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Participant Information Sheet/Consent Form
Interventional Study - Adult providing own consent
	Title
	Sentinel lymph node mapping in early stage endometrial cancer using indocyanine green and near infra-red fluorescence imaging during minimally invasive surgery – validation of technique in Queensland centres

	Short Title
	Sentinel lymph node mapping in early stage endometrial cancer

	Principal Investigator
	Dr Nisha Jagasia 07 3163 8111

	Associate Investigator(s)
	Assoc. Professor Lewis Perrin, Dr Naven Chetty

	Location 
	Mater Hospital South Brisbane


Part 1
What does my participation involve?

1
Introduction
You are being invited to take part in this study on detecting spread of cancer cells to the lymph glands in women with cancer of the uterus / womb (endometrial cancer), using a technique called Sentinel Lymph Node Mapping. This is because you have been diagnosed with endometrial cancer and your surgeon has identified that you will be undergoing surgery for this.

This study is being conducted by the Department of Gynaecological Oncology, Mater Health Services in Brisbane (Dr Nisha Jagasia, Assoc. Prof Lewis Perrin, Dr Naven Chetty) but will also look at gathering information from all Gynaecological Oncology Centres in Queensland for endometrial cancer patients undergoing sentinel lymph node mapping.

This Participant Information Sheet/Consent Form tells you about the research project. It explains the tests and treatments involved. Knowing what is involved will help you decide if you want to take part in the research.

Please read this information carefully. Ask questions about anything that you don’t understand or want to know more about. Before deciding whether to take part, you might want to talk about it with a relative, friend or your local doctor.

Participation in this research is voluntary. If you do not wish to take part, you don’t have to. You will receive the best possible care whether you take part or not.
If you decide you want to take part in the research project, you will be asked to sign the consent section. By signing it you are telling us that you:

• Understand what you have read;

• Consent to take part in the research project;

• Consent to have the tests and treatments that are described; and

• Consent to the use of your personal and health information as described.

You will be given a copy of this Participant Information and Consent Form to keep.

2 
What is the purpose of this research?
The aim of this study is to gather data on a technique used to detect the spread of cancer cells to the lymph glands in the pelvis and abdomen of women affected by endometrial cancer.  The technique, called Sentinel Lymph Node Mapping, has now become part of standard practice at Mater Hospital Gynaecological Oncology Unit for detecting spread of cancer (staging) in all endometrial cancer patients.  

Endometrial cancer spreads through blood and lymphatic system. The lymphatic system is made of thin vessels that take fluid from the tissues to the lymph glands.  The lymph glands of the pelvis are one of the first sites to be involved with endometrial cancer spread. These lymph glands are located along the major blood vessels and nerves in the pelvis and abdomen. Removal of pelvic lymph glands and examination by the pathologists helps in planning additional treatment after surgery for endometrial cancer.  Identifying women who have lymphatic gland spread of their cancer is important because additional treatment of these women with chemotherapy and radiation after surgery reduces their risks of the cancer returning.   

The surgery to remove all lymph glands in the pelvis and abdomen is associated with certain risks including lymphocysts (collection of lymph fluid that may need drainage), blood clots and varying degrees of swelling of the legs due to build-up of lymph fluid (lymphoedema) in up to a third of women who have the procedure.  There is also the risk of injury to blood vessels and nerves during the surgery.  Sentinel Lymph Node Mapping involves the detection and removal of only the first draining lymph gland from the uterus to each side of the pelvis or abdomen (called the sentinel lymph node) using a special dye and camera during your surgery.  This sentinel lymph node is the most likely to be affected by cancer if the cancer cells have started to spread outside the uterus.  The selective removal of this lymph node replaces the need to remove all the lymph glands from each side of the pelvis.  Removal of only the sentinel lymph node minimises risks of surgery and post-operative complications such as lymphoedema compared to removing all pelvic lymph glands, while still giving us accurate information about whether the cancer has spread to the lymphatics.  We have introduced this technique into our standard practice as we feel it represents the best way we have at present of providing information on the lymphatic spread of your cancer without increasing the risks of your surgery. 

