[bookmark: _GoBack]
The 10Ten Study: 
Quality of Life after Surgery for Recurrent Rectal Cancer. 
Study Protocol (WHO Template)


Version 3 (17 May, 2016)


Main Study Centre:
Department of Surgery
University of Otago, Christchurch
2 Riccarton Ave
Christchurch 8011
New Zealand



Table of Contents
Table of Tables	4
Table of Figures	4
Project summary	5
General information	6
Title	6
Sponsor/Funder	6
Principle Investigators (each centre)	6
Rationale & background information	7
Introduction	7
Previous quality of life studies with recurrent rectal cancer	8
Instruments for assessment of quality of life	10
Quality adjusted life years	10
Study goals and objectives	11
Primary objective	11
Secondary objectives	11
Study Design	11
Definitions	11
Participants	11
Inclusion/Exclusion criteria	11
Expected duration of study	12
Methodology	13
Interventions	13
Outcomes	15
Safety Considerations	20
Data Management and Statistical Analysis	20
Quality Assurance	20
Expected Outcomes of the Study	20
Dissemination of Results and Publication Policy	20
Duration of the Project	22
Problems Anticipated	22
Project Management	22
Ethics	22
Informed Consent Forms	23
Financing and Insurance	23
References	24
Appendices	27
Appendix 1: SF-12	27
Appendix 2: QLQ-CR29	30
Appendix 3: EQ-5D-5L	32
Appendix 4: Participant Information Sheet and Consent Form	34

[bookmark: _Toc446502750]Table of Tables
Table 1: Principle Investigators at each centre	6
Table 2: Comparison of ECOG and KPS (Source: http://ecog-acrin.org/resources/ecog-performance-status)	19
Table 3: ASA score (Source: Daabis23)	20
Table 4: Timing of Assessments	21
Table 5: Timeline for study	22

[bookmark: _Toc446502751]Table of Figures
Figure 1: Study participant flow diagram	14


[bookmark: _Toc446502752]Project summary
Locally recurrent rectal cancer is a common and difficult problem to manage. For patients with local pelvic recurrence, death can be a slow painful process with the unpleasant prospect of the slow development of a malodorous, fungating, and fistulating perineal mass. Treatment however is also often complex and morbid. With radical surgery, the cancer free survival after an R0 resection can be as high as 44%, whereas all patents having surgery have a cancer free survival of 37%, thus demonstrating the importance of an R0 resection. When all causes of mortality are considered then the overall 5 year survival is 28%. 
The morbidity of such surgery is high. However, less is known about quality of life and quality adjusted life years of the patients when they are alive. 
The primary aim of this study is to assess the quality of life and quality adjusted life years in patients with isolated local recurrence of adenocarcinoma of the rectum who have radical surgery (+/- chemotherapy/radiation) and compare them with patients who decline or are declined such surgery, although may get chemotherapy and/or radiotherapy. Follow up will be five years per patient. The secondary aims are to compare quality of life and quality adjusted life years between those with different R-statuses and with or without other palliative treatments (e.g., radiotherapy and or chemotherapy). 

[bookmark: _Toc446502753]General information
[bookmark: _Toc446502754]Title
The 10Ten Study: Quality of Life after Surgery for Recurrent Rectal Cancer.
[bookmark: _Toc446502755]Sponsor/Funder
Department of Surgery
University of Otago, Christchurch 
2 Riccarton Ave
Christchurch 8011
New Zealand
[bookmark: _Toc446502756]Principal Investigators (each centre)
[bookmark: _Toc446503159]Table 1: Principal Investigators at each centre
	Centre
	Principal Investigator
	Email
	Responsibilities

	Christchurch, New Zealand
	Frank Frizelle
	Frank.frizelle@cdhb.govt.nz
	Main centre and recruitment of 10Ten

	St Thomas London UK
	Mark George
	mark.george@gstt.nhs.uk
	Recruitment of 10Ten

	Peter Mac, Melbourne, Australia
	Sandy Heriot
	Alexander.Heriot@petermac.org
	Recruitment of 10Ten

	RPA, Sydney, Australia
	Michael Solomon
	professor.solomon@sydney.edu.au
	Recruitment of 10Ten

