Participant Information Sheet

Study title: Ideal timing of subconjunctival anaesthesia before intravitreal injection treatment. 
Locality: Eye Clinic, Canterbury District Health Board, New Zealand
Ethics committee ref: 19/CEN/105
Lead investigator: Dr Lucy (Jiyeon Kim)
Contact phone number: 0211126457


You are invited to take part in a study on ‘Ideal timing of subconjunctival anaesthesia before intravitreal injection treatment’.  Whether or not you take part is your choice.  If you don’t want to take part, you don’t have to give a reason, and it won’t affect the care you receive.  If you do want to take part now, but change your mind later, you can pull out of the study at any time.  

This Participant Information Sheet will help you decide if you’d like to take part.  It sets out why we are doing the study, what your participation would involve, what the benefits and risks to you might be, and what would happen after the study ends.  We will go through this information with you and answer any questions you may have.  

If you agree to take part in this study, you will be asked to sign the Consent Form on the last page of this document.  You will be given a copy of both the Participant Information Sheet and the Consent Form to keep.

This document is 5 pages long, including the Consent Form.  Please make sure you have read and understood all the pages.

What is the purpose of the study?
· We are currently conducting a study to measure an association between waiting time after local anaesthetic injection and patient’s perception of pain level with the following treatment injection. This is to progress our knowledge in the hope of improving the quality of care we provide to you in the future.
· Currently we wait minimum of 2 minutes after local anaesthetic injection before we give intravitreal injection. However, there is not enough evidence available to support how long we really should wait in order to achieve satisfying anaesthetic effect. Hence in this study, we will be dividing participants into 4 groups of different waiting time (2, 3, 4, and 5 minutes) and measure the level of pain perception during intravitreal injection. This is to see if the longer waiting time does truly provides more analgesic effect, and if so then by how much. 
· You will be reassured to know that the minimum waiting time in these 4 groups is 2 minutes, which is equivalent to our current practice in CDHB. 
· We will ask you to draw a number out of a bag and this will have the waiting time value written on it. You will then pass the number to an injector, without checking it yourself, and the injector will comply with the written waiting time before giving you intravitreal injection. Again, be assured that the rest of the procedure will not be different from our usual intravitreal injection procedure in CDHB.

· We advise you not to check the number in order to reduce bias error. Although no clear evidence is available, people often think longer waiting time equals more analgesic effect and thus less pain. Therefore the study will be carried out with you unaware of the waiting time period. However you are more than welcome to ask what the number was once you have answered our simple questionnaire at the end of this procedure.
· This study is not funded in any form or method. It is being conducted purely for scientific reasons so we get more knowledge and understanding in this area.
· If you have any questions you would like to ask, you can talk to one of the injectors. Otherwise, please contact Dr Lucy Kim, an ophthalmology registrar at CDHB. Her contact detail will be written on the page 3.

What will my participation in the study involve?
· You are chosen to participate in this study because you are enrolled to have intravitreal injection treatment at CDHB. 
· As stated above, you will be asked to draw a number out of a bag with a number written on it (waiting time 2, 3, 4 , or 5 minutes). Please give this to the injector without looking at it. She/He will then wait that specific amount of time before giving you intravitreal injection.
· She/he will then ask you to complete a questionnaire (3 simple questions regarding the pain level you have experienced during the treatment). Please be honest with your answer and do not feel afraid to voice negative impression if any. 
· Apart from the above two steps, the rest of the treatment will be exactly the same as your usual injection treatment.  No follow up is needed.
· We will collect information on your age, ethnicity, treating diagnosis, treatment agent, and the number of intravitreal injections you have received in total. This information will stored anonymously, meaning people will not be able to identify you based on the data later on.

