
Participant Information Sheet P-PERSoN Version 2.2 August 2017                            Page 1 of 15 
   

                     
 

Participant Information Sheet/Consent Form 
Interventional Study - Adult providing own consent 

 
[Insert site name] 

 

Title Prevention of Postoperative Events following Reversal 
with Sugammadex or Neostigmine (P-PERSoN trial) 

Short Title P-PERSoN trial 
Protocol Number RNS001 
Project Sponsor Northern Sydney Local Health  
Coordinating Principal Investigator Dr Benjamin Olesnicky FANZCA, BSc, BMBS 
Associate Investigator(s) 
 

Dr Matthew Doane 
A/Prof Greg Knoblanche 

Location  Royal North Shore Hospital 
 

 
Part 1 What does my participation involve? 
 
1 Introduction 

 
You are invited to take part in this research project. This is because you are going to be having 
an operation where you are to receive a muscle relaxant medication.  The research project is 
comparing two different treatments for reversal of this muscle relaxant.  The two treatments are 
called sugammadex and neostigmine. 
 
This Participant Information Sheet/Consent Form tells you about the research project. It 
explains the tests and treatments involved. Knowing what is involved will help you decide if you 
want to take part in the research. 
 
Please read this information carefully. Ask questions about anything that you don’t understand 
or want to know more about. Before deciding whether or not to take part, you might want to talk 
about it with a relative, friend or your local doctor. 
 
Participation in this research is voluntary. If you don’t wish to take part, you don’t have to. You 
will receive the best possible care whether or not you take part. 
 
If you decide you want to take part in the research project, you will be asked to sign the consent 
section. By signing it you are telling us that you: 
• Understand what you have read 
• Consent to take part in the research project 
• Consent to have the tests and treatments that are described  
• Consent to the use of your personal and health information as described. 
 
You will be given a copy of this Participant Information and Consent Form to keep. 
 
2  What is the purpose of this research? 
 
For many operations involving general anaesthesia, a drug is given that paralyses your muscles 
(prevents your muscles from working). At the end of an operation, these drugs need to be 
reversed. Traditional medications used for the reversal of these drugs work indirectly. 
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Sugammadex is a newer drug that works directly by binding paralysing drugs and making them 
inactive, providing a more reliable and faster method of reversing the paralysis associated with 
surgery. 
 
Sometime the reversal of the paralysing drugs is not completely effective (known as ‘residual 
paralysis’). This has been shown to occur in approximately 41% of all patients paralysed for 
surgery. Having residual paralysis has been associated with significantly increased rates of 
complications after your surgery, such as the need for support of your breathing in the recovery 
room. Sugammadex is superior to neostigmine in the prevention of problems in the recovery 
unit, but whether or not sugammadex reduces the risk of longer term problems, such as chest 
infections or patient satisfaction with their surgical experience have never been shown. 
 
P-PERSoN is a trial to detect is there is a difference between sugammadex and neostigmine in 
postoperative chest infections and breathing difficulties, airway events and low oxygen events in 
the recovery room, hospital stay and how patients perceive their quality of recovery. 
 
Medications, drugs and devices have to be approved for use by the Australian Federal 
Government. Both sugammadex and neostigmine are approved in Australia to reverse muscle 
relaxation following surgery.  
 
This research has been initiated by the study doctor, Dr Benjamin Olesnicky 
 
This research has been funded by the Northern Sydney Anaesthetic Research Institute, the 
Department of Anaesthesia at Royal North Shore Hospital and sugammadex has been provided 
free of charge by the pharmaceutical company Merck.  
 
 
3 What does participation in this research involve? 
 
After reading through this patient information sheet, you will have the opportunity to ask 
questions and will be asked to sign a formal written consent to participate in the study. When 
you arrive in the operating theatre complex, your treating anaesthetist will confirm your eligibility 
for the study, as well as confirming your consent. You will be asked some specific questions 
about your current health and prior anaesthetic exposure that will take no more than five 
minutes. You will then proceed to your operation as planned, and be assigned to receive either 
neostigmine or sugammadex at the end of your procedure. 
 
You will be participating in a randomised controlled research project. Sometimes we do not 
know which treatment is best for treating a condition. To find out we need to compare different 
treatments. We put people into groups and give each group a different treatment. The results 
are compared to see if one is better. To try to make sure the groups are the same, each 
participant is put into a group by chance (random). 
 
You will be participating in a double-blind study. This means that neither you nor your study 
doctor will know which treatment you are receiving. However, in certain circumstances your 
study doctor can find out which treatment you are receiving. This research project has been 
designed to make sure the researchers interpret the results in a fair and appropriate way and 
avoids study doctors or participants jumping to conclusions.   
 