	Royal Brisbane, Australia
	David Taylor
	dt@dtcrs.com.au
	Recruitment of 10Ten

	Royal Marsden, London, UK
	Paris Tekkis
	p.tekkis@imperial.ac.uk
	Recruitment of 10Ten

	St Marks, London, UK
	Ian Jenkins
	i.jenkins@nhs.net
	Recruitment of 10Ten

	St James, Leeds, UK
	Peter Sagar
	petersagar@aol.com
	Recruitment of 10Ten

	Saint Vincent’s , Dublin, Ireland
	Des Winter
	des.winter@gmail.com
	Recruitment of 10Ten

	Mayo Clinic, Minnesota, USA
	Eric Dozois
	dozois.eric@mayo.edu
	Recruitment of 10Ten




[bookmark: _Toc446502757]Rationale & background information
[bookmark: _Toc446502758]Introduction
The management of rectal cancer has evolved considerably over the last 30 years, mainly focused on the goal of reducing local recurrence. Clinical trials have had local recurrence at the forefront for treatment outcomes, especially with the evolution of total mesorectal excision and neoadjuvant chemo-radiotherapy. With improvements in surgical technique, coupled with detailed preoperative local staging and tailored neoadjuvant treatment, local recurrence rates have fallen. This fall has been considerable, with isolated local recurrence falling from 18%–30% to 3%–8%.1, 2 
Despite significant advances in the management of primary rectal cancer, local recurrence still occurs. For patients with local pelvic recurrence, death can be a painful process with the unpleasant prospect of the slow development of a malodorous, fungating, and fistulating perineal mass. There remains the possibility of further more radical surgery, where excision for cure is a treatment option for a number of patients with isolated local recurrence. The extensive nature of the surgery required to obtain clear resection margins is morbid. Yet, with specialized centres and improvements in perioperative intervention, extended radical resection has become the standard of care.
The data on survival is improving with the publication of recent studies showing that with radical surgery and an R0 resection, cancer free survival can be as high as 44% at five years. In contrast, all patents having surgery have a cancer free survival rate of 37% at five years, demonstrating the importance of an R0 resection. When all causes of mortality are considered then the overall five year survival rate falls to 28%.3
Survival rates however are not the only important consideration in these patients. As time has passed, quality of life (QoL) has become a more pertinent concept in oncology.4 QoL is subjective, multidimensional, dynamic, and patient-centred, and comprises physical, functional, emotional, and social wellbeing domains.5 In the context of oncology, it is easy to see how these domains can be affected: cancer patients can experience pain and nausea (i.e. physical), impaired ability to carry out ones role at home or work (i.e. functional), depression and anguish (i.e. emotional), and difficulty maintaining relationships with family and friends (i.e. social).
[bookmark: _Toc446502759]Previous quality of life studies with recurrent rectal cancer 
There is limited published data on QoL in recurrent rectal cancer (RRC) patients, although QoL has been measured in some RRC studies. It has unsurprisingly been reported that RRC patients have lower QoL than people with “cured” rectal cancer6 and pain is negatively associated with QoL.7 Moreover, a recent systematic review of QoL after surgery for primary advanced rectal cancer and RRC identified seven studies, including two prospective longitudinal studies, three cross-sectional studies and two based on qualitative data alone.8 It reported that global QoL, and physical, social, role and sexual function seemed to be impaired for a varying time post-surgery. However, all the studies had methodological problems, including small sample sizes (12–44 patients) and different time points for the assessment of QoL (12.3–47 months). This made it difficult to determine the period of time of impaired QoL and also to see if this is different after surgery for locally advanced or recurrent disease compared with after total mesorectal excision used for earlier tumours. Despite these limitations, this review concluded that several aspects of QoL are impaired for a variable time after treatment for locally advanced or recurrence of rectal cancer, and that larger prospective longitudinal studies are needed to provide further information regarding the effects of this extensive surgery on QoL.
The influence of resection margins on QoL is also significant. A study of 45 patients who had resections has demonstrated that patients who had an R0 (n = 21) or R1 (n = 7) resection had improved QoL one year after surgery relative to those with R2 (n = 5) resections or who were deemed unfit for surgery.9 This study also had a control group of 71 patients who had primary surgical treatment for rectal cancer with R0 margins, and did not develop local RRC: at 3 year follow up R0 patients had comparable QoL to control patients and had superior emotional functioning whereas R1 patients had worse QoL relative to R0 and control patients. Also of note was that surgery lessened both the survival and the QoL of R2 patients compared to non-operative management. This study, however, had a small sample size and only had one surgeon performing all operations. A retrospective Australian study also reported that R0 resection was associated with superior QoL relative to R1 resection in those who underwent pelvic exenteration for locally advanced primary (n = 17) or recurrent (n = 20) rectal cancer.10 A larger multicentre trial is needed to strengthen the claim that clear resection margins are pertinent in determining subsequent QoL.
A Danish study compared the QoL of three groups: eighty people with disease free survival after complex rectal cancer surgery; forty-eight people with disease free survival after standard rectal cancer surgery; and 494 people in the Danish general population.11 QoL was measured pre-surgically as well as at 3, 6, 12, 18, and 24 months. Those who had complex rectal cancer surgery had lower QoL before surgery but a comparative QoL at one year post-surgery relative to those who had standard rectal cancer surgery. However, the QoL of those who had complex surgery was inferior to population norms one year after surgery. Collectively, these results indicate that QoL does improve in the post-operative period for those who have complex rectal cancer surgery but does not return to “normal” levels for at least one year post-operatively.
[bookmark: _Toc446502760]Instruments for assessment of quality of life
Various instruments of QoL can be used for measuring QoL in colorectal cancer patients generally, including generic, cancer specific, and colorectal cancer specific instruments.12 The three colorectal cancer specific instruments include the European Organization for the Research and treatment of Cancer QLQ-CR29 (EORTC QLQ-CR29), Modified City of Hope Quality of Life-Ostomy (mCOH-QOL), and Functional Assessment of Cancer Therapy (FACT-C). Of note is that the development a locally RRC specific instrument is currently underway13 but yet to be validated and made available and so QLQ-CR2914 will be used for this cohort.
[bookmark: _Toc446502761]Quality adjusted life years
Survival relates to quantity of the lifespan and QoL relates to the quality of a person’s life at a given time. Combining the two brings forth the concept of Quality Adjusted Life Years (QALYs) which is controversial but nonetheless important to consider when assessing health interventions. The quality of the health state can range from 0 (being dead) to 1 (perfect health), although contentiously some health states are considered worse than death and so have a negative value.15 For example, a person who lives two years with a quality of health state of 0.5 has lived 1 QALY whereas a person who lives 4 years with a quality of health state of 0.25 has also lived 1 QALY. Using this method can assist in measuring the benefit gained from medical and surgical interventions. The quality component is measured using the EQ-5D-5L questionnaire,15-19 which is described in methods. 


