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Participant Information Statement
Interventional Study 
SITE (CLINIC) LEVEL
[Insert site name]
	Title
	Phase II (pilot) step wedge cluster randomised controlled trial of a nurse-led triage and assessment system to optimize outcomes for older people with cancer

	Short Title
	Implementing routine screening assessment for older people with cancer

	Protocol Number
	1.1


	Project Sponsor
	Palliative Care Clinical Studies Collaborative

	Coordinating Principal Investigator
Associate Investigator (s)   

(if required by institution)                                                 
	Professor Meera Agar
[Associate Investigator(s)]

	Location (where CPI/PI will recruit)
	[Location]




Part 1
What does site (clinic) participation involve?

1
Introduction
Your site is invited to take part in a research project, ‘Implementing routine screening assessment for older people with cancer’. The research project is examining the feasibility and acceptability of routinely implementing nurse-led geriatric screening for all cancer patients 65 years and older presenting to ambulatory cancer clinics, and if their screening indicates nurse-led comprehensive geriatric assessment.
You have been invited to participate because you are the person with the required delegation to consent your oncology clinic which provides outpatient cancer services.
This Participant Information Sheet/Consent Form explains the research project and what is involved. Knowing what is involved will help you decide if your site wants to take part in the research.

Participation in this research is voluntary. 
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 study

• Consent to the research that is described

• Consent to the use of information about your site as described.

You will be given a copy of this Participant Information Sheet to keep.

2 
What is the purpose of this research?
The purpose of this research is to determine if routine introduction of geriatric screening and comprehensive geriatric assessment for older people with cancer at their initial assessment (new diagnosis or new diagnosis of recurrent or progressive disease) in ambulatory cancer clinics is feasible and acceptable.
Comprehensive geriatric assessment (CGA) identifies issues which are not typically identified systematically in clinical practice (for example issues related to cognition, nutrition, function, social status, frailty), and has been shown to predict cancer treatment-related toxicities, overall survival and assists treatment decisions (choice and intensity). CGA-guided treatment, in some studies, improves overall survival, quality of life and physical function; and reduces hospitalisation and aged care placement, and allows for pre-treatment patient optimisation.
The National Comprehensive Cancer Network, International Society for Geriatric Oncology guidelines, and EORTC elderly taskforce all recommend routine implementation of Geriatric assessment for older people with cancer, however this needs to be tailored for the local setting and be feasible and acceptable.
3
What does participation in this research involve?
We are recruiting four oncology clinics in Australia that care for older people with cancer. 

This study is a phase 2 step-wedge cluster randomised controlled trial (CRCT). In this design, randomisation is of consented sites, rather than individual patients. Two of the four participating units will be randomised to commence the implementation of geriatric screening and assessment immediately following training and collection of baseline and retrospective control data and two will have a delayed start to the implementation.
4
What does this site have to do?
If you decide that your site will participate, you, the site investigator and/or other members of the team will be asked to undertake the following:

· Provide information about the unit: geographical location; type and level of service provision; number of patients; team composition; current process and measures for geriatric assessment; 
· Agree to be randomised to the immediate or delayed implementation of geriatric assessment.

· Support the conduct of the baseline retrospective medical record audit to obtain the control data regarding older cancer patients 65 years and older seen over a 3 month period (demographics, cancer diagnosis, comorbidities, medications, patterns of care, health service use, clinical outcomes)

· Support the introduction of geriatric screening and assessment. All participating sites will implement routine structured geriatric screening, by trained nurses and depending of the cut-off scores on screening assessments; the same nurse will then complete a comprehensive geriatric assessment. The screening assessments take up to 20 minutes to complete (and can be done over the phone); and the more comprehensive assessment up to 30 minutes to complete. The timing of the assessments is flexible and can be determined by your clinic structure and individual patient need.
· Support data collection by medical record audit to obtain the implementation phase data regarding older cancer patients 65 years and older seen during the time routine geriatric screening and assessment was in place (audit will extract data regarding demographics, cancer diagnosis, comorbidities, medications, geriatric screening, geriatric assessment, patterns of care, health service use, clinical outcomes)
· Support recruitment by research nurses of patients in brief semi-structured interviews; and oncologists/oncology registrars who were involved in the index clinic in a brief semi-structured interview during the implementation phase.