Following your operation, you will be treated as per standard care for your operation. Study 
personnel will access your medical records to record information to be used in the study. They 
may ask you some questions to correlate or clarify information in your medical records. In 
addition, you will be asked to complete a patient satisfaction questionnaire on the first day 
following your procedure and via a phone call at 30 days after your operation. The total time for 
the questionnaire and phone call would be expected to be less than five minutes. \ 
 



Participant Information Sheet P-PERSoN Version 2.2 August 2017                            Page 3 of 15 
   

There are no additional costs associated with participating in this research project, nor will you 
be paid. All medication, tests and medical care required as part of the research project will be 
provided to you free of charge. 
 
 
4 What do I have to do? 
 
You don’t have to do anything in addition to your standard preparation for surgery. You will be 
advised about what do with your regular medications for your operation, however participation in 
this study will not affect that advice. 
 
5 Other relevant information about the research project 
 
This study will be performed at five hospitals in New South Wales (Royal North Shore Hospital, 
Westmead Hospital, North Shore Private Hospital, Nepean Hospital, Hornsby Hospital and 
Mona Vale Hospital). There will be 976 participants included in the trial. There are a number of 
researchers from the above institutions working in collaboration for this study. 
 
 
6 Do I have to take part in this research project? 
 
Participation in any research project is voluntary. If you do not wish to take part, you do not have 
to. If you decide to take part and later change your mind, you are free to withdraw from the 
project at any stage. 
 
If you do decide to take part, you will be given this Participant Information and Consent Form to 
sign and you will be given a copy to keep. 
 
Your decision whether to take part or not to take part, or to take part and then withdraw, will not 
affect your routine treatment, your relationship with those treating you or your relationship with 
your hospital. 
 
  
7 What are the alternatives to participation?  
 
You do not have to take part in this research project to receive treatment at this hospital.  If you 
choose not to take part, you will receive standard anaesthetic treatment for your surgery and 
anaesthesia. You can also discuss the options with your local doctor. 
 
 
8 What are the possible benefits of taking part? 
 
We cannot guarantee or promise that you will receive any benefits from participating in this 
research. 
 
9 What are the possible risks and disadvantages of taking part? 
 
Medical treatments often cause side effects. You may have none, some or all of the effects 
listed below, and they may be mild, moderate or severe. If you have any of these side effects, or 
are worried about them, talk with your study doctor. Your study doctor will also be looking out for 
side effects. 
 
There may be side effects that the researchers do not expect or do not know about and that 
may be serious. Tell your study doctor immediately about any new or unusual symptoms that 
you get. 
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Many side effects go away shortly after treatment ends. However, sometimes side effects can 
be serious, long lasting or permanent. If a severe side effect or reaction occurs, your study 
doctor may need to stop your treatment. Your study doctor will discuss the best way of 
managing any side effects with you. 
 
The specific side effects of the study drugs are well known. Importantly, you will not be receiving 
any experimental drug for this study, nor will you be receiving any drug that would not be 
unreasonable or uncommon for anyone undergoing surgery at the participating hospitals. 
Participation in the study would therefore not expose you to any higher risk of side effects. 
  
Sugammadex is generally very well tolerated. The common side effects include an increased 
risk of coughing at the end of your operation, and a risk of temporary low blood pressure in the 
recovery unit, both of which are very treatable. Very rarely, sugammadex has been associated 
with allergic reactions and a low heart rate, both of which are managed by your treating 
anaesthetist. 
 
Neostigmine is generally very well tolerated. Side effects are generally dose related and related 
to the drugs mechanism of action. Common side effects may include a slowing of heart rate, low 
blood pressure, nausea, muscle cramps and an increase in oral and respiratory secretions. 
Your anaesthetist gives a second drug (glycopyrrulate) to offset and manage these side effects. 
Very rarely, neostigmine has been associated allergic reactions which is managed by your 
treating anaesthetist. Any treatment of side effects will be provided by the treating team as per 
the normal care given for your operation 
 
If you become upset or distressed as a result of your participation in the research, the study 
doctor will be able to arrange for counselling or other appropriate support. Any counselling or 
support will be provided by qualified staff who are not members of the research project team. 
This counselling will be provided free of charge.  
 
These days, whilst anaesthesia is generally very safe there are some risks associated with 
anaesthesia.  The most common problems associated with anaesthesia are feeling unwell or 
vomiting, bruising at the site of injections, sore throat or hoarse voice. Most patients do not have 
these problems. If these problems do happen, they usually get better very quickly.  Damage to 
teeth may occur, but this is rare.  The risk of brain damage or death due to anaesthesia is very 
rare. 
 
The risk of problems from anaesthesia increases for patients who are having more major 
surgery, those with medical problems and those that require difficult anaesthetic procedures. If 
you have any concerns about these issues, you should discuss them with the study team. 
 