Prior to the introduction of the sentinel lymph node mapping technique, we assessed the features of the cancer in the uterus (how abnormal the cells appear under the microscope and how deeply the cancer cells invade the muscle wall of the uterus) to determine which women belonged to low, intermediate or high risk groups for lymph gland spread.  In women at low risk, lymph glands in the pelvis were not removed because of the very low risk of cancer spread.  Women in the intermediate and some in the high-risk group benefited from removal of lymph glands to determine if further treatment with radiation and chemotherapy was required.  The assessment to decide if lymph nodes needed to be removed was based on the sample from the uterus that diagnosed the cancer and an assessment of the uterus conducted by a pathologist during surgery after the uterus is removed from the body (Frozen Section).  

A proportion of women in the low risk group (up to 1 in 10) may benefit from removal of pelvic lymph glands because the assessments made before or during surgery (with frozen section) are not 100% accurate and because even some women in the low risk group will have a cancer that has spread to the lymph glands.  Also, women in the intermediate and high risk groups who have all their lymph glands removed and then need to have radiation to the pelvis after surgery, have a much higher risk of lymphoedema than women who have radiation without prior removal of pelvic lymph glands.  By removing only, the sentinel lymph node in all endometrial cancer patients, we avoid both problems of missing some low risk patients who may have cancer in lymph nodes and exposing others to the risks of full lymph gland removal and radiation.

In recent years, several studies have reported promising results on the role of sentinel lymph node mapping and biopsy in treatment of endometrial cancer. The studies from the United States and Europe have reported success rates of 85% in identification of sentinel lymph nodes.  We are utilizing a method of finding these sentinel lymph nodes that is based on extensive research done internationally.  Recording information from participants on this study will further enhance our knowledge on the best technique for finding and removing the sentinel lymph node.  As part of this study we want to gather data on how well we can detect these sentinel lymph nodes, where we find them and how often the information obtained from removal and testing of these sentinel lymph nodes influences decisions on additional treatment required after surgery.

This study has been initiated by the Department of Gynaecological Oncology at Mater Hospital and will involve approximately 350 women with endometrial cancer undergoing surgery at Mater Hospital.  We will then look to extend our data collection to other centers in Queensland that offer sentinel lymph node mapping as part of staging for endometrial cancer and will continue to collect information on patients who undergo this procedure to build a state-wide database that can be used to answer important research questions about sentinel lymph node mapping and endometrial cancer in general.
3
What does participation in this research involve?

This study is requesting the collection of your information because you are undergoing surgery for endometrial cancer that includes Sentinel Lymph Node Mapping.  As part of the study, information about your tumour, surgery, the location of detected lymph nodes, pathology results, additional treatment required and follow-up will be collected on study forms.  This information will be entered in the study database.  

Women who take part in this study will undergo mapping of sentinel lymph nodes during their surgery for endometrial cancer.  The Sentinel Lymph Node Mapping procedure is conducted according to a standardized protocol:

1. After General Anaesthesia, a fluorescent dye called indocyanine green is injected into the cervix (the vaginal opening of the uterus) using a study specified concentration, volume and injection technique.  The dye moves into the lymph vessels and identifies the sentinel node by lighting up when a special filter is applied to the camera used for key-hole surgery.  The dye does not leave any residual staining of tissues and is filtered out of the body by the liver and kidneys in a matter of hours.

2. During surgery, the special camera system with a filter is used to allow the fluorescent lymphatic channels and lymph nodes to be seen.  We will look for the first draining lymph node(s) i.e. the sentinel lymph node, as the first one that lights up, on each side of the pelvis.  Once seen, a small amount of dissection is conducted on each side to remove this node(s).

3. After the surgery, the pathologist examines the lymph nodes to look for evidence of cancer spread, again using a study specified protocol for testing and reporting.
4. Recommendations for any additional treatment required for your cancer will be made after all the pathology results (including the results of the sentinel lymph nodes) are reviewed at the Mater Hospital Multi-Disciplinary Tumour Board Meeting, as per standard practise.

