasionally the 

formation of a stoma (an opening on the abdomen connected to one end of the small or large 

bowel over which a bag is worn on the abdomen) is needed.  This stoma may be temporary or 

permanent.  Severe anaesthetic complications including allergic reactions can result in a longer 

hospital stay, as can complications such as wound breakdown and hernias.  It is possible for injuries 

to present late or go unnoticed at the time of surgery possibly because the injury is very small or 

has occurred outside the surgical field of view.  Very rarely complications occur that require 

another operation for example if bleeding or infection in the abdomen develops.   

 

What are the potential adverse reactions associated with ICG dye? 
 

There is a very small risk of severe allergic reaction.  This affects fewer than 1 in every 10,000 

patients.  Such reactions would most likely occur while being closely monitored in hospital.   
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How is the project being funded? 

 
This study is being funded by The GRACE Charity.  The study is sponsored by Royal Surrey NHS 

Foundation Trust.  This study has been given a favourable ethical opinion by the London - Riverside 

Research Ethics Committee.  The study is being run by Miss Christina Uwins, a researcher from the 

Academic Department of Gynaecological Oncology at Royal Surrey NHS Foundation Trust.  If you 

have any queries about the study, please contact the study team (see contact details at the end of 

this sheet). 

 

What if something goes wrong? 
 

If you wish to make a complaint about the conduct of the study, or have any concern about any 

aspect of the way you have been treated during the course of this study, please contact: 

Patient Advice and Liaison Service (PALS)  
Telephone number: 01483 402757.  
Opening hours: 09.00 – 1500 Monday to Friday except bank holidays.   
e-mail on: rsc-tr.pals@nhs.net 
PALS service Royal Surrey NHS Foundation Trust, Egerton Road, Guildford GU2 7XX 

 

How is my data handled?  
 

Royal Surrey County Hospital NHS Foundation Trust (RSCH), as the sponsor, will be the Data 

Controller responsible for this study.  This means that RSCH has a legal obligation to comply will all 

appropriate Data Protection Legislation in respect with how your personal data is processed for the 

purpose that you consent and intend it to be used.  Personal data means any information relating 

to you that has the means to identify you directly or indirectly, for example, name, contact details, 

hospital/NHS Number.  Together with Special Categories Personal Data for the purpose of this 

research study this would be data concerning your physical health condition.  We have to ensure 

that your personal data is processed fairly and lawfully and will only be used for the purpose in 

which it is intended  to conduct and analyse for the research study.  

 

All data related to this research study including administration data (e.g., the consent form) will be 

held in accordance with current legislation under the Records Management Code of Practice for 

Health and Social Care 2016.   
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Your rights to access, change or move your information are limited, as we need to manage your 

information in specific ways in order for the research to be reliable and accurate.  If you decide to 

withdraw your data from the study, we may not be able to do so.  We will keep the information 

about you that we have already obtained.  To safeguard your rights, we will use the minimum 

personally-identifiable information possible. 

 

You can find out more about how we use your information 

https://www.royalsurrey.nhs.uk/about/privacy-notice/  

If you would like to know more about how we use your information or if, for any reason, you do not 

wish to have your information used in any of the ways described in this leaflet, then please speak to 

your health care professional. 

 

You can also contact: 

Head of Information Governance, Royal Surrey NHS Foundation Trust, Egerton Road, Guildford, 

GU2 7XX 

Tel: 01483 571 122 

Email: rsc-tr.InformationGovernance@nhs.net 

 

What will happen to the results of the study? 
 

We will produce a final report summarising the main findings.  We also plan to disseminate the 

research findings through publication and conferences.  Anonymised/Pseudonymised data will be 

deposited or submitted to an open source online research data repository at the end of the study.  

This data may be used for future research.  Anonymised data is data from which the identity of an 

individual cannot be determined.  This means the removal of all personal identifiers and any other 

detail or combination of detail that might potentially identify an individual.  Psuedonymised means 

the processing of data in such a manner that the personal data can no longer be attributed to a 

specific person, without the use of additional information.  The additional information is kept 

separately and is subject to technical and organisational measures to ensure that the personal data 

is not attributed to an identified or identifiable natural person. 

 

  

https://www.royalsurrey.nhs.uk/about/privacy-notice/
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Will my data be used for future research? 
 

When you agree to take part in a research study, the information we collect may be provided to 

researchers running other research studies in this organisation and in other organisations.  These 

organisations may be universities, NHS organisations or companies involved in research in this 

country or abroad. Your information will only be used by organisations and researchers to conduct 

research and processed on the basis of public interest.  This information will not identify you and 

will not be combined with other information in a way that could identify you. The information will 

only be used for the purpose of research, and cannot be used to contact you or to affect you. It will 

not be used to make decisions about future services available to you, such as insurance. 

 

What if I want to complain about the way data is handled? 
 

If you wish to raise a complaint on how we have handled your personal data, you can contact Royal 

Surrey NHS Foundation Trust Data Protection Officer, Ruth Drewett, who will investigate the 

matter.  If you are not satisfied with our response or believe we are processing your personal data 

in a way that is not lawful you can complain to the Patient Advice and Liaison Service (PALS). 

 

We welcome and value your feedback on our services as we recognise that this helps us to identify 

aspects of our service where we can improve. 

 

For full details on our complaints procedure please see link below.  Alternatively, you can contact 

our complaints team by emailing your complaint to rsc-tr.Complaints@nhs.net or writing to the 

Chief Executive, Royal Surrey NHS Foundation Trust, Egerton Road, Guildford, Surrey, GU2 7XX.  

 

https://www.royalsurrey.nhs.uk/patients/compliments-complaints/  

 

Limits to confidentiality 
 

Confidentiality will be respected unless there are compelling and legitimate reasons for this to be 

overridden e.g. in the public interest.  If this was the case, we would normally inform you first of 

any decisions that might limit confidentiality. 

 

mailto:rsc-tr.Complaints@nhs.net
https://www.royalsurrey.nhs.uk/patients/compliments-complaints/
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What if I have a question? 
 

The study team will be very pleased to answer any questions:  

 

Miss Christina Uwins MBChB BSc Med Sci (Hons) MRCS MRCOG  

Senior Clinical Research Fellow in Robotic Gynaecological Oncology  

Email:  Christina.Uwins@nhs.net 

Telephone: 01483 571122  Ext 4115 

 

 

 

 
info@grace-charity.org.uk 
https://www.grace-charity.org.uk/ 

 
 
 
Thank you for taking the time to read this information sheet 

mailto:Christina.Uwins@nhs.net
mailto:info@grace-charity.org.uk
https://www.grace-charity.org.uk/

