Participant Information and Consent Form 

ROYAL MELBOURNE HOSPITAL
Quality Assurance Project: Comparing a novel WEB videolaryngoscope with conventional Glidescope® videolaryngoscope in simulated difficult airway: a manikin study 

Investigators: 
Principal investigator:

Dr Irene Ng

Staff consultant anaesthetist, Royal Melbourne Hospital
Irene.Ng@mh.org.au
Co-investigators:

A/Prof Reny Segal





Dr Keat Lee





Dr Roni Krieser





Dr Paul Mezzavia





Prof Daryl Williams

You are invited to take part in this quality assurance project. Participation is voluntary and you may decline if you wish. If you decide to take part and later change your mind, you are free to withdraw from the project at any stage. Your acceptance or refusal of this invitation will not be disclosed to other departmental staff (other than the other researchers for the purposes of avoiding duplicate invitations).
Please read this information and ask questions if you need more information. You may also discuss the project with a relative or friend or your local health worker. Once you understand what the project is about and if you agree to take part in it, you will be asked to give your consent to participate by signing the Consent Form. 

2.
Purpose 

The aim of this study is to compare the effectiveness of using the new WEB videolaryngoscope with the conventional Glidescope® videolaryngoscope when intubating a simulated difficult airway on a manikin.
 You are invited to participate in this research project because you are an anaesthetic resident, registrar or consultant of the department at Royal Melbourne Hospital.
3.
Procedures

You will be asked to intubate a manikin with simulated difficult airway using the WEB videolaryngoscope and the Glidescope® videolaryngoscope. The order of use of these two devices will be random. You will receive standardized instruction for the use of each device as per the manufacturer’s guidelines before the commencement of the study. The difficult airway will be simulated using tongue swelling in the SimMan. A standard 7.0 endotracheal tube will be used for all participants. Adjuncts such as stylets or bougies, are allowed to be used as per your discretion. Endotracheal position is confirmed by inflating the manikin’s lungs with air from a self-inflating bag. 
Outcomes

Primary outcome:

· The time taken for successful tracheal intubation 

Secondary outcomes:

· Number of failed intubation 
· Number of intubation attempts Number and type of intubating adjuncts used.

· The best laryngoscopy view achieved using the Cormack and Lehane grading system (Grade I to IV) 

· The ease of intubation, which will be surveyed using a visual analogue scale from 0-100mm.
4.
Possible Risks (if applicable)

There will be no risk to you performing the intubation on a manikin as there is no patient involvement. All the information collected will remain anonymous and unidentifiable.
5.
Privacy, Confidentiality and Disclosure of Information

Any information obtained in connection with this project and that can identify you will remain confidential. It will only be disclosed with your permission, except as required by law. In any publication of the results of the project, information will be provided in such a way that you cannot be identified. 

Data collected about you will be labelled with a unique study number, not your name or trainee number and documents will be stored on paper and in password protected computer files, along with all research-related document in a locked office in the Department of Anaesthesia and Pain Management at the Royal Melbourne Hospital for 15 years from the date of publication of the results of the study before being deleted. Only the principal investigator and the co-investigators will be able to use the information as stated in this document.

Representatives from the Melbourne Health Human Research Ethics committee may inspect the study records, for the purpose of verifying information and checking study procedures. In accordance with relevant Australian and/or Victorian privacy and other relevant laws, you have the right to access the information collected and stored by the researchers about you. You also have the right to request that any information with which you disagree be corrected. Please contact one of the researchers named below if you would like to access your information
6.
Results of Project 
On completion of the project, a written plain English summary of the results will be made available to you upon request.
7.
Other Issues

If you have any complaints about any aspect of the project, the way it is being conducted or any questions about your rights as a research participant, then you may contact  

Name:
Ms Jessica Turner
Position:
Manager Human Research Ethics Committees, Melbourne Health
Telephone:
(03) 9342 8530
You will need to tell Ms Turner the number or name of the project (refer to page 1).
Consent

I freely agree to participate in this project according to the conditions in the Participant Information.

Participant’s Name (printed) ……………………………………………………

Signature
……………………………………………………………………………
Date

Investigators Name (printed) ………………………………………………….

Signature
……………………………………………………………………………
Date
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