10 What if new information arises during this research project? 
 
Sometimes during the course of a research project, new information becomes available about 
the treatment that is being studied. If this happens, your study doctor will tell you about it and 
discuss with you whether you want to continue in the research project. If you decide to 
withdraw, your study doctor will make arrangements for your regular health care to continue. If 
you decide to continue in the research project you will be asked to sign an updated consent 
form. 
 
Also, on receiving new information, your study doctor might consider it to be in your best 
interests to withdraw you from the research project. If this happens, he/ she will explain the 
reasons and arrange for your regular health care to continue. 
 
 
11 Can I have other treatments during this research project? 
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You can continue on treatments for other reasons. Some treatments need to be altered for your 
surgical procedure, but participation in the study does not preclude any other treatments, nor 
does it require you to alter any other treatments. 
 
 
12 What if I withdraw from this research project? 
 
If you decide to withdraw from the project, please notify a member of the research team before 
you withdraw. This notice will allow that person or the research supervisor to discuss any health 
risks or special requirements linked to withdrawing. 
 
If you do withdraw your consent during the research project, the study doctor and relevant study 
staff will not collect additional personal information from you, although personal information 
already collected will be retained to ensure that the results of the research project can be 
measured properly and to comply with law. You should be aware that data collected by the 
sponsor up to the time you withdraw will form part of the research project results.  If you do not 
want them to do this, you must tell them before you join the research project. 
 
 
13 Could this research project be stopped unexpectedly? 
 
This research project may be stopped unexpectedly for a variety of reasons. These may include 
reasons such as: 
 
• Unacceptable side effects 
• Sugammadex being shown not to be effective 
• Sugammadex being shown to work and not need further testing 
 
 
14 What happens when the research project ends? 
  
The research project will be completed the 30-day follow up phone call of all patients has been 
completed. The results of the study will be presented at department meetings and aim to be 
published in a scientific peer reviewed journal. 
 
  
Part 2 How is the research project being conducted? 
 
15 What will happen to information about me? 
 
By signing the consent form you consent to the study doctor and relevant research staff 
collecting and using personal information about you for the research project. Any information 
obtained in connection with this research project that can identify you will remain confidential. 
The data will be kept together with you medical records, and will be collected by a member of 
the research team to collate the data into a password protected database. Once entered into the 
database, the data will not contain any directly identifiable personal information. Your 
information will only be used for the purpose of this research project and it will only be disclosed 
with your permission, except as required by law. 
 
Information about you may be obtained from your health records held at this and other health 
services for the purpose of this research. By signing the consent form you agree to the study 
team accessing health records if they are relevant to your participation in this research project. 
 
Your health records and any information obtained during the research project are subject to 
inspection (for the purpose of verifying the procedures and the data) by the relevant authorities 
Northern Sydney Local Health District, the institution relevant to this Participant Information 
Sheet, or as required by law. By signing the Consent Form, you authorise release of, or access 
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to, this confidential information to the relevant study personnel and regulatory authorities as 
noted above.  
 
It is anticipated that the results of this research project will be published and/or presented in a 
variety of forums. In any publication and/or presentation, information will be provided in such a 
way that you cannot be identified, except with your permission. Publication of any results would 
involve presentation of group data and not individual data or personally identifiable data. 
 
Information about your participation in this research project will be recorded in your health 
records. 
 
In accordance with relevant Australian privacy and other relevant laws, you have the right to 
request access to your information collected and stored by the research team. You also have 
the right to request that any information with which you disagree be corrected. Please contact 
the study team member named at the end of this document if you would like to access your 
information. 
 
Any information obtained for the purpose of this research project that can identify you will be 
treated as confidential and securely stored.  It will be disclosed only with your permission, or as 
required by law. 
 
16 Complaints and compensation 
 
If you suffer any injuries or complications as a result of this research project, you should contact 
the study team as soon as possible and you will be assisted with arranging appropriate medical 
treatment. If you are eligible for Medicare, you can receive any medical treatment required to 
treat the injury or complication, free of charge, as a public patient in any Australian public 
hospital. 
 
Participants in this study are also covered by the hospital and individual treating doctor’s 
indemnity and insurance arrangements. 
 
 
18 Who is organising and funding the research? 
 
This research project is being conducted by the Northern Sydney Anaesthetic Research 
Institute, a not-for-profit charity which has been established by anaesthetists in the Northern 
Sydney area to support clinically relevant perioperative research. 
 
No member of the research team will receive a personal financial benefit from your involvement 
in this research project (other than their ordinary wages). 
 
 
19 Who has reviewed the research project? 
   
All research in Australia involving humans is reviewed by an independent group of people called 
a Human Research Ethics Committee (HREC).  The ethical aspects of this research project 
have been approved by the HREC of The Northern Sydney Local Health District. 
 
