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PARTICIPANT INFORMATION STATEMENT & CONSENT FORM
STUDY TITLE: Exploring the experience of individuals with Klinefelter Syndrome (XXY; KS) and parents of children with KS: a qualitative study investigating the journey through diagnosis, and access to support, in rural areas
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INVITATION:
You are invited to take part in a research study in the patient/parental experience of receiving a Klinefelter’s Syndrome diagnosis and to determine the access and availability of support services in rural / regional NSW. The questions/objectives of the study include: 
1. Does timing and delivery of KS diagnosis change the experience for parents or individuals diagnosed with KS? 

2. What factors influenced the process of receiving and coming to terms with the KS diagnosis?  

3. How do parents or individuals describe the support and information provided at the time of diagnosis? 

4. Does the specialty of the healthcare professional change the outcome of the diagnostic experience for individuals or parents? 

Why have I been invited to participate in this study?

You have been invited to take part in this research because you are either an individual with a diagnosis of Klinefelter’s Syndrome or a parent of an individual diagnosed with Klinefelter’s Syndrome. 

This Participant Information Sheet (PIS) will tell you about what is involved in the study and help you decide whether you wish to take part.  Please read this information carefully.  If there is anything you do not understand, or if you need more information about anything, please reach out via email or phone.  Before you make a decision, please feel free to talk things over with a relative, a friend or your own doctor.
What does this study involve?

If you agree to participate in this study, you will be asked to sign the Participant Consent Form. You will then be asked to participate in one semi-structured interview (approximately 40-60mins) via Zoom or Microsoft Teams depending on your preference. 

· These interviews will be audio recorded with your consent and will later be transcribed and de-identified. Audio recordings will be destroyed following transcription.

· Field notes may also be taken during the interview to capture non-verbal cues and contextual information. 

The research will generate qualitative interpretative data to be used to understand the complex experiences of participants. 

Will taking part in this study cost me anything, and will I be paid? 

Participation in this study will not cost you anything, nor will you be paid.
How is this study being paid for? 

This study is not being paid for by an external organisation. It is being supported by Charles Sturt University as part of the requirements of a Medical degree.
What if I don't want to take part in this study? 

Taking part in any research is entirely voluntary. You do not have to take part.. If you do decide to take part, you can withdraw at any time prior or during the interviews without having to give a reason. Please be assured that, whatever your decision, it will not affect your routine treatment, your relationship with those treating you or your relationship with the CSU Research Team. The research team will ensure that none of the published results contain identifiable information and participant information will be kept confidential. Furthermore, participants will be given access to their transcript via email, for a period of two weeks, in order to review/change/clarify their interview responses. Withdrawal of participation is permitted for up to two weeks following the interview, after which time you cannot withdraw. 
Are there risks and benefits to me in taking part in this study?

The risks of participating in this study are: 
- 
· Emotional sensitivity: discussing the journey through diagnosis and support can be emotionally challenging for both parents and individuals, leading to distress. 
· Emotional impact on parents: reflecting on your child's diagnosis and experiences may evoke strong emotions, including grief, anxiety, or frustration. This could be particularly challenging if you feel unsupported in your community.

· As a parent, discussing your child's diagnosis may lead to concerns about privacy, especially if the interview is recorded or published. Please be assured that all information will be deidentified and nothing that identifies you or your child will be published. 

Support contacts are available below. 
The benefits of participating in this study are: 
· Research may provide insight into the experience of parents of KS children, and individuals with KS, which may identify common challenges faced.

· The research may inform future healthcare providers and policymakers about gaps in services. 

· Findings may contribute to raising awareness about Klinefelter’s among healthcare professionals, educators, and the general public, which may lead to better recognition and understanding of the condition. 

· Engaging with parents may foster a sense of community and support among families, leading to the creation or expansion of local support networks.

· The research will help to understand the unique challenges faced in rural areas. 

While we intend that this research study furthers medical knowledge and may improve services in rural areas for Klinefelter’s Syndrome in the future, it may not be of direct benefit to you.
How will my confidentiality be protected?

All the information collected about you for the study will be treated confidentially. All interview audio recordings will be destroyed following transcription via an AI tool (Avidnote). Transcribed data will de de-identified. Any field notes will also be transcribed, de-identified and destroyed. Transcriptions will be securely stored on a CSU OneDrive in a password protected folder only the research team will have access to. 
By signing the consent form you are giving permission for this to be done.  All details obtained by those named will remain confidential. A report of this study may be submitted for publication, but individual participants will not be identifiable.

What should I do if I want to discuss this study further before deciding?

When you have read this information, you may contact the Research team further and ask any questions you may have.  If you would like to know more at any stage, please feel free to contact Dr Catherine Keniry, at ckeniry@csu.edu.au.

This information sheet is for you to keep.
Who can I contact if I require support?

The following organisations and support groups can assist you if you require further information on sex chromosomal aneuploidies including Klinefelter Syndrome.

1. Australian X and Y Spectrum Support 
https://axys.org.au/ Hotline: 0412 038 142

2. Genetic Alliance Australia
https://www.geneticalliance.org.au/conditions.php
Email: info@geneticalliance.org.au, Ph: +61 2 9295 8359

Who should I contact if I have concerns about the conduct of this study? 
Charles Sturt University’s Human Research Ethics Committee has approved this project. If you have any complaints or reservations about the ethical conduct of this project, you may contact the Committee through the Research Integrity Unit via the following contact details: 
The Presiding Officer 

Human Research Ethics Committee 

Research Integrity Unit 

Locked Bag 588 

Wagga Wagga NSW 2678 

Phone: (02) 6933 4213 
Email: ethics@csu.edu.au 

Any issues you raise will be treated in confidence and investigated thoroughly, and you will be informed of the outcome.

Exploring the Experience of Individuals with Klinefelter Syndrome (XXY; KS) and Parents of Children with KS: a study investigating the Journey through Diagnosis and Access to support in Rural Areas 
PARTICIPANT CONSENT FORM

I,  .………………………………………………………………..…….………[name] 
of………………………………………………………………………………[address] 

have read and understood the Participant Information Statement for the above named research study and have discussed the study with  ………………………………………………… ……………………………………...


· I have been made aware of the procedures involved in the study, including any known or expected inconvenience, risk and discomfort and of their implications as far as they are currently known by the researchers.

· I freely choose to participate in this study and understand that I can withdraw at any time.

· I hereby agree to participate in this research study.

Name (Please Print):
.

Signature:

Date: 
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