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Participant Information Leaflet
Study Title: Piloting a dyadic, client-driven communication intervention for persons with Parkinson’s disease and their close communication partners in the Irish context 
Thank you for considering participating in this research project. Before you decide if you want to take part, please read the information in this leaflet carefully. This document explains what this research is about, and what your participation would involve, to enable you to make an informed choice about taking part. 
Why is this study being carried out? 
Many persons who have Parkinson’s disease (PD) experience communication problems. These can include, for example, problems with the voice gradually getting weaker and quieter, and pronunciation becoming less precise, and therefore speech becomes less easy to understand. Also, many persons with Parkinson’s disease experience difficulties with language, for example finding the right word at the right time, or with starting an utterance in a conversation. Most studies on communication difficulties in PD only focus on the person with the diagnosis, and not their daily communication partners. 
We wish to carry out a pilot study for a communication intervention with persons with PD and their close communication partners, which involves using video-recordings of conversation interactions in their natural communication environment (your home, e.g. your living room or kitchen). 
We are investigating the following questions:
· Is the intervention acceptable to participants?
· How do they evaluate the intervention overall? 
· What are participants’ views on using video-recordings of their own interactions to identify communication successes and breakdowns, and communication goals to work on? 
· What are participants’ views on how well they achieve their communication goals? 
Who is carrying out the research? 
This research is being carried out by Abby Maher, April Keeling, Laura Condon and Caoimhe O’Sullivan, as part of their Bachelor’s degree in Speech and Language Therapy at University College Cork. Abby, April, Laura and Caoimhe are doing the study under the supervision of Ms Emma Gleeson and Professor Nicole Müller, Department of Speech & Hearing Sciences, UCC. 