5. You will be asked to come for regular check-ups as are all the women who have surgery for endometrial cancer.  Information for the study will be collected at some of these routine surveillance visits (specifically at 3, 6, 12, 24 and 36 months).
Sentinel lymph nodes may be one or more in number. Usually they are found in the pelvis but in up to 1 in 20 to 1 in 10 women, they may be identified along the aorta or the large blood vessel in abdomen.  These are removed if identified.

Sentinel lymph nodes are not identified in 1 out of 8 -10 operations.  If we are not able to find a sentinel lymph node on one or both sides, then your uterus will be sent to the pathologist for Frozen Section (immediate assessment of how abnormal the cells appear under the microscope and how deeply the cancer cells invade the muscle wall of the uterus).  If according to your Frozen Section you are deemed to be at intermediate or high risk of lymph node spread then you will have all the lymph glands removed from the side of the pelvis in which we did not find a sentinel lymph node.  If, however you are low risk on frozen section then you will not have any further lymph nodes removed as per our current standard treatment.

There are no additional costs associated with participating in this research project, nor will you be paid. 

It is desirable that your local doctor be advised of your decision to participate in this research project. If you have a local doctor, we strongly recommend that you inform them of your participation in this research project.

4
What do I have to do?

If you elect to participate in this study you will undergo surgery for your endometrial cancer which includes Sentinel Lymph Node Mapping as described above.  There will be no additional time commitment or responsibility for you other than attending your routine follow-up visits during which some additional study form will be completed by your surgeon.  There will be no additional restrictions on your lifestyle or additional treatments because of participation in this study as Sentinel Lymph Node Mapping is a routine part of the staging performed for all appropriate endometrial cancer patients at Mater Hospital.
5
Other relevant information about the research project
Approximately 350 women will be recruited to participate in this study including those endometrial cancer patients having surgery at Mater Adults Hospital Dept. of Gynaecological Oncology and the Mater Private Hospital (through the private practices of Dr Nisha Jagasia, Dr Lewis Perrin and Dr Naven Chetty).  
All patients will be undergoing hysterectomy and removal of fallopian tubes and ovaries and staging of their endometrial cancer which includes Sentinel Lymph Node Mapping, either with laparoscopy or robotic surgery.  There is no comparison or control group and all patients will receive the same treatment.

Eventually we will look to gain approval from other centres in Queensland performing Sentinel Lymph Node Mapping to build a state-wide database for all patients with endometrial cancer undergoing sentinel lymph node mapping and biopsy for staging.
6
Do I have to take part in this research project?

Participation in any research project is voluntary. If you do not wish to take part, you do not have to. If you decide to take part and later change your mind, you are free to withdraw from the project at any stage.  If you do decide to take part, you will be given this Participant Information and Consent Form to sign and you will be given a copy to keep.
Your decision whether to take part or not to take part, or to take part and then withdraw, will not affect your routine treatment, your relationship with those treating you or your relationship with Mater Hospital.
7
What are the alternatives to participation? 
You may choose not to participate in this study.  In this case, your information will not be collected as part of the study, nor will it be used as part of any research that is published or presented because of this study.  The standard surgical treatment for endometrial cancer at our institution includes hysterectomy, removal of fallopian tubes and ovaries as well as sentinel lymph node mapping and biopsy.  Your surgeon will discuss this surgery with you as part of your surgical consent.  

In some circumstances, it may not be appropriate to perform any form of lymph node removal in certain patients and your surgeon will have discussed this with you prior to surgery, if applicable.  If you have any reasons whereby you do not want to have lymph nodes removed (sentinel lymph node mapping or full lymph node dissection) as part of your surgery, you need to discuss these with your surgeon prior to your operation.

