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If there is anything that is not clear or you would like more information, please contact:
Rosie O Shea, Principal Genetic Counsellor.
Phone: 353 1 4103759 Email: rososhea@stjames.ie

Research team

A/Prof. Emer Guinan, Associate Professor in Cancer Rehabilitation and Survivorship,
Trinity College Dublin, Ireland
Prof Alanna Rahm, Genetic counsellor and Program Director, National Institutes of
Health, USA
Jennifer Nuk, Genetic Counsellor and Practice lead - Hereditary Cancer Program,
British Columbia, Canada
A/Prof. Laura Forrest, Genetic Counsellor, Familial Cancer service, Peter MacCallum
Cancer Centre, Melbourne, Victoria, Australia
Dr Terri McVeigh, Consultant Geneticist, Cancer Genetic Service, Royal Marsden
Hospital, London, UK,
Alekhya Narravula, Genetic Counsellor, CEO and founder of Genelinx
Roberta Horgan and Pat Fahey, Lynch syndrome Ireland patient support group and
Tara Clancy and Krista Costello, BRCA Ireland support group
Data handlers - Alison Duddy and Iman McKeon Makki, Genomic associates, Cancer
Genetic Service St James Hospital and Alekhya Narravula, CEO and Genetic
Counsellor at GeneLinx and Emmanuel Vitashie, Genetic counselling associate,
GenelLinx GmbH, Keibelstral3e 4, 10178 Berlin, Germany
The project is funded by the Irish Cancer Society Allied Health Professional Research award
2023.
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Invitation: You are being invited to take part in the Access to Cascade Genetic Testing (ACGT)
research study to be carried out at St. James’s Hospital in partnership with Trinity College
Dublin by Assistant Professor Rosie O Shea, Principal Genetic Counsellor and Professor Karen
Cadoo.

Before you decide whether or not you wish to take part, you should read the information
provided below carefully and, if you wish, discuss it with your family, friends or GP (doctor).
Take time to ask questions - don’t feel rushed and don’t feel under pressure to make a quick
decision.

You should clearly understand the risks and benefits of taking part in this study so that you
can make a decision that is right for you. This process is known as ‘Informed Consent’.

You don't have to take part in this study. If you decide not to take part it won't affect your
future medical care.

You can change your mind about taking part in the study any time you like. Even if the study
has started, you can still opt out. You don't have to give us a reason. If you do opt out, rest

assured it won't affect the quality of treatment you get in the future.

If you wish to opt out, please contact Rosie O Shea, Principal Genetic Counsellor, Phone 01-
4103759, Email: rososhea@stjames.ie who will be able to organise this for you.

Thank you for reading this information leaflet.
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Why is this study being done?

Hereditary cancers place people at a higher lifetime risk of developing cancer. Hereditary
Breast and Ovarian Cancer (HBOC), caused by BRCA genes, and Lynch Syndrome (LS) are
examples, where there is a higher risk of breast, ovary, prostate, colorectal and endometrial
(womb) cancers occurring. Cascade genetic testing is the process of HBOC and LS family
members choosing to have genetic testing for the specific familial cancer gene variation.
Currently, individuals requesting this testing wait two years to access pre-test genetic
counselling and consent to testing. Due to the significant delay, an alternative pilot digital
platform with the required pre-test and consent information is being trialled to understand
the acceptability to individuals undergoing cascade genetic testing.

This project will ask;

1. What is the acceptability of cascade genetic testing using an online tool for pre-test
information and consent?

2. What are participant’s satisfaction and acceptability levels regarding an alternative way to
access cascade genetic testing?

Why am | being asked to take part?

You are being invited to take part in the study because you have been referred for cascade
testing for HBOC or LS and are on the current cancer genetic service wait-list.

Do | have to take part? What happens if | say no? Can | withdraw?

Taking part in this research study is voluntary and it is up to you to decide whether to take
part or not.