Why am I being invited to participate? 
We are inviting you to take part because you are either a) a person who has a diagnosis of Parkinson’s disease and is experiencing communication difficulties associated with PD, or b) a person who is a close communication partner of a person with Parkinson’s disease (that is, a person who lives with the person with PD and / or is the person with whom the person with PD communicates most often). 
When and where will the study be carried out? 
This study will take place between September 2024 and April 2025, at University College Cork, at the Brookfield Health Sciences Centre on College Road. 
What will happen if I agree to take part? 
If you choose to take part, we will ask you to attend the Brookfield Health Sciences Complex on four occasions.
FIRST VISIT (BACKGROUND DATA COLLECTION)
Participant with Parkinson’s Disease: One of the Student Researchers will ask you about your education, age, gender, hearing, general language background, and your clinical history as it pertains to your diagnosis of Parkinson’s disease. She will also ask you to rate your own and your communication partner’s communication. You will be asked to participate in some communication screening assessments and a cognitive screening test. You will also be invited to have your hearing screened in the Brookfield Audiology Clinic. 
Communication Partner: One of the Student Researchers will ask about your education, age, gender, hearing, and general language background. She will also ask you to rate your own and your communication partner’s communication, using a rating scale. You will also be asked to participate in a cognitive screening test, and be invited to have your hearing screened in the Brookfield Audiology Clinic. 
The cognitive screening test that we will use is the “Mini-Mental State Examination” (MMSE). A score of 23 or lower (out of 30) indicates a possible cognitive impairment. If your score on the MMSE is at 23 or lower, Ms Emma Gleeson, who is a CORU-registered Speech and Language Therapist, will discuss this with you at the end of this session. If you wish, she can communicate your MMSE result to your GP. 
We will also provide you with a video camera and instructions on how to use it. 
We estimate that this visit will last approximately 2 hours. 
BETWEEN 1ST AND 2ND VISIT (VIDEO RECORDING OF INTERACTIONS AT HOME)
We will ask you to take the video camera home, and to take 6 to 8 video recordings of normal day to day conversation interactions between you and your communication partner. These recordings don’t need to be long: a few minutes each is sufficient. We estimate that you will need the video recording equipment for approximately a week, after which a member of the research team will pick the camera and recordings up from you.  
We will analyse your videos in order to prepare for your second visit. This second visit will take place approximately a week after we have collected your recording equipment. 
SECOND VISIT (COACHING SESSION 1): 2 weeks after the first visit
You will be invited, as a communication pair, to participate in an interview with one of the Student Researchers. This interview will try to gain an insight into your communication strengths and needs, as well as understanding any difficulties you identify yourself, and goals you have for your communication. This interview will be audio recorded and is expected to take 30-40 minutes to complete.
Additionally, during this visit, one of the Student Researchers will watch some samples of your videos together with you, to highlight what is working well in your communication. She will discuss your communication goals with you and provide strategies and tips for you to use.
This will also be audio recorded, and we estimate that it will take about 1 hour.
BETWEEN 2ND AND 3RD VISIT
We will ask you to take 6-8 more videos at home, this time while using the communication strategies we previously discussed, to be collected for analysis before your third visit. This period will run for approximately 3-4 weeks, to give you time to use the strategies and do the video recordings. We will analyse your videos in order to prepare for the third visit. This third visit will take place approximately a week after we have collected your recording equipment.
THIRD VISIT (COACHING SESSION 2): 4 weeks after previous visit
For this visit, one of the Student Researchers will view some extracts of your video recordings with you, to discuss communication strategies, and for you to evaluate what worked well and what didn’t work so well. The Student Researcher will support you in defining additional communication goals. 
We will again invite you both to participate in an interview with one of the Student Researchers, about your experience of the project, the strategies and any perceived improvements in your communicative interactions. 
We will audio-record this session, and we estimate that this visit will take about 1 hour. 
FINAL VISIT: FOLLOW-UP: 2 weeks after the previous visit
The final session we will invite you to is a follow-up, and will be scheduled approximately 2 weeks after your previous visit. During this meeting, we will invite you participate in another interview to discuss if and how your communication has changed, and your thoughts on how best to manage any communication difficulties. We will also invite you to rate the pilot intervention that you have participated in: For example, which elements you consider to be helpful, which might be superfluous, or what you would change. 
We will audio-record this session, and we estimate that this visit will take about 1 hour. 
Do I have to take part? 
Participation in this study is completely voluntary. There is no obligation to participate, and if you choose to do so, you can refuse to answer specific questions, or decide to stop participating in the study at any time. If you wish to withdraw your data, you may do so at any time up to two weeks after your final visit.
What are the benefits from participating?
You may find that participating in this pilot study is interesting, and you may find it useful in developing communication strategies. However, we cannot guarantee that you will find it so. You will not be paid for taking part. You may also find it useful and informative to have your hearing tested. The information you give us will benefit the research team, in that it can contribute to the further development and evaluation of communication interventions involving communication partners. 
Are there any risks to participating? 
We do not anticipate any negative outcomes from participating in this study. The Clinical Research Ethics Committee of the Cork Teaching Hospitals has approved this study as safe to carry out. It is very important to us that research participants do not experience any distress. If at any time you feel upset when you talk to us about your experiences, or you feel too tired to continue in any meeting, can you take a break, or arrange another date for the meeting, or decide to stop participating altogether. You do not have to give us any reason. 
If you do experience distress as a consequence of participating, you may contact your General Practitioner, the Parkinson’s Ireland Helpline 1800 359 359, or your assigned Parkinson’s disease nurse or specialist practitioner. 
What will happen to my data? 
All of the information you provide will be kept confidential and the research data will be pseudonymized (that is, we will assign fake names to the data and remove any information that could identify you, and we will keep all the research data we collect separated from your name and contact phone number or email address). Information you provide will be available only to the research team which includes: 
· Professor Nicole Müller, Head of School of Clinical Therapies, UCC
· Emma Gleeson, Lecturer at UCC and CORU Registered Senior Speech and Language Therapist SL014809, 
· Final year Speech and Language Therapy Students (Student Researchers) at UCC, Abby Maher, April Keeling, Caoimhe O’Sullivan and Laura Condon. 
The only exception is where information is disclosed which indicates that there is a serious risk to you or to others. Should this occur, a member of the research team will advise that an indication to report to the Safeguarding team has arisen.  You will be given the information and opportunity to self-report to the Safeguarding team, or for Prof Müller or Ms Gleeson to contact the Safeguarding team (Safeguarding Team Cork and Kerry: safeguarding.cho4@hse.ie / 021 492 7550).
All data will be stored on the UCC OneDrive platform (under Prof. Müller’s UCC IT account). Audio video recordings will be transferred to OneDrive as soon as possible after recording, and wiped from the recording devices. Notes from communication assessments and hearing tests, and your consent forms, will be scanned and the paper forms shredded as soon as possible after completion. Only Professor Müller, Ms Gleeson and the Student Researchers will have access to the OneDrive platform. 
The data will be stored for 10 years in line with UCC’s Code of Research Conduct. If not required for legal reasons, after 10 years, the Principal Investigator (Prof Müller) will destroy the data in line with UCC’s Code of Research Conduct. If you give permission to do so, researchers in the School of Clinical Therapies may analyse the pseudonymized data within this 10 year period, for example to make comparisons with similar studies. This could, for example, involve researchers reviewing the videos or interviews, to compare them with similar data about communication difficulties in Parkinson’s disease. Any future studies involving your data must be approved by a research ethics committee. 
This study is the basis of the Student Researchers’ final year dissertations for the BSc Speech & Language Therapy. They will include disguised quotations from the interviews in their dissertations, and they will report, in summary form, on the assessment results. The results of the study may also contribute to research publications and/or conference presentations. In reporting the results of this research, we will conceal your identity and you will not be able to be identified. 
Where can I get further information about this study? 
If you have any questions about this study, please contact: 
Professor Nicole Müller at nicole.muller@ucc.ie, or by post to Speech and Hearing Sciences Department, Brookfield Health Sciences Complex, College Road, Cork, T12 AK54
Or:
Ms Emma Gleeson at e.gleeson@ucc.ie, or by post at the same address

Or: 
Ms Abby Maher, Year 4 BSc SLT Student (121402106@umail.ucc.ie)
Ms April Keeling, Year 4 BSc SLT Student (121311263@umail.ucc.ie)
Ms Laura Condon, Year 4 BSc SLT Student (121345361@umail.ucc.ie)			
Ms Caoimhe O’Sullivan, Year 4 BSc SLT Student (121312031@umail.ucc.ie)

Thank you very much for taking the time to read this information leaflet!
If you decide to participate and wish to receive the results of the study, please get in touch, and we will be happy to send you a summary. 
If you agree to take part in this study, please sign the consent form.
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