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	Title of the study: Acceptance and Requirements of Smart Implants in Musculoskeletal Disorders: A Mixed-Methods Study  

	Acronym of the study: ARI-MSK 

	Sponsor of the study: Luxembourg Institute of Health (LIH)

	Scientific Principal Investigator of the study: Bernd Grimm, PhD
Head of Human Motion, Orthopaedics, Sports Medicine & Digital Methods (HOSD),
Department of Precision Health, LIH

	Contact details of the research team: smile@lih.lu


INTRODUCTION
If you are reading this document, it means you have shown interest in the ARI-MSK study by scanning our QR code or by visiting our dedicated webpage. This research study is part of an EU-funded initiative aiming to improve orthopaedic care through intelligent implant technology (SmILE - Smart Implants for Life Enrichment). 
In this study, the term “smart orthopaedic implant” refers to a standard orthopaedic implant (such as a hip or knee implant) that may include small sensors to monitor movement or healing. The term “digital health” refers to digital tools (such as secure software platforms) used to analyse this information and support follow-up care.
The purpose of this document is to provide you with information about the research study so that you can decide whether or not you wish to participate. Your participation is entirely voluntary. You may withdraw at any time without giving a reason. 
This study received a favorable opinion from the National Research Ethics Committee on 14.04.2026. However, you should not take this latter information as an incentive to participate in this study. 
WHAT IS THE PURPOSE OF THE STUDY?
It is important that you understand why the research is being done and what it will involve. Please read the following information carefully. Please ask the research team if there is anything that is not clear or if you need more information.
The purpose of this study is to better understand how participants and healthcare professionals perceive and accept the use of smart orthopaedic implants (that is, implants equipped with sensors to monitor recovery) and digital health technologies for monitoring recovery and mobility after orthopaedic surgery or trauma. Digital technologies are protected software systems used to safely store, analyse, and display health-related information. For example, data generated by an implant may be viewed in anonymised form on a secure research platform by authorised members of the study team or doctors.
Through this research, we indeed aim to identify the expectations, needs, and concerns of both public and professionals. These insights will help guide the design and future clinical implementation of smart implants and digital follow-up systems in Europe. The study conclusion will expect to finish within 24 months (March 2028).  Your participation will be only required for about one hour time.
HOW WILL THE STUDY BE CONDUCTED?
If, after reading this document, you decide to take part in the study, you will be invited to sign the consent form below and to schedule an interview with a member of the research team at a convenient time. This appointment will be made directly by email with a member of the research team.

As a participant, you will be invited to participate in one-on-one interview. This interview will last approximately 30-60 minutes and can take place either in person, by phone or via videoconference using WebEx, depending on your availability.
The interview will be focused on your experiences, perceptions, and understanding related to smart orthopaedic implants based on your knowledge on orthopaedic conditions or treatments.
You do not need any technical or medical knowledge of smart implants or digital health to take part; we are interested in your personal views and experiences.
It will be recorded using a mobile offline dictaphone, regardless of whether it is conducted online, over the phone or in-person. WebEx will only be used to facilitate the call, not to record it. The conversation will not be recorded through WebEx. Instead, a separate encrypted dictaphone placed near the WebEx communication will be used to record the audio The researcher may also take some handwritten notes of his thoughts during the interview. 
In addition, the researcher will also collect basic demographic and contextual information if you are a healthcare professional:
	Category
	Information Collected

	Age group
	Age range 

	Gender
	Gender identity

	Profession
	Type of healthcare profession 

	Work setting
	Place of work (e.g., hospital, clinic, rehabilitation centre)

	Years of experience
	Approximate number of years working in musculoskeletal care


Or a participant:
	Category
	Information Collected

	Age group
	Age range 

	Gender
	Gender identity

	Education
	Highest level of education completed

	Occupation
	Current employment or work situation

	Musculoskeletal condition
	Main diagnosed MSK condition he/she has knowledge of (e.g., osteoarthritis, osteoporosis, fracture)

	Living situation
	Living context (e.g., alone, with family, in assisted living)


This information will help to support the qualitative analysis. 