[bookmark: _Toc446502762]Study goals and objectives
[bookmark: _Toc446502763]Primary objective
· To compare the QoL and QALY of people who have extenuative surgery for RRC to those who do not have surgery.
[bookmark: _Toc446502764]Secondary objectives
· To determine the significance of R-status on QoL and QALY.
· To determine the impact other palliative treatments (e.g., radiotherapy and or chemotherapy) on QoL and QALY.
· To determine the impact of extent of surgery on QoL and QALY.
[bookmark: _Toc446502765]Study Design
This is a multicentre observational longitudinal non-randomized controlled trial comparing the QoL and QALY of those who have who have extenuative surgery for RRC to those who do not have surgery. Recruitment will be undertaken at 10 centres worldwide, including in New Zealand, Australia, Ireland, the United Kingdom, and the United States of America.
[bookmark: _Toc446502766]Definitions
As per Consensus statement on the multidisciplinary management of patients with recurrent and primary rectal cancer beyond total mesorectal excision planes.20
[bookmark: _Toc446502767]Participants
At each centre there will be ten people who have surgery and ten who do not recruited. 
[bookmark: _Toc446502768]Inclusion/Exclusion criteria 
Those included for this study will: 
· have an isolated locally recurrent adenocarcinoma of the rectum or recto-sigmoid being considered for radical resection with or without perioperative chemoradiation. 
· be aged 18 years or older
· be able to consent to participate.
Those excluded will:
· not have an adenocarcinoma
· have primary (not recurrent) cancers 
· have non-resectable metastatic disease.
[bookmark: _Toc446502769]Expected duration of study
It is expected this study will begin in 2016 and finish in 2022.