Participation in this study does not increase the risk of you requiring a full lymph node dissection.  Women who require removal of all lymph nodes from one or both sides of the pelvis will only be those in whom we have failed to find a sentinel lymph node and they have risk factors on frozen section that necessitate lymph node removal.  
Participation in this study will not increase your risk of needing additional treatments like chemotherapy or radiation because the recommendation to give these treatments is made after careful discussion of your results, including the sentinel lymph node biopsy.

8
What are the possible benefits of taking part?
There may or may not be a direct medical benefit to you for taking part in the study. If you undergo sentinel node biopsy that identifies cancer cells in the lymph nodes, you will receive additional treatment as per standard practice without having undergone removal of all pelvic lymph nodes. This may mean that you received the same benefit without having been exposed to the additional risk of the full pelvic node surgery.

We hope that the information gained from this study will help patients with endometrial cancer in the future.
9
What are the possible risks and disadvantages of taking part?

The indocyanine green dye is very safe, rarely causing a mild allergic reaction such as redness or itching.  The injection of dye takes place while you are under anaesthesia and hence causes you no discomfort.  

For women who are low risk for lymphatic spread based on assessment of their uterus, undergoing sentinel lymph node mapping does involve some additional dissection to retrieve the sentinel lymph node.  However, we believe that the amount of dissection required to biopsy the sentinel lymph node is minimal compared to a systematic removal of all pelvic lymph nodes and hence the risk of causing complication such as damage to blood vessels or nerves is much smaller.  The value of information gained from sentinel lymph node biopsy (particularly if the lymph node is positive for cancer spread) seem to outweigh the risks of sentinel lymph node biopsy in low risk women.

10
What will happen to my test samples?

The collection of tissue samples is a mandatory component of the treatment of your endometrial cancer.  These will be treated and stored according to standard laboratory practises.  
The following applies to tissue samples collected from your surgery:

• The specific purpose for which the tissue is being taken, stored and used is for routine care.

• The tissue samples will be individually identifiable.

• The research project does not involve the storage of tissue for future research.

• The consent for the use of tissue (particularly that of the sentinel lymph node specimens) is specific and for this research only.

• The research project does not involve the establishment of a tissue bank.

• There is no contemplated future use of samples for commercial uses.

11
What if new information arises during this research project?

Sometimes during a research project, new information becomes available about the treatment that is being studied. If this happens, your study doctor will tell you about it and discuss with you whether you want to continue in the research project. If you decide to withdraw, your study doctor will make arrangements for your regular health care to continue. If you decide to continue in the research project you will be asked to sign an updated consent form.

Also, on receiving new information, your study doctor might consider it to be in your best interests to withdraw you from the research project. If this happens, he/ she will explain the reasons and arrange for your regular health care to continue.

12
Can I have other treatments during this research project?

Participation in this study will not affect your use of any regular medications.  Prior to your surgery, your surgeon will go through all your regular medications and advise you if any need to be modified or ceased leading up to your operation.  Participation in this study will not affect these instructions.
13
What if I withdraw from this research project?

If you decide to withdraw from the project, please notify a member of the research team before you withdraw. 

If you do withdraw your consent during the research project, the study doctor and relevant study staff will not collect additional personal information from you, although personal information already collected will be retained to ensure that the results of the research project can be measured properly and to comply with law. You should be aware that data collected  up to the time you withdraw, will form part of the research project results.  
If you are withdrawn from the study due to findings during your surgery that preclude you from having sentinel lymph node mapping as part of your staging procedure, your surgeon will notify you of this.  Your ongoing treatment will proceed irrespective of your withdrawl from this study and will be guided by recommendation from the Mater Gynaecological Oncology Multidisciplinary Tumour Board as is standard practise.
14
Could this research project be stopped unexpectedly?

Based on previous reported studies looking at sentinel nodes it is unlikely that this study would be stopped unexpectedly.