· Provide access for study investigators and/or project staff to your site to attend to conduct audits; assist with education and training, as described above; promote fidelity to the study; assist in resolving issues that delay implementation of the intervention or threaten its integrity; act as a ‘geriatric assessment resource person; and support and encourage clinical staff participation in the intervention, as required. 
As the purpose of this study is to determine if routine geriatric screening and assessment is feasible and acceptable in the ambulatory cancer setting, we cannot guarantee benefit through implementing the intervention. 
5
Do we 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 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 or not to participate will not prejudice your future relationship with the study investigators or the University of Technology Sydney. If you decide to participate, you are free to withdraw your consent and to discontinue participation of the unit at any time without prejudice. Your organisation will be required to sign a funding agreement outlining the requirements of participation and how your site will be remunerated (including to cover the nurse assessments), including the circumstance of withdrawing at various time points during the study. Data collected about your unit prior to withdrawal will not be deleted from the research project database, but no further data will be collected.
6
What if the site withdraws from this research project?
If you decide to withdraw from this research project, please notify a member of the research team before you withdraw. A member of the research team will inform you if there are any special requirements linked to withdrawing. 

If you do withdraw your consent during the research project, the relevant study staff will not collect additional information from your site, although information already collected will be retained to ensure that the results of the research project can be measured properly. You should be aware that data collected by the sponsor up to the time you withdraw will form part of the research project results.  If you do not want them to do this, you must tell them before you join the research project.
7
What happens when the research project ends?
Findings will be reported back to participating sites, published in journal articles and presented at conferences and other forums. 
The results of this study will inform a Phase 3 trial to understand broader clinical impacts and cost effectiveness of geriatric assessment in this population. 
Part 2
How is the research project being conducted?

8
What will happen to information collected?
Any information that is obtained in this study and that can be identified with you or your unit will remain confidential and be disclosed only with your permission. It is possible that this confidentiality may not be possible within the investigator team due to several investigators also being site participants. We will ensure any summarised data includes only the minimum required data which may identify your unit, and you will be offered opportunity to see the data about your site prior to it being presented to the investigator team to ensure you are happy with it being provided to the larger investigator team.  The medical record audits will be conducted in a de-identified manner. If you give us your permission by signing this document, we will include the information you provide in results aimed at informing future research into geriatric assessment for older people with cancer. These results will be presented at conferences, published in peer-reviewed journals, posted on websites and included in reports to participating sites. In any verbal or written report, results will only be given at a summary level rather than for individuals or units, and will be presented in such a way that your unit cannot be identified (for example by limiting information about geographical or hospital location).
In accordance with relevant Australian and/or [name of state/territory] privacy and other relevant laws, you have the right to request access to the information collected and stored by the research team about your site. You also have the right to request that any information with which you disagree be corrected. Please contact the research team member named at the end of this document if you would like to access information relevant to your site.
9
Who is organising and funding the research?
This research has been initiated by Professor Meera Agar at the University of Technology Sydney. The research is funded by a Sydney Partnership for Health, Education, Research and Enterprise (SPHERE) Cancer Clinical Academic Group Grant through a competitive research grant. The Palliative Care Clinical Studies Collaborative (PaCCSC) is the study sponsor.  
No member of the research team will receive a personal financial benefit from your involvement in this research project (other than their ordinary wages).

If knowledge acquired through this research leads to discoveries that are of commercial value to the study investigators or their institutions, there will be no financial benefit to your unit from these discoveries.