[bookmark: _Toc446502770]Methodology
[bookmark: _Toc446502771]Interventions
The interventions include surgical and non-surgical care of RRC. Allocation to treatment arms (surgery v non surgery) will be on intent-to-treat basis once the decision is made the patient will have an operation (Figure 1).
Examples for clarification:
· If a patient is taken to theatre for resection then the operation is aborted because of occult metastatic disease, they are still included in operative group.
· If a patient is suitable for an operation but chose not to have it, then they are in the non-operative arm.
The extent and R-status of the surgery will be recorded but not limit the patient’s inclusion.
Patients who do and those who do not have surgery may receive chemo radiotherapy, and/or systemic chemotherapy and/or radiotherapy alone without affecting their eligibility for the study.
[image: ]
[bookmark: _Ref439770090][bookmark: _Toc446503164]Figure 1: Study participant flow diagram


[bookmark: _Toc446502772]Outcomes
The outcomes for this study are separated into demographics, functional status, cancer assessment and primary treatment details, initial operation details, recurrence details, re-operative details, and questionnaires.
1. Demographic data.
a. Age, sex, ethnicity
2. Functional status ECOG,21 KPS,22 and ASA23 at time of assessment of recurrence (See Table 2 and Table 3).
3. Cancer assessment and primary treatment details. 
a. Date of diagnosis of primary 
b. Pathology Stage 
i. T   N    M 
c. Metastatic disease previously resected or treated
i. Lung
ii. Liver 
iii. Other
d. Chemotherapy 
i. Agents
e. Radiotherapy 
i. Long course 
ii. Short course
iii. None 
f. Chemo radiation
Yes /No
Radiation dose
4. Initial operation details.
a. Conventional LAR, ULAR, APR
b. Extended LAR, ULAR, APR
c. With
1. Prostate
Seminal vesicles
Bladder 
Lateral LN dissection left right 
Vaginal 
Hysterectomy
Sacrum 
5. Recurrence details.
a. Date of diagnosis of recurrence 
b. Method of recurrence diagnosis 
c. Chemotherapy 
i. Agents
d. Radiotherapy 
i. Long course 
ii. Short course
iii. None 
e. Chemo radiation
i. Yes /No
ii. Radiation dose
6. Re Operative details. 
a. Open and biopsy only
b. Conventional
i. LAR
ii. ULAR
iii. APR
c. Extended  
i. LAR
ii. ULAR 
iii. APR
iv. With
a. Prostate
b. Seminal vesicles
c. Bladder 
d. Lateral LN dissection left right 
e. Vaginal 
f. Hysterectomy
g. Sacrum 
d. Extent (based on clinical findings and pathology)
i. R0
ii. R1
iii. R2 
7. Questionnaires.
a. Generic QoL using the Short Form 12 (SF-12; Appendix 1).24
i. The SF-12 contains twelve questions and produces scores for physical and mental components.
b. Disease specific QoL measured using the QLQ-CR29 (Appendix 2).14 
i. The QLQ-CR29 has 29 questions and there are different scales for those with or without stomas as well as different questions about sexual functioning for males and females.
c. QALY using the EQ-5D questionnaire (Appendix 3).15-17
i. This questionnaire briefly measures 5 domains of health: mobility, self-care, usual activities, pain and discomfort, and anxiety/depression. There are five answers to choose from for each question: no problems, slight problems, moderate problems, severe problems, and unable to/extreme problems.19 If all five questions are answered as “no problems” the quality component will be a perfect one whereas if all questions are answered as “unable to/extreme problems” the quality component will be below zero.15 In addition to the 5 questions, there is a visual analogue scale (ranging from 0 = the worst health you can imagine to 100 = the best health you can imagine) which people can mark with an “X” where they think their health status is.
[bookmark: _Ref443654425][bookmark: _Toc446503160]Table 2: Comparison of ECOG and KPS (Source: http://ecog-acrin.org/resources/ecog-performance-status)
	ECOG PERFORMANCE STATUS
	KARNOFSKY PERFORMANCE STATUS