15
What happens when the research project ends?

Initially we plan to include 350 patients from the Mater Hospital in the study and depending on how long this takes, it may take 2 to 3 years before any results from this study are available.  We will conduct analysis of our data after the first 100 patients to look at our sentinel lymph node detection rate, rates of positive lymph nodes and their impact on decisions regarding additional treatment after surgery as well as any complication that have resulted from the sentinel lymph node mapping procedure.  If there are any findings that we believe will impact how we treat patients, study participant will be notified by a letter from the research team.  Completion of follow-up for recruited patients may take up to 5 years and final analysis of the results may not occur till all patients have completed follow-up.  If results from this study are published in medical journals, they are made available to the public.  You should ask your study doctor about this.

After your participation in the study has concluded, you will continue the standard follow-up protocol for endometrial cancer surveillance. 

Part 2
How is the research project being conducted?

16
What will happen to information about me?
By signing the consent form you consent to the study doctor and relevant research staff collecting and using personal information about you for the research project. Any information obtained in connection with this research project that can identify you will remain confidential. 
All study forms will identify you only by study number and date of birth and keep your name and other personal details confidential.  Only the principal investigator and associate investigators will have access to the list of participants and their allocated study number.  All study forms will be kept by the principal investigator in a locked cabinet and all electronic files including the data collection files will be stored on a password protected computer in the Gynaecological Oncology Office at Mater Hospital.  All data will be stored securely for 15  years after the completion of the study and then destroyed in a manner approved by the Mater Hospital.  An ongoing database may be established and kept running to continue to log information regarding sentinel lymph node mapping results in endometrial cancer patients across various Queensland centres.  With your consent,  information about you, collected as part of this study, may continue to exist in a de-identified manner on this database and by signing this consent you are giving permission for us to keep this de-identified data on our computer database for use in future research and audits.
Your information will only be disclosed with your permission, except as required by law.  

Information about you may be obtained from your health records held at this and other health services for the purpose of this research. By signing the consent form you agree to the study team accessing health records if they are relevant to your participation in this research project.

Your health records and any information obtained during the research project are subject to inspection (for the purpose of verifying the procedures and the data) by the relevant authorities and authorised representatives of the MMH  Human Research Ethics Committee (HREC) or as required by law. By signing the Consent Form, you authorise release of, or access to, this confidential information to the relevant study personnel and regulatory authorities as noted above. 

It is anticipated that the results of this research project will be published and/or presented in a variety of forums. In any publication and/or presentation, information will be provided in such a way that you cannot be identified, except with your permission. 
You have the right to request access to your information collected and stored by the research team. You also have the right to request that any information with which you disagree be corrected. Please contact the study team member named at the end of this document if you would like to access your information.

17
Complaints and compensation
If you suffer any injuries or complications as a result of this research project, you should contact the study team as soon as possible and you will be assisted with arranging appropriate medical treatment. If you are eligible for Medicare, you can receive any medical treatment required to treat the injury or complication, free of charge, as a public patient in any Australian public hospital.
You can contact the principal study doctor, Dr Nisha Jagasia on telephone (07) 31638111.

To voice any complaints or issues related to your participation in this research study you can contact the Mater Hospital Patient Representative on telephone (07) 3163 8303.

18
Who is organising and funding the research?
This study is being conducted and funded by the Department of Gynaecological Oncology at the Mater Hospital.    No member of the research team will receive a personal financial benefit from your involvement in this research project (other than their ordinary wages).

19
Who has reviewed the research project?

All research in Australia involving humans is reviewed by an independent group of people called a MMH HREC .  The ethical aspects of this research project have been approved by the Human Research Ethics Committee of the Mater Hospital.

This project will be carried out according to the National Statement on Ethical Conduct in Human Research (2007). This statement has been developed to protect the interests of people who agree to participate in human research studies.