10
Who has reviewed the research project?


All research in Australia involving humans is reviewed by an independent group of people called a Human Research Ethics Committee (HREC).  The ethical aspects of this research project have been approved by the HREC of South Western Sydney Local Health District.
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.
11
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 problems which may be related to your site’s involvement, you can contact any of the following people:
	Name
	[Name]

	Position
	[Position]

	Telephone
	[Phone number]

	Email
	[Email address]



Clinical Contact Person
For matters relating to research at your site, the details of the local site complaints person are:
	Name
	[Name]

	Position
	[Position]

	Telephone
	[Phone number]

	Email
	[Email address]


12  Complaints contact person
This study has been approved by the South Western Sydney Local Health District Human Research Ethics Committee. Any person with concerns or complaints about the conduct of this study should contact the Research and Ethics Office, Locked Bag 7103, LIVERPOOL BC NSW 1871 on 02 8738 8304 / fax 02 8738 8310 / email research.support@sswahs.nsw.gov.au, website: http://www.swslhd.nsw.gov.au/ethics/default.html and quote [Local project number].
Thank you for taking the time to consider this study. 
If you wish your site to take part in it, please sign the attached consent form.
This information sheet is for you to keep.
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CONSENT FORM

Site Level

[To be used in conjunction with a Participant Information Sheet]
	Title
	Phase II (pilot) step wedge cluster randomised controlled trial of a nurse-led triage and assessment system to optimize outcomes for older people with cancer

	Short Title
	Implementing routine screening assessment for older people with cancer

	Protocol Number
	1.0

	Project Sponsor
	Palliative Care Clinical Studies Collaborative

	Coordinating Principal Investigators

Associate Investigator (s)   

(if required by institution)                                                 
	Professor Meera Agar
[Associate Investigator(s)]

	Location (where CPI/PI will recruit)
	[Location]


Declaration by Participant
1. I, the person with the required delegation, of ……………………………………………………….. unit have read the information and decided to give consent for this unit to participate in the above research project.
2.  I acknowledge that I have read the participant information statement, which explains why this site has been selected, the aims of the study and the nature and the possible risks of the investigation, and the statement has been explained to me to my satisfaction. 
3.  Before signing this consent form, I have been given the opportunity of asking any questions relating to this unit’s participation and I have received satisfactory answers. 
4.   I understand that if I have any questions relating to this unit’s participation in this research, I may contact Dr ............................on telephone................................, who will be happy to answer them. 
6.   I acknowledge receipt of a copy of this Consent Form and the Participant Information Statement. 
Title and name (please print): _________________________________________________

Position: ​​​​​_______________________________ Organisation: _______________________




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. Witness must be 18 years or older.
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            REVOCATION OF CONSENT FORM 

	Title
	Phase II (pilot) step wedge cluster randomised controlled trial of a nurse-led triage and assessment system to optimize outcomes for older people with cancer

	Short Title
	Implementing routine screening assessment for older people with cancer

	Protocol Number
	1.0

	Project Sponsor
	Palliative Care Clinical Studies Collaborative

	Coordinating Principal Investigators

Associate Investigator (s)   

(if required by institution)                                                 
	Professor Meera Agar

[Associate Investigator(s)]

	Location (where CPI/PI will recruit)
	[Location]


Declaration by Participant
I hereby wish to WITHDRAW my consent to participate in the research proposal described 
above and understand that such withdrawal  WILL NOT jeopardise my relationship with the 
University of Technology Sydney and Palliative Care Clinical Studies Collaborative.

Name of Participant (please print) __________________________________________




Signature____________________________ Date
________________________
Please forward the completed Revocation of Consent Form to Professor Meera Agar at University of Technology Sydney (UTS), Faculty of Health, Building 10, Level 3, 235-253 Jones St, Ultimo, NSW 2007.

MASTER Participant Information Sheet and Consent Form (Clinic) Version 1.1 Dated 18th June 2018


 [Insert Site Name] Participant Information Sheet and Consent Form [insert Site Specific Version No] [Insert Date] 

Page 9 of 10