	0—Fully active, able to carry on all pre-disease performance without restriction
	100—Normal, no complaints; no evidence of disease

	
	90—Able to carry on normal activity; minor signs or symptoms of disease

	1—Restricted in physically strenuous activity but ambulatory and able to carry out work of a light or sedentary nature, e.g., light house work, office work
	80—Normal activity with effort, some signs or symptoms of disease

	
	70—Cares for self but unable to carry on normal activity or to do active work

	2—Ambulatory and capable of all self-care but unable to carry out any work activities; up and about more than 50% of waking hours
	60—Requires occasional assistance but is able to care for most of personal needs

	
	50—Requires considerable assistance and frequent medical care

	3—Capable of only limited self-care; confined to bed or chair more than 50% of waking hours
	40—Disabled; requires special care and assistance

	
	30—Severely disabled; hospitalization is indicated although death not imminent

	4—Completely disabled; cannot carry on any self-care; totally confined to bed or chair
	20—Very ill; hospitalization and active supportive care necessary

	
	10—Moribund

	5—Dead
	0—Dead


[bookmark: _Ref443654427]


[bookmark: _Toc446503161]Table 3: ASA score (Source: Daabis23)
	Class 
	Description

	I
	Patient is completely health fit patient.

	II
	Patient has mild systemic disease.

	III
	Patient has severe systemic disease that is not incapacitating.

	IV
	Patient has incapacitating disease that is a constant threat to life.

	V
	A moribund patient who is not expected to live 24 hours with or without surgery.


[bookmark: _Toc446502773]Safety Considerations
Observational study (non-randomised) assessed as minimal risk assessment to participants.
[bookmark: _Toc446502774]Data Management and Statistical Analysis
The data will be managed by a centralised electronic database in Christchurch, New Zealand. Patients will have a unique identifying code so as to keep them de-identified and anonymous to outside observers. Individual centre data will be available to that centre’s PI, until the close of the study when all data from all centres will be available to all PI’s.
[bookmark: _Toc446502775]Quality Assurance
University of Otago (NZ) ethics committee will peer review this. Other centres to do as they think fit. We will provide the UO report for all as requested.
[bookmark: _Toc446502776]Expected Outcomes of the Study
This study will provide important information about both the quality and quantity of the lifespan after diagnosis of RRC. It could potentially assist in treatment decisions by providing more information to the patient about the QoL after making certain treatment decisions.
[bookmark: _Toc446502777]Dissemination of Results and Publication Policy
The 10Ten Study
The results of this study will be presented at national and international meetings and published in appropriate and agreed upon peer reviewed literature.
Version 3: 17 May 2016	Page 20 of 39	
[bookmark: _Ref439324104][bookmark: _Toc446503162]Table 4: Timing of Assessments
	Measures
	Baseline
	3 months
	6 months
	12 months
	18 months
	24 months
	30 months
	36 months
	48 months
	60 months

	Demographics
	X
	
	
	
	
	
	
	
	
	

	ECOG
	X
	
	
	
	
	
	
	
	
	

	KPS
	X
	
	
	
	
	
	
	
	
	

	ASA
	X
	
	
	
	
	
	
	
	
	

	Primary treatment details
	X
	
	
	
	
	
	
	
	
	

	Initial operation details
	X
	
	
	
	
	
	
	
	
	

	Recurrence details (including whether local or systemic recurrence)
	X
	
	
	
	
	
	
	
	
	

	Reoperation details
	X
	
	
	
	
	
	
	
	
	

	Dead/Alive
	
	X
	X
	X
	X
	X
	X
	X
	X
	X

	SF-12
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	EORTC QLQ-CR29
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	EQ-5D
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X



[bookmark: _Toc446502778]Duration of the Project
Table 5 shows the timeline for this study.
[bookmark: _Ref439765145][bookmark: _Toc446503163]Table 5: Timeline for study
	Year
	Month
	Task

	2016
	March
	Have all ethical approvals for all study centres complete.

	2016
	May/June 
	Commence recruitment.

	2017
	December
	Have recruitment complete.

	2021/2
	Jan –December (depending on speed of recruitment) 
	All follow up complete.


