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	Activity
	What was the role of the PPI contributor(s)?
	What was the objective?
	How did it influence the study submitted? Please describe the benefit of the involvement.

	Include an individual patient, a caregiver and a patient organization representative to identify and prioritize patient relevant outcome measures (PROMs) as secondary outcome measures.

	The PPI contributors participated in a group meeting and gave input and advice on identifying important PROMs from the patient’s perspective.

	Ensuring that relevant PROMs are identified as secondary outcome measures
	With the help of the PPIs we identified patient satisfaction, cognitive outcome of patients as well as patient’s quality of life as new and underreported secondary outcomes. We further worked together to choose the optimal questionnaires and arrived at the PROMIS® questionnaire for Quality of Life, the MOCA for cognition and devised together the most important aspects of patient satisfaction in the hospital and follow-up setting. We also determined together at which time points these outcomes should be assessed and what would be reasonable from a patients perspective.

	Include an individual patient, a caregiver and a Patient Organization representative to identify and advice on potential weak spots in the study procedures, to optimize the study design and procedures to patient friendly design and procedures and to find the correct follow-up time
	In a first step, the PPI contributors were required to read and understand the study protocol in advance of the group meeting. Then, they participated in a group meeting and gave advice on identified weak spots in the study and procedures to help optimize the study schedule for involved patients.

	To identify possible weak spots in the study procedures and to optimize the study design and conduct into a patient friendly design to ultimately improve enrolment rates and study retention
	Together with the PPIs, we improved and simplified our visit schedule. Specifically, we reduced the blood sampling to the most essential number of samples, thought about training tools to improve psychological patient care (i.e. on ICU), developed the idea to also include patients relatives for assessing the patient satisfaction as this would yield more valid results, changed the timing of follow-up visits and confirmed 6 month as optimal endpoint of the study from a patients perspective

	Include an individual patient and a caregiver to give advice and input for formulating an easily understandable patient informed consent form.
As our PO Representative was very experienced, we didn’t want to miss her opinion in this process despite being not initially planned
	In a first step, the PPI contributors were required to read and critically assess the informed consent form regarding understandability, clearness and which expectations are addressed and which are not. In a second step, they were required to give their assessment/feedback to the investigators and advise on potential improvements to the informed consent form
	To create a easily understandable and appealing informed consent form for potential patients and their relatives to correctly address the patient expectations
	With the help of the PPIs we established an easy to understand patient informed consent form (ICF). We further clarified aspects of the ICF such as the benefit of the study and the concept of the two treatment methods. We further added more explanation on the surgical technique and the best medical treatment. Lastly we improved the visual design of the ICF as some aspects were confusing and not easy to grasp.

	Consulting an individual patient or caregiver to review the lay summary of the study and its goals for the grant proposal and later publication on our website.
With this we had again the help from all our PPIs as the opinions of a caregiver and a Patient Organization representative were very valuable.
	The individual patient or caregiver was required to have required to read the lay summary to assess and give feedback whether it is clearly understandable or not.
	To ensure the lay summary of the proposed project is easily understandable for the general public
	We identified and removed wording problems, potentially making the summary less suggestive while we also determined that the summary reflected the important aspects of the study and is easily understandable.

	Part II – During and after Study PPI Activities

	Phase
	Activity
	What is the role of the PPI contributor(s)?
	What is the objective?

	Management and study process
	Consulting a patient expert to be part of the data and safety monitoring board and conducting risk-benefit assessment and patient safety aspects within the DSMB.
	The patient expert is required to have experience in safety and regulation procedures. The PE is expected to actively participate in the DSMB and faithfully complete his appointed task of assessing risk and benefits for the involved participants. 

	Ensure patient perspective is taken into consideration for all questions and issues (i.e. safety) that arise during the study. Providing a patient relevant perspective to risks and benefits of the study and potential safety aspects.

