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What are PREMs surveys?
Participant or Patient Reported Experience Measures (PREMs) are designed to capture the healthcare experiences of patients and their families or carers. The surveys are anonymous and may be completed at any time, with responses capturing patient experiences at pre-defined stages of the care process. 
What are the benefits of rolling out a PREMs program?
· Gain Valuable Insights: Understand the care experiences of participants.
· Enhance Person-Centred Care: Utilise participant feedback to tailor care to individual needs.
· Promote Integrated and Inclusive Healthcare: Support the delivery of comprehensive and inclusive services.
· Identify Opportunities for Improvement: Use feedback to drive continuous improvement and growth.
· Ensure Regulatory Compliance: Meet requirements such as the National Clinical Trials Governance Framework.
· Obtain Point-in-Time Feedback: Capture insights at specific stages of care, enabling timely adjustments and improvements.

How to use the Clinical Trial PREMs survey template
[bookmark: _Hlk209529268]Organisations should review their current Patient Reported Measures (PRMs) Policy before using the survey template or implementing a PREMs program for clinical trials. Consult the PRMs Officer or equivalent before making any template changes.
The Clinical Trial PREMs survey template (see Appendix 1) is specifically designed to gather feedback from people participating in clinical trials about their experiences. The focus of the questions is on the services provided by hospital staff as part of delivering the trial.  The survey is not about the nature of the trial and the intervention that is being tested. As this is a service improvement initiative, Ethics and Governance approval is not required unless the results will be published or used as part of a broader research project.

The survey template includes a set of core questions, across key stages of a participant’s journey (i.e., beginning, during, and end of a trial), which organisations can tailor to their needs. Optional questions are provided in Appendix 2. 

Any tailoring of the questions should be done in consultation with the health organisation’s Patient Reported Measures (PRMs) office and other relevant stakeholders, such as a Clinical Trial Steering Committee, Patient Working Group or Clinical Trial Consumer Representatives. Use of the survey should follow local PRMs policy, including obtaining any necessary approvals.

The survey can be built in REDCap, Microsoft Forms, or a similar platform, or it can be paper-based. There is the option to capture trial-specific comments via a dedicated or shared inbox (recommended), or through a follow-up phone call. These comments should be processed or managed separately by the relevant trial unit or department.  
Appendix 3 contains an Information Sheet that can be shared with trial sponsors or stakeholders, outlining the purpose of the survey, the data being collected and what will be shared. 
Suggested methods to implement PREMs surveys
The introduction of the PREMs survey should be communicated to all staff involved in clinical trials, for example, via a Memo, published on the Research Office intranet, and tabled at departmental meetings. 

The link/QR code for the survey can be shared with trial participants in several ways:
· Added to site-specific Participant Information Forms (with approval from Research Governance and the trial sponsor)
· Provided on postcards/paper handouts/fridge magnets
· Displayed on posters in clinic rooms
· Communicated via email with participants/families/carers (or added to email signature)
· Sent by SMS notifications
PREMs governance, reporting and evaluation
Organisations should designate an individual or team with responsibility for collating and analysing the clinical trial PREMs data, in consultation with the PRMs Officer. This designated party will generate reports for dissemination to the Board and Leadership teams according to the organisation’s PRMs Policy. Tailored reports can also be produced for specific audiences (e.g. clinical trial units, sponsors and participants as relevant).
Terms of use
This document is provided for free download. You are not permitted to sell or distribute it for commercial gain. When using the template, kindly acknowledge Sydney Health Partners.



Who to contact if you have questions regarding this document
Any general questions regarding this guidance or template can be directed to the SHP Clinical Trials Project Manager (shp.reprogram@sydney.edu.au).  Questions specific to a health organisation’s policy or practices should be directed to the PRMs Officer.
Your feedback on this document is appreciated 
Please complete this short survey by scanning the QR code or clicking the link below:
[image: A qr code on a white background

AI-generated content may be incorrect.]
https://sydney.au1.qualtrics.com/jfe/form/SV_e4JV725M4wAuqV0 
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[bookmark: _Appendix_1_–]Appendix 1 – Clinical Trial PREMs Survey Template
This template is a guide only and should be tailored to your requirements. Organisations/departments should review their current Patient Reported Measures (PRMs) Policy before using this survey template or implementing a PREMs program for clinical trials. Consult the PRMs Officer/equivalent before making any template changes. Please remove the blue instructional text prior to use.

[Add organisation +/- logo] 
[bookmark: _Hlk175577304]Clinical Trials Participant Feedback Survey
Your feedback matters for clinical trials! Please tell us what it was like to be in a clinical trial. Your answers will help us make the experience better for others. The survey is voluntary and anonymous. It won’t change your part in the trial or your care at [organisation]. 
By filling out this survey, you also consent to take part in it. If the information is used for research or published, approval will be asked from an Ethics Committee. Your identity will not be shared.
1. The department or clinic looking after my clinical trial is: (optional to answer) _______________ (free text or drop-down selection if using an electronic system)

2. What stage of the clinical trial are you currently at? (Please select one box) 
· I have agreed to join but I haven’t started yet
· I am currently on the clinical trial
· I have finished the clinical trial

3. The information I received covered all the topics I needed to know. (Please select one box)
· Strongly agree
· Agree
· Neither agree nor disagree
· Disagree
· Strongly disagree

4. The information was clear and easy to understand. (Please select one box)
· Strongly agree
· Agree
· Neither agree nor disagree
· Disagree
· Strongly disagree

5. The clinical trial process was explained to me in a way I could understand. (Please select one box)
· Strongly agree
· Agree
· Neither agree nor disagree
· Disagree
· Strongly disagree