[bookmark: _Toc446502779]Problems Anticipated
Institutional ethical and site approval may be delayed in some centres due to local process requirements. Recruitment and data collection may also be an issue. 
[bookmark: _Toc446502780]Project Management
Professor Frank Frizelle will be the PI for Christchurch, while Dr Andrew McCombie and Liane Dixon will co-ordinate participant recruitment and maintenance.
[bookmark: _Toc446502781]Ethics
Because this is not an interventional study, HDEC approval will not be sought. Ethical approval will be sought by the University of Otago Ethics committee, relevant Maori/indigenous committees, and relevant localities.
This study is not manipulating the treatment of the patients and is an observational study. The main ethical issues raised by this study surround ensuring there is no undue influence on the participants by the recruiters, privacy and confidentiality of sensitive health information of participants, and possible psychological distress caused by the questionnaires.
Regarding recruitment, potential participants will be identified by their treating physician, oncologist, or surgeon in clinics. They will then be approached by the research nurse or study administrator with an information sheet written in lay language. The participants will have the opportunity to ask questions and will be asked to give their informed consent via the consent form without any undue influence from the person approaching them, nor will agreement to participate in the study in any way influence the treatment they receive; it will be explicitly described as a “purely voluntary observational” study.
[bookmark: _Toc446502782]Informed Consent Forms
We will develop one for Canterbury (Appendix 4), and send to all for region-specific adaptation. There is likely to be the need for individualisation of informed consent in different countries and institutions. This to be changed locally as necessary keeping the intent the same. 
[bookmark: _Toc446502783]Financing and Insurance
Local issue each centre to make own arrangements. 
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Participant Information Sheet
	Study title:
	The 10Ten study: Quality of Life after Surgery for Recurrent Rectal Cancer.

	Principal investigator:
	Professor Frank Frizelle
Department of Surgery, Christchurch
Head of Department
	Contact phone number:
03 364 8174


Introduction
Thank you for showing an interest in this project.  Please read this information sheet carefully. Take time to consider and, if you wish, talk with relatives or friends, before deciding whether or not to participate. 
If you decide to participate we thank you.  If you decide not to take part there will be no disadvantage to you and we thank you for considering our request.  
What is the aim of this research project?
The aim of this project is to measure the quality and quantity of the lifespan in patients with locally recurrent rectal cancer. It aims to compare survival rates as well as quality of life in those who have surgery to those who do not have surgery. It also aims to compare certain other factors, such as whether clear resection margins (i.e. “R0 margins” which are when no evidence of the tumour is found in the biopsy) were achieved and the influence of chemotherapy and radiotherapy.
This study is important because if more information is obtained about the quality and quantity of the lifespan in those with locally recurrent rectal cancer, better informed treatment decisions (e.g., whether or not to give the patient surgery, chemotherapy, and radiotherapy) can be made in the future. Your participation in this research will assist future patients in making treatment decisions regarding surgical and medical intervention.
Who is funding this project?
This study has received a small seeding fund from the Canterbury Medical Research Foundation.  
Who are we seeking to participate in the project?
This study is recruiting those aged 18 and over with resectable (i.e. operable) locally recurrent rectal cancer; this will include participants who receive surgery and those who do not. We are not recruiting people with primary cancer (i.e. newly diagnosed) or with inoperable tumours. If you choose not to be recruited, your data will not be analysed for this research. 
If you participate, what will you be asked to do?
If you choose to take part in this research, you will be asked to allow the investigators to access your disease related health information and will also be asked to complete questionnaires numerous times over five years. You will be asked about your demographics and quality of life at baseline; you will be asked about your quality of life at 3 months, 6 months, 12 months, 18 months, 24 months, 30 months, 36 months, 48 months, and 60 months. Conversely, if you choose not to take part in the study, the care provided to you will not be changed or prejudiced due to this decision; this is a purely voluntary study. There is no reimbursement for time or expenses.
[bookmark: Is_there_any_harm]Is there any risk of discomfort or harm from participation?
This study does not influence any aspect or quality of the care you will receive. You will be asked to answer questions about your quality of life at various time points after your diagnosis of locally recurrent rectal cancer; there is a small chance answering questions will cause psychological distress but no other aspects will cause any potential harm. If any other risks or adverse effects become apparent during the course of the study, you will be duly informed.
What specimens, data or information will be collected, and how will they be used? 
The results from biopsies and surgical specimens that would normally be collected as part of your usual care will be collected, but no biopsies or surgical specimens will be collected as part of the study in itself.
It is possible that data generated in this study, but not reported, will be made available for use in future research (e.g. for inclusion in an individual data meta-analysis). If this happens, it will be ensured all data will be provided in a purely de-identified manner.
What about anonymity and confidentiality?
The anonymity and confidentiality of the information you provide for this study will be ensured by a process called de-identification wherein a study ID is allocated to you; only the primary investigators will be able to link your study ID to your identity and health information. All of your electronic information relating to the study will be stored on a secure password protected database and all hardcopy information will be stored under lock and key. These will only be accessible to the primary investigators. If any information is shared with a third party (e.g., a statistician or an overseas researcher), no information identifying you (e.g., NHI number or full name) will be provided to them.
If you agree to participate, can you withdraw later?
You may withdraw from participation in the project at any time and without any disadvantage to yourself. If you do withdraw, all information obtained until your withdrawal will be kept. You will not be able to withdraw after the study is complete.
Any questions?
If you have any questions now or in the future, please feel free to contact either:
	Liane Dixon
Clinical Studies Research Nurse
Department of Surgery, Christchurch
	Contact phone number:
03 364 1154