If you decide to take part in the study, you are free to withdraw your consent at any time
and without giving a reason. This would not affect the level of care you receive. Data
collected on you up to that point will be retained for auditing purposes, it will not be
possible to destroy healthcare data already included in research, as this could impact on the
research results.

If you want to withdraw from the study contact Rosie O Shea on Phone:(01) 4103759 or
Email: rososhea@stjames.ie.
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How will the study be carried out?
The study will be carried out in St. James’s Hospital by the Cancer Genetics Study Team who
will be working with GenelLinx GmbH, Keibelstral3e 4, 10178 Berlin, Germany to deliver the
pre-test genetic counselling information and consent.

If you wish to take part in the study, we will send you an invitation via e-mail or text message
to offer the digital pathway as an alternative to waiting two years to arrange an appointment
to speak to or meet with a genetic counsellor at our telephone, in-person or telehealth clinic
in St. James's Hospital.

We will ask you to sign a digital consent form to participate in the study and then send a link
to you via e-mail to sign up to the GenelLinx digital platform to receive pre-test information
and consent to genetic testing. This will give us your permission to order your genetic test
and organise a follow up telephone, in-person or telehealth appointment with a genetic
counsellor for your result. On the platform we will ask you for family history and medical
information and who in your family has the BRCA or LS gene. This information will be stored
in your medical record as part of clinical care. About 100 patients will take part in this study
in St. James’s Hospital over the next two years.

What will happen to me if | agree to take part?

As you are on the current waitlist of the cancer genetic service in St James Hospital to
consider BRCA or LS cascade genetic testing you will receive a link to study-specific webpage
(Gene-linx.com/ACGT) via automated SMS through the hospital system. You can review
information about the study and download this participant information leaflet to consider
taking part. If you choose to participate in the ACGT you will select to enrol in study and be
asked to enter your telephone number and you will receive a one-time password for
verification. Once verified, you will be asked to complete the following details; full name,
date of birth, email and to provide consent to enrol in the study. Once consented to the
research, you will be asked to complete a family and medical history form. This will be
reviewed by your genetic counsellor and you will then receive a link via e-mail to review the
pre-test digital educational genetic counselling content. Once you have engaged with this
content review you will be asked knowledge, wellbeing and acceptability questions
regarding receiving digital pre-test genetic counselling. If you wish to proceed with genetic
testing you will be asked to complete a digital consent form and your genetic counsellor will
order the relevant genetic test and arrange a follow up video telehealth appointment for
your results. The clinical research team will ensure all relevant clinical information is
included in your medical record. If you experience psychological distress at any point or wish
to speak to a genetic counsellor you can contact Rosie O Shea on Phone:(01) 4103759 or
Email: rososhea@stjames.ie.
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Are there any benefits to me or others if | take part in the study?

The benefits for you as an individual if you take part in the ACGT study is to receive more
timely access to pre-test and consent information for cascade genetic testing, instead of
waiting two years. You will receive post-test genetic counselling in the usual way. By taking
part in the study you will be helping the research team to find out more about the
acceptability of an alternative digital pathway to improve access to genetic counselling and
testing genetic and how this can be used in the future service delivery.

Are there any risks to me or others if | take part in the study?

The study will involve up to one hour of time to engage in the pre-test digital platform,
which is the maximum time it takes to complete an appointment with a genetic counsellor.
You will receive results of genetic testing with the support of a genetic counsellor and may
experience distress depending on the outcome of the test. The study involves using de-
identified results from the research questionnaires and outcomes of the intervention with
the wider research group to review during the publication process. The researchers employ
multiple strategies including implementing the appropriate technical and organisational
measures to ensure the highest security. However, there is a risk that the research
information may experience a data breach. A data breach occurs when the data for which
your company/organisation is responsible experiences a security incident resulting in a
breach of confidentiality, availability or integrity. If a data breach was to result in a risk to the
rights and freedoms of patients, affected individuals would be informed

What will happen if something goes wrong when I’'m taking part in the study?