20
Further information and who to contact
The person you may need to contact will depend on the nature of your query. 

If you want any further information concerning this project or if you have any medical problems which may be related to your involvement in the project (for example, any side effects) you can contact the principal study investigator, Dr Nisha Jagasia on telephone (07) 31638111.
If you have any concerns or complaints about any aspect of the project or any questions about your rights as a research participant, then you may contact the Mater Hospital Patient Representative on telephone (07) 3163 8303

This study has been reviewed and approved by the Mater Health Services Human Research Ethics Committee (EC00332).  Should you wish to discuss the study in relation to your rights as a participant, or should you wish to make an independent complaint, you may contact the Coordinator or Chairperson, Human Research Ethics Committee, Mater Health Services Level 2 Aubigny Place, Raymond Terrace South Brisbane 4101 or telephone (07) 3163 1585 email: research.ethics@mmri.mater.org.au
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	Title
	Sentinel lymph node mapping in early stage endometrial cancer using indocyanine green and near infra-red fluorescence imaging during minimally invasive surgery – validation of technique in Queensland centres

	Short Title
	Sentinel lymph node mapping in early stage endometrial cancer

	Principal Investigator
	Dr Nisha Jagasia 07 3163 8111

	Associate Investigator(s)
	Assoc. Professor Lewis Perrin, Dr Naven Chetty

	Location 
	Mater Hospital South Brisbane


Declaration by Participant

I have read the Participant Information Sheet or someone has read it to me in a language that I understand.

I understand the purposes, procedures and risks of the research described in the project.

I give permission for my doctors, other health professionals, hospitals or laboratories outside this hospital to release information to Mater Hospital concerning my disease and treatment for the purposes of this project. I understand that such information will remain confidential. 

I understand that, if I decide to discontinue the study treatment, a member of the research team may request my permission to obtain access to my medical records for collection of follow-up information for the purposes of research and analysis.

I have had an opportunity to ask questions and I am satisfied with the answers I have received.

I freely agree to participate in this research project as described and understand that I am free to withdraw at any time during the study without affecting my future health care. 

I understand that I will be given a signed copy of this document to keep.
	

	
	Name of Participant (please print)
	
	
	
	

	

	
	Signature
	
	 Date
	
	

	


	

	
	Name of Witness* to Participant’s Signature (please print)
	
	

	

	
	Signature
	
	 Date
	
	

	


* Witness is not to be the investigator, a member of the study team or their delegate.  In the event that an interpreter is used, the interpreter may not act as a witness to the consent process.  Witness must be 18 years or older.
Declaration by Study Doctor/Senior Researcher†

I have given a verbal explanation of the research project, its procedures and risks and I believe that the participant has understood that explanation.

	

	
	Name of Study Doctor/

Senior Researcher† (please print)
	
	

	
	

	
	Signature
	
	 Date
	
	

	


† A senior member of the research team must provide the explanation of, and information concerning, the research project. 

Form for Withdrawal of Participation                   [image: image3.jpg]AR
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	Title
	Sentinel lymph node mapping in early stage endometrial cancer using indocyanine green and near infra-red fluorescence imaging during minimally invasive surgery – validation of technique in Queensland centres

	Short Title
	Sentinel lymph node mapping in early stage endometrial cancer

	Principal Investigator
	Dr Nisha Jagasia 07 3163 8111

	Associate Investigator(s)
	Assoc. Professor Lewis Perrin, Dr Naven Chetty

	Location 
	Mater Hospital South Brisbane


Declaration by Participant

I wish to withdraw from participation in the above research project and understand that such withdrawal will not affect my routine treatment, my relationship with those treating me or my relationship with Mater Hospital.
	

	
	Name of Participant (please print)
	
	
	
	

	

	
	Signature
	
	 Date
	
	

	


In the event that the participant’s decision to withdraw is communicated verbally, the Study Doctor/Senior Researcher will need to provide a description of the circumstances below.
	


Declaration by Study Doctor/Senior Researcher†

I have given a verbal explanation of the implications of withdrawal from the research project and I believe that the participant has understood that explanation.
	

	
	Name of Study Doctor/

Senior Researcher† (please print)
	
	

	
	

	
	Signature
	
	 Date
	
	

	


† A senior member of the research team must provide the explanation of and information concerning withdrawal from the research project. 

Note: All parties signing the consent section must date their own signature.
Participant Information Sheet/Consent Form Version 2 (based on NHMRC PICF Version May 2012) 
                    DATE: 18/02/2018
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