Figure 1: Process of your involvement as a participant  
WHAT WILL HAPPEN TO MY DATA?
Here is how your data will be handled:
· All collected data will be entered in a secure LIH server and a password-protected laptop.
· All identifying information, such as your name and contact details, will be deleted one month after the interview period.
· The audio recording of your interview will be securely stored while being transcribed into a text file. After verification, the audio file (together with your contact details) will be permanently deleted to protect your anonymity once transcribed.
· Any handwritten notes taken by the researcher during the interview will not contain personal information.
· Only anonymised data will be retained for analysis.
The anonymised data will be used for:
· Developing a conceptual framework to understand stakeholder perspectives and guide future innovation in smart implant systems
· Writing research articles for peer-reviewed journals
· Preparing communication material for project stakeholders and the public
· Presenting findings at scientific conferences and project meetings
You have the right to withdraw from the study at any time without providing a reason. If you choose to withdraw, all data that could identify you will be destroyed, unless anonymization has already taken place.
Consult the Data Protection Notice for more information about data processing, data storage, and your rights as a participant.
WHAT ARE THE POSSIBLE RISKS AND SIDE EFFECTS?
By participating in this study, you acknowledge that it does not involve any physical risk. Any potential discomfort would relate only to reflecting on personal experiences or opinions.
If at any point you feel uncomfortable about being recorded, you may pause the interview. If you prefer to stop altogether, the recording will be terminated and the corresponding data will be deleted.
WHAT ARE THE BENEFITS OF TAKING PART IN THE STUDY?
You will not benefit directly by taking part in this study. Your participation is voluntary. You will receive no form of compensation for your involvement or for any subsequent developments resulting from the study. 
However, your contribution is very valuable. By sharing your opinions and experiences, you will help researchers better understand the perspectives of public and healthcare professionals regarding orthopaedic care, rehabilitation, and the use of smart implant technologies. This knowledge may guide the development of safer, more effective, and more patient-centred approaches in future medical practice and research.
CONFIDENTIALITY AND PROTECTION OF PERSONAL DATA
All information collected in this study will be treated as strictly confidential. Only a small number of authorised persons from the Human Motion, Orthopaedics, Sports Medicine and Digital Methods (HOSD) research group at the LIH will have access to your identity in a confidential and secure manner but only for a short period of time.
Consult the Data Protection Notice in order to obtain detailed information in regards to the processing of your personal data and your rights, in accordance with the principles of lawfulness, fairness and transparency.
COSTS ASSOCIATED WITH YOUR PARTICIPATION
If you decide to participate in the study, there is no additional cost to you. Research-related visit is covered by the LIH.
COMPENSATION
If you take part in an interview during your regular working hours, you will receive a compensation of €40 per hour, in the form of a voucher. This compensation acknowledges the time spent participating in the study and the time taken away from professional duties and does not constitute a financial incentive.
INSURANCE
The LIH, as a Sponsor, has subscribed to an insurance policy (Zurich Insurance plc, Belgium Branch, Da Vincilaan 5, B-1930 Zaventem) in compliance with local laws. This policy covers any injury, damage or loss incurred by study participants, directly or indirectly, as a result of their participation in the study.
YOUR DECISION TO TAKE PART
Your decision to take part in this study is entirely voluntary. If you choose to take part, you may withdraw at any time without giving a reason.
Before participating, you will be asked to provide your written consent by signing this form. You will receive a copy of your signed document for your records.
As this is a non-interventional study, participation involves only completing a short interview. There are no medical procedures, treatments, or sample collections involved.
If you decide to take part in this study, we simply ask that you:
· Answer the questions as accurately and completely as possible;
· Participate in the interview, if invited;
· Inform the research team if you wish to withdraw at any time.
For further information about this study, please contact: smile@lih.lu

Consent Form
1. I declare that I have read and understood the information provided above. 
1. I have had enough time to consider my involvement in the study and to discuss it with a person of my choice, such as a member of my family. I have had the opportunity to ask all of the questions that have occurred to me in relation to the study and I have received satisfactory responses to each of them.
1. I am aware of what is expected of me as a participant in this study.
1. I am aware that my participation in this study is entirely voluntary and that I am free to withdraw at any time without giving a reason for my decision and without being held liable for any material or non-material damages. I will only need to inform the research team of my decision.
1. I understand that the persons authorised to work on this study will have access only to the information I provide through the questionnaire and interview. No medical records or biological samples will be collected.
1. I accept that the results from this study may be disclosed and reported in scientific publications. The way in which these results are presented will in no way enable me to be identified, either directly or indirectly.
1. As described in the information document on the processing of my personal data as part of this study, I understand that any personal information gathered in relation to this study will be treated as strictly confidential, in accordance with the General Data Protection Regulation (EU) 2016/679 of 27 April 2016 (known as the GDPR) and all subsequent texts replacing or supplementing this Regulation (in particular, Luxembourg’s law of 1 August 2018 on the organisation of its National Commission for Data Protection and the implementation of the GDPR).
1. I have received a copy of the present document together with the information document explaining how my personal data will be processed as part of this study.
In the table below, if you answer NO to any of the statements followed by an asterisk (*), you will not be able to take part in the study, as these are essential to its objectives.
	Consent Form 

	I willingly agree to take part in this study under the terms set out on the above information sheet. (*)
	NO
	☐

	
	YES
	☐

	I agree to be audio recorded under the terms outlined in the above information sheet. (*)
	NO
	☐

	1. 
	YES
	☐

	I hereby give consent to the processing of my personal data as part of the study based on the terms and conditions set out in the information document explaining how my personal data will be processed. (*)
	NO
	☐

	2. 
	YES
	☐



		Participant’s first and last name(s): ………………………………………………………………….………………………………...

Date of signature (day/month/year): .........................................................................................................

Signature of participant: ..............................................................................................................................






__ __ __ __ __ __ __ __ __ __ __ __ __ __ __ __ __ __ __ __ __ __ __ __ __ __ __ __ __ __ __ __ __ __ __ _

TO BE COMPLETED BY THE RESEARCH TEAM

I confirm that I have informed the participant of the aims, the nature and the duration of the study, together with the risks and procedures involved, and that he/she has agreed to take part. 

First name and Surname: 	

Date signed (day/month/year): 	………………………………………………………………………………………

Signature : 	……………………………………………………………………………………..

One copy to be given to the participant and one copy to the institution responsible for the study.
__ __ __ __ __ __ __ __ __ __ __ __ __ __ __ __ __ __ __ __ __ __ __ __ __ __ __ __ __ __ __ __ ____ __ __

Informed consent


Interview is scheduled


Interview is conducted
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