	Data analysis/Management and study process
	As member of the DSMB, the Patient Expert will inadvertently be confronted with results from the regular interim analysis due to the nature of Bayesian modelling. The Patient Expert assesses the risk-benefit ratio according to these results together with the trial statistician
	The patient expert is required to have experience in safety and regulation procedures and basic statistic knowledge. The PPI is expected to actively participate in the DSMB and faithfully complete his appointed task together with the trial statistician.
	Ensure that important trends in the risk-benefit assessment are detected and that patient safety is maintained in collaboration with the rest of the DSMB.

	Dissemination and implementation
	Consulting patient an organization representative (i.e. EUPATI-CH or Fragile Suisse) and a caregiver and a patient regarding dissemination and communication of the study results to a broad audience in a patient friendly manner.
	The PPI team is expected to collaborate and actively participate in preparing the study results in an appealing and easily understandable fashion together with the study team. The PPI team is required to understand the meaning of the results and its impact on the community they represent.
	Ensure that the study results are clear, in lay language and appealing to effectively disseminate them in the relevant population so that the affected patients are addressed and aware of the results

	Evaluation
	Consulting the PPI Team involved in the study to evaluate the impact of PPIs at different study phases/milestones (i.e. Ethics approval etc.)., assessing “lessons learned” and potential improvements for future PPI involvement.
	The PPIs are expected to attend a debriefing and to actively participate in evaluating the impact of PPI, giving feedback regarding PPI involvement in the project and discuss potential improvements for future PPI activities/involvement. For that the PPI is required to have participated in previous PPI activities.
	Gaining important insights into the benefits and the impact PPI had on different phases/milestones of the study, discussing “lessons learned” and potential improvements for future PPI involvement in the present or future studies
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VISIT 5
	[bookmark: _Hlk155964847]Question
	Score (1=worst, 5=best)

	1. Did you have the impression that you were well looked after?

	☐ 1 point                     ☐ not known
☐ 2 points
☐ 3 points
☐ 4 points
☐ 5 points

	2. Were all of your questions answered properly (i.e. what the further problems of the disease could be, what happens in the future) and did you have the impression that you were taken serious?
	☐ 1 point                     ☐ not known
☐ 2 points
☐ 3 points
☐ 4 points
☐ 5 points

	3. Did you have the impression that enough time was allocated for you during your in-patient visit?
	☐ 1 point                     ☐ not known
☐ 2 points
☐ 3 points
☐ 4 points
☐ 5 points

	4. How satisfied are you with the treatment outcome (i.e. functional outcome, disability etc.)?
	☐ 1 point                     ☐ not known
☐ 2 points
☐ 3 points
☐ 4 points
☐ 5 points

	5. How satisfied are you with your treatment overall?
	☐ 1 point                     ☐ not known
☐ 2 points
☐ 3 points
☐ 4 points
☐ 5 points

	Total points
	





VISITE 6
	Question
	Score (1=worst, 5=best)

	1. Did you have the impression that you were well looked after?

	☐ 1 point                     ☐ not known
☐ 2 points
☐ 3 points
☐ 4 points
☐ 5 points

	2. Were all of your questions answered properly (i.e. what the further problems of the disease could be, what happens in the future) and did you have the impression that you were taken serious?
	☐ 1 point                     ☐ not known
☐ 2 points
☐ 3 points
☐ 4 points
☐ 5 points

	3. Did you have the impression that enough time was allocated for you during your in-patient visit?
	☐ 1 point                     ☐ not known
☐ 2 points
☐ 3 points
☐ 4 points
☐ 5 points

	4. How satisfied are you regarding the information received for the future after the trial?
	☐ 1 point                     ☐ not known
☐ 2 points
☐ 3 points
☐ 4 points
☐ 5 points

	5. How satisfied are you with your treatment overall?
	☐ 1 point                     ☐ not known
☐ 2 points
☐ 3 points
☐ 4 points
☐ 5 points

	Total points
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