6. I was comfortable asking any questions before I joined the clinical trial. (Please select one box)
· Strongly agree
· Agree
· Neither agree nor disagree
· Disagree
· Strongly disagree

7.  My views and concerns were listened to. (Please select one box)
· Always
· Mostly
· Sometimes
· Rarely
· Never
· I did not have any views or concerns

8. I was treated with respect and dignity. (Please select one box)
· Strongly agree
· Agree
· Neither agree nor disagree
· Disagree
· Strongly disagree

9. I know who to contact, if I have questions or concerns about the clinical trial. (Please select one box)
· Yes
· No

10. Overall, how would you rate your experience with the clinical trial process so far? (Please select one box)
· Very Good
· Good
· Neither good nor poor
· Poor
· Very Poor

11. What has been good about your experience so far?  (optional to answer) (free text)
Please don’t include your name or any personal information about yourself or the trial team who treat(ed) you.
	

	

	

	



12. What could have made your experience better? (optional to answer) (free text)
Please don’t include your name or any personal information about yourself or the trial team who treat(ed) you.
	

	

	

	



13. Based on your overall experience, how likely are you to encourage others to join a clinical trial? (Please circle your rating) (Reference: The Net Promoter Score – an asset to patient experience surveys?)
0	1	2	3	4	5	6	7 	8	9	10
0 = Not at all likely 								 10 = Extremely likely

14. Which language do you mainly speak at home? (Please select one box)
· English
· A language other than English
· Please tell us what language: ________________   (free text)

15. Are you of Aboriginal or Torres Strait Islander origin? (Please select one box)
· Yes, Aboriginal
· Yes, Torres Strait Islander
· Yes, both
· Neither Aboriginal nor Torres Strait Islander
· Prefer not to answer 

[bookmark: _Hlk175600189]Thank you for your feedback. We’ll use what you’ve shared to improve our clinical trial services.

Optional statement: 
If you wish to provide further feedback or have other concerns, please contact [add designated contact email]. Organisations should designate an individual or team with responsibility for monitoring the clinical trial PREMs data, in consultation with the PRMs Officer.
If using an electronic system, the above message could display after clicking the Submit button.
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This survey is based on a template developed by Sydney Health Partners available at: https://sydneyhealthpartners.org.au/ 


[bookmark: _Appendix_2_–]
Appendix 2 – Optional questions 
1. Have you been involved in a clinical trial before? (yes/no) 

2. Would you be interested in being involved in the design of future [disease] clinical trials or other research activities at XX? (need to supply name/email)
OR
Would you be interested in receiving information about other ways of being involved in clinical trials or other health research at XX (need to supply name/email)

3. Have the findings or outcomes of the study been shared, or offered to be shared with you?  (Yes, I have received the report. No, but I was told once report is available, I will be provided a copy. No, I wasn't offered this. Yes, but I do not want to see the report.)

4. Did anyone ask whether you had any cultural or religious beliefs that might affect the way you are/or were treated in this clinical trial? (yes/no)
5. Staff considered my individual needs (Strongly agree->Disagree scale)
OR
Were your individual needs considered? (yes/no)

6. 

[bookmark: _Appendix_3_–]
Appendix 3 – PREMs Information Sheet for Sponsors
Introduction
Under Australia’s National Clinical Trial Governance Framework, health organisations are required to seek regular feedback from clinical trial participants about their trial experiences. Health organisations routinely use Patient Reported Experience Measures (PREMs) to evaluate a range of services provided to patients, and this tool can also be used to gather feedback from clinical trial participants.
What are PREMs surveys?
PREMs are designed to capture the healthcare experiences of patients and their families or carers. The surveys are anonymous, voluntary and may be completed by participants at any time, with responses capturing their experiences at pre-defined stages of the care process. PREMs surveys include standardised, validated questions that explore patient experiences, values, preferences, satisfaction and expectations. The insights gathered are used to inform and support service improvement initiatives. 
What are the benefits of rolling out a PREMs program?
· Gain Valuable Insights: Understand the care experiences of participants.
· Enhance Person-Centred Care: Utilise participant feedback to tailor care to individual needs.
· Promote Integrated and Inclusive Healthcare: Support the delivery of comprehensive and inclusive services.
· Identify Opportunities for Improvement: Use feedback to drive continuous improvement and growth.
· Ensure Regulatory Compliance: Meet requirements such as the National Clinical Trials Governance Framework.
· Obtain Point-in-Time Feedback: Capture insights at specific stages of care, enabling timely adjustments and improvements.
PREMs for Clinical Trials
The PREMs Clinical Trial survey is used to capture feedback from clinical trial participants at 3 timepoints:
· After consenting, but before starting the trial
· During the trial 
· After completion of the trial


The focus of the survey is on the services provided by hospital staff as part of delivering the trial.  The survey is not about the nature of the trial or the intervention that is being 
tested.  Participants may choose to specify the clinical trial unit or department through which the trial is conducted, although this is not mandatory. If a participant has concerns regarding the conduct of a trial or any member of the study team, they are encouraged to contact the relevant department or the Research Governance team. A staff member will follow up with them directly. Any clinical trial-specific concerns that have not already been addressed by the study team will be escalated to the Sponsor or relevant stakeholder in a timely manner, based on the urgency of the issue.
Sharing of PREMs data with External Stakeholders
If requested, insights derived from the PREMs data can be shared with external stakeholders - such as trial Sponsors, research partners, funding bodies, and policy makers - to support transparency, inform service evaluation, and guide strategic improvements in healthcare delivery. 
Any data shared will be in a de-identified and aggregated format to protect participant confidentiality, and will align with ethical guidelines, privacy regulations, governance frameworks, and local PRMs policies.
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