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Participant Information Sheet 

	Project Title
	Patient risks associated with the use of blue and green ambient light in modern interventional suites: an anaesthetic perspective

	Short Title
	Influence of ambient lighting conditions on anaesthetic risk

	Name of Researchers
	Principal Investigator Professor André van Zundert 
Associate Investigators: 
Benjamin Keir; Dr Maria Moon; Anita Pelecanos, and Associate Professor Kerstin Wyssusek

	Location
	Royal Brisbane and Women’s Hospital

	HREC Number
	LNR/2018/QRBW/43509


Invitation to participate in the study
You are invited to take part in this research project as you are a staff member of the Anaesthetic and Perioperative Department at the Royal Brisbane and Women’s Hospital. Before you decide to be involved, we would like to give you more information about the study to clearly explain its purpose and what participation will involve. 

Your decision to participate is completely voluntary. You may withdraw your involvement at any time by notifying a member of the research team and submitting the “Revocation of Consent” form attached. 
Please read the Information Sheet carefully and ask questions about any information in the statement that you may need clarified. Once you understand the project and decide to enrol in the study you will be asked to sign the consent form. By signing the consent form, you indicate that you understand the information and that you agree to participate in the research study. You will be given a copy of the Consent Form and this Information Sheet to keep as a personal record.

This research has been approved by the Hospital Research and Ethics Committee at The Royal Brisbane and Women’s Hospital. 

Background
Improvements in high-precision intraoperative imaging have resulted in minimally invasive, image-guided interventions in surgery, gastroenterology, cardiology and radiology, benefiting both the patient and the proceduralist. These procedures require the administration of anaesthesia and occur under blue and green ambient lighting to optimise visible enhancement of contrast dyes. The blue green light spectrum from the change in lighting may negatively affect the visual performance of anaesthetists by reducing their ability to accurately read labels when preparing and administering medications and assessing patients. This could result in:
•
medication incidents involving incorrect drug selection or dosage 

•
difficulties in patient monitoring (assessment of skin colour and sweating) which are identifiers for major blood loss and inadequate anaesthesia; and

•
increased clinical response time to perform key tasks              

Labels of different colours for specific medications are used by anaesthetists during the preparation of anaesthetic drugs. These labels follow the National Standard for user-applied labelling of Injectable Medicines and the Fluids and Lines and the Anaesthetic Labelling Standard ISO 26825:2008 which assume an environment of normal white ambient light. 

The findings from this study will provide information on the impact of blue green ambient light technology on patient safety, potentially enhancing collaborative care under different light spectrums.
Purpose of the study 

This study will measure the performance of volunteers undertaking visual testing involving colour vision and drug label matching under white, blue and green light conditions.
What will happen to you during the study?
You will perform up to a maximum of seven different visual tests under white, blue and green light conditions and receive a score for each test. The tests will be performed in the Department of Anaesthesia and you will progress through Part 1 and Part 2 as able. 


Part 1

1. Ishihara Colour Test for colour blindness under white light. 
2. Farnsworth D-15 Colour Test for colour vision defects under white light. 

3. Drug Labelling Matching Test under white light.

If you fail any of Tests 1, 2 or 3 you are excluded from the study and no further testing is required. Referral to the Opthalmology Clinic will be arranged to assess the impact of this result. 
Part 2

If you have passed Part 1, you will then perform the Stage 2 tests. A randomised sequence (by chance, selected by a computer programme) will determine the order in which you will perform these tests, as listed:
1. Farnsworth D-15 Test under green light

2. Farnsworth D-15 Test under blue light

3. Drug Labelling Matching Test under green light

4. Drug Labelling Matching Test under blue light

If your score is less than 25% of correct responses you will be referred to the Opthalmology Clinic to assess the impact of this result.

Estimated time to perform the total of seven tests is approximately 45 minutes.
Benefits
We cannot guarantee or promise that you will receive any individual benefits from this research however, possible benefits to practitioners overall may include improved clinical application where ambient green and blue light are employed.
Risks and Side Effects
We do not anticipate there being any risks associated with participating in this study.

Reimbursement
You will not be paid for taking part in this study nor will there be any additional cost for taking part in the study. 

Confidentiality and Privacy 

Any information obtained with this study will remain confidential. In any publication, information will be provided in such a way that you will not be identified. Protection of your personal data is ensured, and any access will be made in a manner that respects and protects your privacy. Other study data will be kept confidentially and will be stored by the hospital for 15 years after the study is completed. 