What are the possible benefits and risks of this study?
· The risk this study carries is minimal as it does not differ to the routine treatment procedure we provide in CDHB. We routinely wait between 2-5 minutes after local anaesthetic injection to let it ‘work’ so we can give you intravitreal injection with less discomfort. 
· This study will give us more information on how many minutes we should wait to provide you satisfactory analgesic effect while minimizing unnecessary delay time during the procedure. Hopefully the findings will enable us to come up with solid procedure guideline which will:
1. Provide patients satisfactory pain control during the intravitreal injection treatment.
2. Minimize the unnecessary delay time during the procedure so we can accommodate more patients per time, which will then reduce the chance of your next treatment getting delayed. 
 
Who pays for the study?
· This study has not been funded by DHB or an external source.
· Participants will not incur any cost. 

What if something goes wrong?
· If you were injured in this study, you would be eligible to apply for compensation from ACC just as you would be if you were injured in an accident at work or at home. This does not mean that your claim will automatically be accepted. You will have to lodge a claim with ACC, which may take some time to assess. If your claim is accepted, you will receive funding to assist in your recovery.

If you have private health or life insurance, you may wish to check with your insurer that taking part in this study won’t affect your cover.

What are my rights?
· This study recruits participants through intravitreal injection clinic in CDHB. You will be asked if you would like to participate in the study. However you have a right to decline to participate, or to withdraw later if you wish. Be assured that you will not experience any disadvantage by choosing to say ‘no’.
· You have the right to access information about you collected as part of the study.
· No personal identifying information will be recorded. The collected data will be anonymized in order to keep privacy and confidentiality of participants. 

What happens after the study or if I change my mind?
· The collected study data will be stored in the form of an Excel document with all information de-identified. The data will be stored for 5 years and then the lead investigator of the study, Dr Lucy Kim, will destroy it. The lead investigator and co-investigators will be the only ones having e an access to the data during this period.
· This is a one off participation and you are not expected to repeat participation in the future. No follow up is required. However, if you later decide that you do not want to participate your information in this study any longer, please let Dr Lucy Kim know and she will remove your data from this study.

Who do I contact for more information or if I have concerns?
If you have any questions, concerns or complaints about the study at any stage, you can contact: 

Dr Lucy Kim
0211126457
Lucy.kim@cdhb.health.nz

If you want to talk to someone who isn’t involved with the study, you can contact an independent health and disability advocate on:

Phone: 	0800 555 050
Fax: 		0800 2 SUPPORT (0800 2787 7678)
Email: 		advocacy@advocacy.org.nz
Website: 	https://www.advocacy.org.nz


For Maori health support please contact :

Christchurch Hospital Te Komiti Whakarite
	Phone:		(03) 364 0640 Ext 86154
	Email: 		jenna.manahi@cdhb.health.nz

You can also contact the health and disability ethics committee (HDEC) that approved this study on:

	Phone:		0800 4 ETHICS
	Email:		hdecs@moh.govt.nz
Please note that HDEC only approves the ethical aspect of the study.

Consent Form

Please tick to indicate you consent to the following 
	I have read, or have had read to me in my first language, and I understand the Participant Information Sheet.  
	
	

	I have been given sufficient time to consider whether or not to participate in this study.
	
	

	I am satisfied with the answers I have been given regarding the study and I have a copy of this consent form and information sheet.
	
	

	I consent to the research staff collecting and processing my information, including information about my health.
	
	

	If I decide to withdraw from the study, I agree that the information collected about me up to the point when I withdraw may continue to be processed.
	
	

	I understand that my participation in this study is confidential and that no material, which could identify me personally, will be used in any reports on this study.
	
	

	I know who to contact if I have any questions about the study in general.
	
	

	I understand my responsibilities as a study participant.
	
	



Declaration by participant:
I hereby declare that I am accepting of the above terms and consent to take part in this study.
	Participant’s name:

	Signature:
	Date:



Declaration by member of research team:
I have given a verbal explanation of the research project to the participant, and have answered the participant’s questions about it.  I believe that the participant understands the study and has given informed consent to participate.
	Researcher’s name:

	Signature:
	Date:
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