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Patient Information Form in lay terms

 Patient Information Form for Applying Researchers (form)

Instructions for applicants
This part of the application will be evaluated by lay reviewers on the basis of:
· The readability of the information you provide with this form. Please put emphasis in a lay and comprehensive writing.
· The importance of the described research questions for patients
· The burden of the research participants
· The involvement of patients in the planning and the conduct of the research
Important:
· At full proposal stage, patient reviewers will assess the patient engagement in, and the relevance and feasibility of the proposals. Their assessment is considered in the overall assessment of the proposal. 
· Please answer the questions short and concise, write in Layman’s terms and address if possible all sub-items. If you are uncertain how to explain complex research to a lay person, please take some time to browse through these links:
http://www.plainenglish.co.uk/files/howto.pdf
https://hso.research.uiowa.edu/medical-terms-lay-language
https://www.elsevier.com/connect/authors-update/in-a-nutshell-how-to-write-a-lay-summary

1. Questions to explain your project to the patient reviewers
Important: the patient reviewers will evaluate if your answers are easy to understand 

a) Please type in the Acronym and Title of your project
	



b)  What is the disorder/impairment you address in your research proposal?
	



c) Hypothesis and research questions
· What assumption(s) will you test?
· What questions do you expect to answer with the proposed research?
	



d) How do you intend to find answers to the research questions? Briefly describe your research plan and research methods.
	



e) What is the rationale to choose a specific target group?
	



f) What are the expected results?
	[bookmark: _Hlk151542296]



g) Were patient representatives consulted in the process to design this study, if yes, how?
	



h)   Future: What will happen after the research has been executed? 
If the research turns out to be successful and provides the expected results, what will be the next steps/follow up? How can the study results be used in practice?
	



2. Relevance: How is your research relevant for patients and/or their carers? What are the patient related outcomes for this study?
· For which unmet medical need does your research provide a solution? How is this research important or relevant to patients and/or carers? e.g. does the patient gain a newer or better treatment or a treatment which poses less burden on or risk for the patient (Improvement of quality of life, Improvement of Care)?
· Could the results of the research make a difference to patients and/or carers? If yes, how would they make a difference? If not, why not? 
· On what terms do you expect the results of your research and/or (resulting) treatment to be available for patients?
· In case your proposal is rather basic science and does not include patients, please still point out what is the relevance of your research idea for patients on the long run 
	



[bookmark: _Hlk89423333]Please tick all statements that apply:
☐ The project will directly yield new diagnostics.
☐ The project will directly yield a new pharmacological treatment.
☐ The project will directly yield a new device.
☐ The project will yield valuable results that pave the way for a new diagnostics/treatment/new device in the short/mid/long term.

3.  Burden/Feasibility: Please outline the burden for the research participants: 
· What is expected of the research participants? E.g. how many times does a participant need to visit the research setting? What is the duration of each visit/treatment, and total time-investment? Describe briefly what the visit looks like.
· Does the participant need to carry out any tasks at home additionally (e.g. fill out questionnaires, do practices) and with what frequency?
· What are potential risks for the research participants? 
· How do you incorporate potential objections to the treatment/preferences for a particular treatment?
· When looking at the burden, please justify why you think your approach to recruiting people to participate is realistic?
	



4. Patient engagement 
[bookmark: _Hlk89422739]Please note that the term “patient research partners” refers here to patients and/or their carers, not the research participants.
Are or will patient research partners /patient organisations be involved in the different phases of your research? 
· In the research planning: will the research plan be discussed with them? 
· Will there be a patient brochure for patient information and consent and will patient research partners in the writing?  
· Are they involved to support the dissemination of the results?
· Are patient research partners/patient organisations acknowledge for their engagement, are they informed about the outcome?
	



5. Guidance and support of research participants: do you guide and support the research participants throughout the study?
· [bookmark: _Hlk89422847]In terms of acknowledgement of their time investment (keep it as minimal as possible)
· Reimbursement
· Are they well informed about the study, e.g. do they gain knowledge about their own impairment/the treatment?
	



6. Communication and dissemination of results
a) [bookmark: _Hlk89422922]How is the privacy of patients/patient data security and protection being dealt with? Is this communicated to the patients?
	



b) [bookmark: _Hlk89422982]How will the study progress and results be communicated to the study participants? How is the communication to future target groups, the general public, everyone for whom the results are relevant outlined (public version, open access, use of new media)? Does the dissemination strategy involve relevant stakeholders (e.g. health care providers, professional associations, health insurers)? 
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