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Consent Script 

Study Title: 				Muscle Relaxation and Endotracheal Intubation: 
Textbook or Evidence Based?
Principal Investigator: 			Dr Aihua Wu
Associate Investigators: 			Dr Essam Qazag & Dr Hashan Samarasinghe
Study Location: 				Maroondah Hospital
Ethics Approval: 				LR85/2016


You are invited to take part in our study. This is because you are going to have a general anaesthesia with muscle relaxation.  
About the Study
After you are asleep, we are monitoring the degree of muscle relaxation at the time when the anaesthetist places a plastic tube into the windpipe. At this time, deep muscle relaxation is required to prevent some bad reflex responses to this procedure, such as coughing and bulking on the tube. 
However, in daily practice it is not practical to monitor every patient so closely who receives the muscle relaxant drugs, especially during the anaesthetic induction period when the tube is placed into the windpipe after patient is anaesthetized, as this is the most intense and stressful period for the anaesthetist. As such, a majority of anaesthetists routinely use the standard dose of the relaxant drugs and place the tube into the windpipe at the set time point according to the drugs’ respective “product information”.
Such practice works for most patients, but some patients may have different sensitivity to the muscle relaxant drugs, and thus it may take longer time than normal to have deep muscle relaxation. This time lag may result in the tube being placed into the windpipe too early and thus cause some unwanted body reactions. These reactions may be very bad for certain patients, for example, if the patient has existing high blood pressure. 
In order to prevent such premature placement of the windpipe tube, we need to first find out how bad the problem is, i.e., how prevalent the premature placement of the windpipe tube is during standard anaesthetics induction. 
This is what our study aims to do and only after we have determined the problem prevalence, we will then be able to make recommendations accordingly so that we can modify and improve our patient care.
If You Agree to Participate
If you agree to participate in this study, you will receive all the standard care you would normally get, except that we will provide an extra non-invasive nerve stimulation monitor on one of your hand. 
The monitor involves two ECG dots placed at your wrist and one little strap on that thumb. After you are asleep, we will turn on the nerve stimulation monitor, and a minimal current will stimulate the nerve at the wrist and show twitches at the thumb. At the time that your muscles are fully relaxed and there is no twitch on the monitor, we remove the monitor from you hand and the study is completed. 
The whole process would take about 20-30 minutes and there is no discomfort expected from this monitor, as you are asleep when we activate the stimulator.
Participation in this study is voluntary. If you don’t wish to take part, you will be asked to sign on data collection sheet at the “refusal” column. But you can rest assured you will receive the best possible care whether or not you take part.
[bookmark: _GoBack]If you decide you want to take part in the research project, you are telling us that you:
· Understand the research project
· Consent to take part in the research project
· Consent to have the monitor and measurements that are described	
· Consent to the use of your personal information as described, i.e., age, gender, weight and height.
Cost / Benefits / Risks
Please be advised that there are no additional costs associated with participating in this research project, nor will you be paid.
There will be no clear benefits to you from participation in this study, but may have potential benefits for future patients. 
Also we would expect minimal or negligible risks associated with this study and the information about you will be dealt with on a strictly confidential basis (the data collected are non-identifiable). 
Questions & Contacts
Please ask questions about anything that you don’t understand or want to know more about. 
If you want any further information concerning this project or if you have any medical problems which, you believe, may be related to your involvement in the project (for example, any side effects), you can contact Dr Aihua Wu on 0432088956
The ethical aspects of this research project have been approved by the Human Research Ethics Committee of Eastern Health.
If you have any questions about your rights as a research participant, then you may contact the Human Research and Ethics Committee at Eastern Health on 03 9895 3398 or ethics@easternhealth.org.au
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