This project will be carried out according to the National Statement on Ethical Conduct in 
Human Research (2007). This statement has been developed to protect the interests of people 
who agree to participate in human research studies. 
 
 
20 Further information and who to contact 
 
The person you may need to contact will depend on the nature of your query.  
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If you want any further information concerning this project or if you have any medical problems 
which may be related to your involvement in the project (for example, any side effects), you can 
contact the principal study doctor (Dr Benjamin Olesnicky) or one of the associate investigators 
(Dr Matt Doane or Dr Greg Knoblanche) on 02 9463 2488 or any of the following people: 
 
 Clinical contact person 

 
For matters relating to research at the site at which you are participating, the details of the local 
site complaints person are: **WILL BE SITE SPECIFIC** 
 

Complaints contact person 

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

Reviewing HREC approving this research and HREC Executive Officer details 

Name Royal North Shore Anaesthetist on call (available 24 hours) 
Position Anaesthetic Fellow or Registrar 
Telephone Contact through switchboard 02 99267111 (ask for the on call 

anaesthetist) 

Name **WILL BE SITE SPECIFIC** 
Position [Position] 
Telephone [Phone number] 
Email [Email address] 

Reviewing HREC name Northern Sydney Local Health District HREC 
HREC Executive Officer Research Ethics Manager 
Telephone 02 99264590 
Email NSLHD-research@health.nsw.gov.au 
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Consent Form - Adult providing own consent 
 

Title Prevention of Postperative Events following Reversal 
with Sugammadex or Neostigmine (P-PERSoN trial) 

Short Title P-PERSoN trial 
Protocol Number [Protocol Number] 
Project Sponsor Northern Sydney Local Health  
Coordinating Principal Investigator Dr Benjamin Olesnicky FANZCA, BSc, BMBS 
Associate Investigator(s) 
 

Dr Matthew Doane 
A/Prof Greg Knoblanche 

Location  Royal North Shore Hospital 
 
 
Declaration by Participant 
 
I have read the Participant Information Sheet or someone has read it to me in a language that I 
understand. 
 
I understand the purposes, procedures and risks of the research described in the project. 
 
I give permission for my doctors, other health professionals, hospitals or laboratories outside 
this hospital to release information concerning my disease and treatment for the purposes of 
this project. I understand that such information will remain confidential.  
 
I have had an opportunity to ask questions and I am satisfied with the answers I have received. 
 
I freely agree to participate in this research project as described and understand that I am free 
to withdraw at any time during the study without affecting my future health care.  
 
I understand that I will be given a signed copy of this document to keep. 

 
 Name of Participant (please print)     
 
 Signature   Date   
 

 
If a subject is unable to read or if a legally acceptable representative is unable to read, a 
witness is required; 

 
 Name of Witness* to 

Participant’s Signature (please print) 
  

 
 Signature   Date   
 

* Witness is not to be the investigator, a member of the study team or their delegate.  In the event that an interpreter 
is used, the interpreter may not act as a witness to the consent process.  Witness must be 18 years or older. 

 
Declaration by Study Doctor/Senior Researcher† 

 
I have given a verbal explanation of the research project, its procedures and risks and I believe 
that the participant has understood that explanation. 

 
 Name of Study Doctor/ 

Senior Researcher† (please print) 
  

  
 Signature   Date   
 † A senior member of the research team must provide the explanation of, and information concerning, the research 

project.  
 
Note: All parties signing the consent section must date their own signature. 
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Form for Withdrawal of Participation - Adult providing own consent 
 
 

Title Prevention of Postperative Events following 
Reversal with Sugammadex or Neostigmine 

Short Title P-PERSoN trial 
Protocol Number [Protocol Number] 
Project Sponsor Northern Sydney Local Health  

Coordinating Principal Investigator Dr Benjamin Olesnicky FANZCA, BSc, BMBS 

Associate Investigator(s) 
 

Dr Matthew Doane 
A/Prof Greg Knoblanche 

Location  Royal North Shore Hospital 
 
 
Declaration by Participant 
 
I wish to withdraw from participation in the above research project and understand that such 
withdrawal will not affect my routine treatment, my relationship with those treating me or my 
relationship with Royal Nroth Shore Hospital. 
 

 
 Name of Participant (please print)     
 
 Signature   Date   
 

 
In the event that the participant’s decision to withdraw is communicated verbally, the Study Doctor/Senior 
Researcher will need to provide a description of the circumstances below. 
 
 
 
 

 
 
Declaration by Study Doctor/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 that explanation. 
 

 
 Name of Study Doctor/ 

Senior Researcher† (please print) 
  

  
 Signature   Date   
 † A senior member of the research team must provide the explanation of and information concerning withdrawal from 

the research project.  
 
Note: All parties signing the consent section must date their own signature. 


