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Royal North Shore Hospital Neurosurgery Department
PARTICIPANT INFORMATION SHEET AND CONSENT FORM

Pharmacogenomics guided antiplatelet selection strategy prior to intracranial or carotid stenting. 

Using genetics to choose appropriate antiplatelet medication
Invitation

You are invited to participate in a research study into pharmacogenomics based decision making for clopidogrel function. 
The study is being conducted by Dr Alice Ma at the Neurosurgery Department at Royal North Shore Hospital
Before you decide whether or not you wish to participate in this study, it is important for you to understand why the research is being done and what it will involve. Please take the time to read the following information carefully and discuss it with others, if you wish.

1. ‘What is the purpose of this study?’

The purpose is to investigate if pharmacogenomics can guide accurate prediction of clopidogrel response prior to intracranial or extracranial stenting. 
2. ‘Why have I been invited to participate in this study?’

You have been invited to participate in this study because you are due to have an elective intracranial procedure. 
3. ‘What does this study involve?’

If you agree to participate in this study, you will be asked to sign the Participant Consent Form.

The study procedure involves having a blood sample taken of 5 mls of for testing. 
This sample will be tested for genetic variants that have been known to determine the response to commonly prescribed blood thinning medications. Once your genetic profile has been determined we will select either the standard medication clopidogrel. If your genetic testing indicates that you are unlikely to respond to the standard medication then we will use an alternative prasugrel or ticagrelor. 
4. ‘What are the risks associated with this procedure?’

You may experience some mild discomfort and minor bruising or swelling at the site where blood sampling is collected.

5. ‘Will I benefit from this study?’

You will be contacted once the result of the test is known, to determine the correct antiplatelet regime. As this test is limited to pharmacogenomics testing for clopidogrel function, additional implications are limited. If further counselling is requested then a referral will be made with the genetic counselling service at Royal North Shore Hospital to explain what the results mean for you and to support you as necessary. 

6. ‘What happens if I don’t want to take part in the study?’

Participation in this study is voluntary. It is completely up to you whether or not you participate. If you decide not to participate, it will not affect the treatment you receive now or in the future. Whatever your decision, it will not affect your relationship with the staff caring for you.

7. ‘How will my confidentiality be protected?’

Although your sample will be linked to information identifying you, all aspects of this study will be kept confidential and only those conducting and monitoring the study will have access to your results. 

If you give us permission by signing the consent document, we plan to publish the findings in a peer review journal and present at a conference. 

In any publication, information will be provided in such a way that you cannot be identified. This study’s findings will be provided to you, if you wish and you can specify this at the time on enrolment
8. ‘What will happen to my sample after it has been tested?’

Your sample will only be used for the purpose of this research study. The blood or tissue sample/s you provide during the study will be destroyed at the completion of the study, although some samples may be kept if required by the laboratory’s accreditation standards.  
9. ‘Will I be able to get my sample back if I want?’

It may not be appropriate in all circumstances to return your sample, for example where this may pose a risk of infection. However you may contact your study doctor at any time and request that your sample be destroyed.
10. ‘How is this study being paid for?’

The study is being sponsored by research funds from the Neurosurgery Department at Royal North Shore Hospital. An unrestricted Ramsay Grant has been granted for the costs of the study. No money is paid directly to individual researchers. 

11. ‘What should I do if I want to discuss this study further before I decide?’

When you have read this information, the researcher Dr Alice Ma or a representative will discuss it with you and any queries you may have. If you would like to know more at any stage, please do not hesitate to contact her.
12. ‘Who should I contact if I have concerns about the conduct of this study?’

This study has been approved by Northern Sydney Local Health District HREC. Any person with concerns or complaints about the conduct of this study should contact the Research Office who is nominated to receive complaints from research participants. You should contact them on 02 99264590 and quote HREC reference number 2021/STE00625.
· Site Local Details:

Site: Royal North shore Hospital

Contact: Research Governance Manager

E: NSLHD-Research@health.nsw.gov.au
PH: 02 99264590

Site Reference: 2021/STE00625

13.  ‘What happens if I suffer injury or complications as a result of the study?’

If you suffer any injuries or complications as a result of this study, you should contact the study doctor as soon as possible, who will assist you in arranging appropriate medical treatment.

You may have a right to take legal action to obtain compensation for any injuries or complications resulting from the study.  Compensation may be available if your injury or complication is caused by the drugs or procedures, or by the negligence of any of the parties involved in the study. If you receive compensation that includes an amount for medical expenses, you will be required to pay for your medical treatment from those compensation monies. 

If you are not eligible for compensation for your injury or complication under the law, but are eligible for Medicare, then you can receive any medical treatment required for your injury or complication free of charge as a public patient in any Australian public hospital.

Thank you for taking the time to consider this study.

If you wish to take part in it, please sign the attached consent form.

This information sheet is for you to keep.
If you have any questions about the study contact the INR fellow through the Royal North Shore switchboard (02) 9926 7111
Royal North Shore Hospital Neurosurgery Department
CONSENT FORM

Pharmacogenomics guided antiplatelet selection strategy prior to intracranial or carotid stenting. 

Using genetics to choose appropriate antiplatelet medication
1. I,................................................................................................................. of................................................................................................................

2. agree to participate as a subject in the study described in the Participant Information Sheet set out above.
3. I acknowledge that I have read the Participant Information Sheet, which explains why I have been selected, the aims of the study and the nature and the possible risks of the investigation, and the statement has been explained to me to my satisfaction.

4. Before signing this consent form, I have been given the opportunity of asking any questions relating to any possible physical and mental harm I might suffer as a result of my participation and I have received satisfactory answers.

5. I understand that I may /may not be able to have my data deleted and this will not prejudice my relationship to the investigators or RNSH.
6. I agree that research data gathered from the results of the study may be published, provided that I cannot be identified.

7. I understand that if I have any questions relating to my participation in this research, I may contact Dr Alice Ma through Royal North Shore Hospital switchboard who will be happy to answer them.

8. I acknowledge receipt of a copy of this Consent Form and the Participant Information Sheet.

Complaints may be directed to the Research Office on Level 13, Kolling Building, Royal North Shore Hospital, St Leonards NSW 2065  

Phone 02 9926 4590 | email NSLHD-research@health.nsw.gov.au 

Signature of participant


Please PRINT name 


Date

____________________________________________________________________________

Signature of witness 


Please PRINT name


Date

____________________________________________________________________________

Signature of investigator 

Please PRINT name



Date

___________________________________________________________________________
Royal North Shore Hospital Neurosurgery Department 
Pharmacogenomics guided antiplatelet selection strategy prior to intracranial or carotid stenting. 

Using genetics to choose appropriate antiplatelet medication
REVOCATION OF CONSENT

I hereby wish to WITHDRAW my consent to participate in the study described above and understand that such withdrawal WILL NOT jeopardise any treatment or my relationship with the insert name of entities, Hospital or my medical attendants.

Signature





Date

Please PRINT Name

The section for Revocation of Consent should be forwarded to:

Dr Alice Ma,
Department of Neurosurgery

Royal North Shore Hospital

Reserve Rd

St Leonards 2065

Phone: 02 99267111
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