Further Information and who to contact
You may freely ask questions about this study now or at any time while participating in the study. The person you may need to contact will depend on the nature of your query. 

If you want any further information concerning this project, you can contact the principal investigator:
Clinical contact person

	Name
	Professor André van Zundert 

	Position
	Principle Investigator

	Telephone
	(07) 3646 5673

	Email
	vanzundertandre@gmail.com 


This study has been reviewed and approved by the Royal Brisbane and Women’s Hospital Human Research Ethics Committee (HREC). Should you wish to discuss the study in relation to your rights as a participant, or should you wish to make an independent complaint, you may contact the Governance Office or Chairperson, HREC Office as follows:
Local site Governance Office
	Name
	Complaints Contact Person 

	Position
	Research Governance Officer

	Telephone
	(07) 3646 8579


Human Research Ethics Committee (HREC) Office 

	Name
	Ethics Contact Person

	Position
	HREC Chairperson

	Telephone
	(07) 3646 5490


Consent Form
  

	Project Title
	Patient risks associated with the use of blue and green ambient light in modern interventional suites: an anaesthetic perspective

	Short Title
	Influence of ambient lighting conditions on anaesthetic risk

	Name of Researchers
	Principal Investigator Professor André van Zundert 
Associate Investigators: 
Benjamin Keir; Dr Maria Moon; Anita Pelecanos, and Associate Professor Kerstin Wyssusek

	Location
	Royal Brisbane and Women’s Hospital

	HREC Number
	LNR/2018/QRBW/43509


· I have read the attached Participant Information Sheet and I understand the purpose of 

 the study and the details of my participation.

· I am aware that the project is directed to the expansion of medical knowledge and as such, 
 may not directly benefit me as the participant.
· I have been informed of the risks of taking part.

· I have discussed my participation in this study with the member of the study team below. I 
 have had the opportunity to ask questions and I am satisfied with answers I have received.
· I understand that the project involves randomisation of participants.
· I have been informed that my decision to participate will not in any way affect my work and 
 relationships with The Royal Brisbane and Women’s Hospital and Metro North Hospital
 and Health Service.
· I have been informed that I may withdraw from the study at any time and that this decision 
will not in any way affect my work and relationships with The Royal Brisbane and Women’s 
Hospital and Metro North Hospital and Health Service.
· I am aware that I may request further information about the project as it proceeds.

· I understand that, in respect of any information obtained during the study, confidentiality will be maintained at all times. In the event of the results of the project being published, I  will not be identified in any way.

Participant’s name: ……………………………………………. 

Signature of participant: …………………....................................   Date: ……………       



Declaration by Study Investigator/Senior Researcher

The participant has been given a verbal explanation of the research project, its procedures and risks and I believe that he/she has understood the explanation.

Name of Investigator/Senior Researcher: ………………………………  

Signature of Investigator/Senior Researcher: ………………………………   Date: …….………   




Revocation of Consent Form

	Project Title
	Patient risks associated with the use of blue and green ambient light in modern interventional suites: an anaesthetic perspective

	Short Title
	Influence of ambient lighting conditions on anaesthetic risk

	Name of Researchers
	Principal Investigator Professor André van Zundert 
Associate Investigators: 
Benjamin Keir; Dr Maria Moon; Anita Pelecanos, and Associate Professor Kerstin Wyssusek

	Location
	Royal Brisbane and Women’s Hospital

	HREC Number
	LNR/2018/QRBW/43509


· I wish to withdraw my consent to participate in the research project described above and understand that such withdrawal will not affect any relationships with The Royal Brisbane and Women’s Hospital and Metro North Hospital and Health Service. 

· I understand that the medical information already collected will be retained to comply with legislation and may be reviewed, but that no new information will be collected. 
Otherwise, I request all information to be withdrawn, as follows: Yes, please withdraw all my information / No, you may review the information already collected.
Participant’s name (please print): .........................................................................................

Signature: ……………………………………………………       Date: ……………
Declaration by Study Investigator/Senior Researcher

I have given a verbal explanation of the implications of withdrawal from the research project and I believe that the participant has understood the explanation.

Name of Investigator/Senior Researcher: ………………………………  

Signature of Investigator/Senior Researcher: ………………………………   Date: …….………   
This Revocation of Consent will be forwarded to:

Professor André van Zundert

The Royal Brisbane and Women’s Hospital 

Department of Anaesthesia, Level 4 Ned Hanlon Building

Butterfield Street, Herston QLD 4029
P.I.C.F: V1 07/08/2014
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