	Dr Andrew McCombie
Postdoctoral Research Fellow
Department of Surgery, Christchurch
	Contact phone number:
0272626111

	Professor Frank Frizelle
Principal Investigator
Department of Surgery, Christchurch
	Contact phone number:
03 364 8174


This study has been approved by the University of Otago Human Ethics Committee (Health). If you have any concerns about the ethical conduct of the research you may contact the Committee through the Human Ethics Committee Administrator (phone +64 3 479 8256 or email gary.witte@otago.ac.nz). Any issues you raise will be treated in confidence and investigated and you will be informed of the outcome.

[image: ]
The 10Ten study: Quality of Life after Surgery for Recurrent Rectal Cancer.
Principal Investigator: Professor Frank Frizelle (frank.frizelle@cdhb.health.nz or 03 3648174)
CONSENT FORM FOR PARTICIPANTS
Following signature and return to the research team this form will be stored in a secure place for ten years.
Name of participant:…………………………………………..
1. I have read the Information Sheet concerning this study and understand the aims of this research project.
2. I have had sufficient time to talk with other people of my choice about participating in the study.  
3. I confirm that I meet the criteria for participation which are explained in the Information Sheet.
4. All my questions about the project have been answered to my satisfaction, and I understand that I am free to request further information at any stage. 
5. I know that my participation in the project is entirely voluntary, and that I am free to withdraw from the project at any time without disadvantage.
6. I understand that if I withdraw, all information collected until my withdrawal will be kept by the investigators.
7. I know that as a participant I will allow the researchers to access my medical records and will be requested to completed questionnaires about my quality of life on numerous occasions over five years...
8. I know that the questionnaire will measure my quality of life and that if the line of questioning develops in such a way that I feel hesitant or uncomfortable I may decline to answer any particular question(s), and /or may withdraw from the project without disadvantage of any kind.
9. I understand the minimal risk of discomfort or harm as explained in the Information Sheet.
10. I know that when the project is completed all personal identifying information will be removed from the paper records and electronic files which represent the data from the project, and that these will be placed in secure storage and kept for at least ten years. 
11. I understand that the results of the project may be published and be available in the University of Otago Library
12. I know that there is no remuneration offered for this study, and that no commercial use will be made of the data. 

	Signature of participant:
	
	Date:
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