If you have a concern about or need assistant through any part of this study, you should ask
to speak to the study team at St. James’s Hospital who will do their best to answer your
questions. If you remain unhappy and wish to give formal feedback, you can do this through
the Patient Experience Office. Their contact details are: The Complaints Officer, The Patient
Experience Office, Quality and Safety Improvement, St James’s Hospital, James'’s Street,
Dublin 8

Telephone: (01) 410 3361 or (01) 428 4248

Email: patientfeedback@stjames.ie

If you require counselling support after your genetic test result a referral to a counselling
service via your general practitioner can be facilitate and signposting to the relevant health
service executive counselling and mental health supports available if you experience
psychological distress.

What other treatments are available to me?

You may choose to opt out of the digital pathway and if so you will remain on our waitlist to
receive usual care via a genetic counsellor at our telephone, in-person or telehealth clinic in
St. James’s Hospital.
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Will | be told the outcome of the study? Will | be told the results of any tests or
investigations performed as part of this study that relate to me?

The outcome of the study will be presented at medical conferences and published in
medical journals. You will receive your individual genetic test results as per usual clinical care
via a genetic counsellor at our telephone, in-person or telehealth clinic in St. James'’s
Hospital. You will not be named in any publications relating to this study.

What information about me (personal data) will be used as part of this study? Will my
medical records be accessed?
The research will collect your personal information which may include:

Your name, your address, e-mail and telephone number

Your age, date of birth, gender and ethnicity

Your family history of cancer

Your genetic test results

Your health and medical history: previous illnesses, any cancer screening or treatments
received, medicines, medical procedures

To obtain this information we will ask you to complete a family and medical history online
guestionnaire and with your consent, the study team will ensure the correct digital content
and test is order for you in line with your medical records.

| What will happen my personal data? |
Outline what will happen to the participant’s personal data.

e The researchers will only obtain and use specific data necessary for this study.

¢ Deletion of medical records is as per hospital records management policies.

¢ Deletion of study specific site files will be conducted, with permission of Prof Cadoo,
at the end of the 30 year archiving period, electronic deletion by St James’s
Information Management Services (IMS). Research data will be deleted after 5 years

e Your identifiable data will be collected and processed electronically by the study
collaborators GeneLinx GmbH, Keibelstral3e 4, 10178 Berlin, Germany, in order for the
research to be carried out. The researchers will protect your data using all available
resources.

| Who will access and use my personal data as part of this study? |
Professor Cadoo and Assistant Prof Rosie O Shea, Principal Genetic Counsellor and genomic
associates will have access to your personal data as part of this study.

These researchers will review your medical record as part of usual care and clarify any
information with you to ensure an accurate assessment and test is provided with your
consent. You can also contact the research team to update any information.
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Your clinical data will be used as part of your usual care to provide accurate genetic
counselling and remain confidential in your medical record at the Cancer Genetic Service at
St James Hospital. The research data will be pseudonymised in the GenelLinx platform then
be sent securely to the cancer genetics study team at St James Hospital. None of the other
research team members will have access to your identifiable data.

| Will my personal data be kept confidential? How will my data be kept safe? |

All data collected about you will be held according to the law under the General Data
Protection Regulation (GDPR) and stored in secure files on a database called Progeny and in
your medical record on St. James's hospital electronic record. Data will be processed by
GenelLinx GmbH, Keibelstral3e 4, 10178 Berlin, Germany, in order for the research to be
carried out. Any research data will be stored on computers linked only to members of the
study team. Electronic consent forms will be stored within secure folders on the Genelinx
platform and in a secure restricted access folder on the cancer genetic secure drive. Genetic
testing after digital consent will occur in the usual way via remote saliva sample collection
sent via DHL to Blueprint genetics Keilaranta 16 A-B, 02150 Espoo Finland for testing. The
research genetic counsellor will order the relevant genetic test with Blueprint genetics
online ordering portal. To complete the order your full name, DOB, address, telephone
number, e-mail and clinical information are required. To facilitate the genetic test Blueprint
genetics laboratory will store your DNA and information for one year and then discard all
information. There is an option for you to store your DNA for longer with the testing
provider. If you wish to do so you can complete the optional consent form provided with the
sample kit you receive and send this back with your sample. Instructions on sampling are in
the Blueprint kit provided as part of usual care. You will receive the results of your genetic
test 4-6 weeks after the laboratory receive your sample. The results appointment will be
with the research genetic counsellor via video telehealth.

A data protection impact assessment was carried out and the risk identified was
minimal/low.

| What is the lawful basis to use my personal data? |
The study team can only use your data if they have a lawful reason for doing so. GDPR is the
law that the study team follow to protect your personal data.
Under Article 6 of GDPR, using your data shall be lawful because the following applies:
6(e) - processing is necessary for the performance of a task carried out in the public
interest or in the exercise of official authority vested in the controller
Only data required to achieve this purpose will be collected.

Under Article 9 of GDPR, processing of genetic data is lawful because:

9(j) Processing is necessary for archiving purposes in the public interest, scientific or
historical research purpose or statistical purpose
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What are my rights?

The following are the rights you have in relation to your study data.
- to access the data held and a copy of the data.
to restrict the use of the data held.
to have any inaccurate information about you corrected or deleted.
to have your personal data deleted.
to withdraw consent

to lodge a complaint with the Data Protection Commissioner

Your rights to access, change or move your information are limited, as we need to manage
your information in specific ways in order for the research to be reliable and accurate. If you
withdraw from the study, we will keep the information about you that we have already
obtained for auditing purposes. To safeguard your rights, we will use the minimum
personally-identifiable information possible.

PART 3 - COSTS, FUNDING & APPROVAL

Will it cost me anything if | agree to take part?

You will not receive any money for taking part in this study and travel expenses will not be
repaid to you.

| Who is funding this study? Will the results study be used for commercial purposes? |
The ACGT research study is being organised by the cancer genetics service at St James
Hospital, Dublin headed by Professor Karen Cadoo and Assistant Professor Rosie O Shea and
in collaboration with Trinity College Dublin, The Royal Marsden Cancer Genetics Unit, The
National Institutes of Health, Division of Genomic Medicine, Peter MacCallum Cancer
Centre, Lynch syndrome Ireland, BRCA Ireland support group and GenelLinx. The study is has
received funding from the Irish Cancer Society, Allied Health Professional Research Award
2023. The results of the study will not be used or disclosed for commercial purposes.

| Has this study been approved by a research ethics committee? |
This research study was reviewed at by an independent group of people, called a Research
Ethics Committee to protect your safety, rights, wellbeing and dignity. This study has been
reviewed and given favourable opinion by The St. James’s Hospital/Tallaght University
Hospital Joint Research Committee (JREC) - researchethics@tuh.ie on 01/04/2025.

| Will my personal data and/or biological material be used in future studies? |
The personal data you provide for this study will not be used for future studies.
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| Where can I get further information? |
If you have any further questions about the study or if you want to opt out of the study, you
can rest assured it won't affect the quality of treatment you get in the future.

If you need any further information now or at any time in the future, please contact:

E5lF] Trinity College Dublin
if aldiste s Trioabide, Baile Atha Cliss

Name: Rosie O Shea

Role: Principal Genetic Counsellor and Assistant Professor Trinity College Dublin

Address: Cancer Genetic Service, HOPe Directorate, Orla Beggs House,40 James'’s Street, St
James's Hospital, Dublin 8,D08 WR52

Phone number 01 4103759

| What happens if | wish to make a complaint? |

If you have a concern about any aspect of this study, you should ask to speak to the study
team at St. James’s Hospital who will do their best to answer your questions. If you remain
unhappy and wish to complain formally, you can do this through the Patient Experience
Office. Contact Details:

The Patient Experience Office,

Quality and Safety Improvement Office,

St. James’s Hospital,

James’s Street,

Dublin 8.

Telephone: (01) 4103361 or (01) 4284248

Email: patientfeedback@stjames.ie

| Will I be contacted again? |
We may wish to contact you as part of the study for further information or if any details
collected on the online platform require clarification.
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