
Appendix 1   Study site and Lead investigators 

The study will be conducted in 27 French University and non-University centers in France.  

Centers Lead investigators 

University Hospital (CHU),  Amiens  Emmanuel Lorne,  MD, PhD 

University Hospital (CHU),  Caen Jean Luc Hanouz, MD, PhD 

University Hospital (CHU),  Clermont-Ferrand Emmanuel Futier, MD, PhD 

Grand Large Private clinic, Décines  Vincent Collange, MD 

University Hospital (CHU),  Dijon Belaid Bouhemad, MD, PhD 

University Hospital (CHU),  Grenoble Pierre Bouzat, MD, PhD 

University Hospital (CHU),  Lille 

Huriez Hospital 

Salengro Hospital 

 

Gilles Lebuffe, MD, PhD 

Benoit Tavernier, MD, PhD 

University Hospital (Hospices Civils de Lyon),  
Lyon 

Lyon-sud Hospital 

Edouard Herriot Hospital 

                     

                                                                            
Vincent Piriou, MD, PhD 

Thomas Rimmelé, MD, PhD 

University Hospital (Assistance Publique-
Hôpitaux de Marseille), Marseille  

North Hospital  

La Timone Hospital 

 

                                                                                  
Marc Leone, MD, PhD 

Nicolas Bruder, MD, PhD 

University Hospital (Saint Eloi Hospital), 
Montpellier 

Samir Jaber, MD, PhD 

University Hospital  (Hôtel Dieu Hospital), Nantes Karim Asehnoune, MD, PhD  

University Hospital  (Brabois Hospital), Nancy Claude Meistelman, MD, PhD 

University Hospital (CHU),  Nîmes Philippe Cuvillon, MD, PhD 

University Hospital (Assistance Publique-
Hôpitaux de Paris), Paris  

Beaujon Hospital 

Bichat Hospital 

Pitié-Salpétrière Hospital 

Saint-Antoine Hospital 

Saint-Louis/Lariboisière Hospital 

 

                                                                               
Catherine Paugam, MD, PhD 

Philippe Montravers, MD, PhD 

Mathieu Raux, MD, PhD 

Thomas Lescot, MD, PhD 

Benoit Plaud, MD, PhD 

University Hospital (CHU), Poitiers Bertrand Debaene, MD, PhD 

University Hospital (CHU), Rennes Hélène Beloeil, MD, PhD 

University Hospital (CHU), Saint Etienne Serge Molliex, MD, PhD 

University Hospital (CHU) , Strasbourg  



Civil Hospital  

Hautepierre Hospital       

Michel Mertes, MD, PhD 

Pierre Diemunsch, MD, PhD 

University Hospital (CHU), Toulouse Vincent Minville, MD, PhD 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



Appendix 2: Patient Information Sheet and Consent 
 
Stepped wedge cluster randomized controlled trial to assess the effectiveness of an optimization 

strategy for general anaesthesia on postoperative morbidity and mortality in elderly patients (the 

OPTI-AGED study) 

 
Patient Information Sheet 

 
You are invited to take part in a research clinical investigation. Before you decide it is important for 
you to understand why the research is being done and what it will involve. Please take time to read 
the following information carefully and discuss it with others if you wish. Ask us if there is anything 
that is not clear or if you would like more information. Take time to decide whether or not you wish 
to take part. 
 
You will benefit from surgery in our hospital. Compared with younger surgical patients, patients aged 
75 years and over undergoing high risk surgery, are at greater risk of complications (pulmonary, 
cardiac, or infectious, ...) after elective and especially emergency surgery.  
 
We believe that the number of these complications could be decreased by optimizing monitoring of 
anesthesia throughout surgery. However, additional scientific evidence is needed to validate this 
hypothesis. 
 
Purpose of the study 
 
The aim of this study is to assess, in surgical patients aged 75 years and over, the effectiveness of 

combined optimization of anaesthesia on major postoperative complications, that is not obvious to 

this day.  

Special feature of the study  
 
In order to meet this objective it is necessary to compare two groups: 

- A group “Usual procedure” 
- An “Optimization” group 

In the "usual procedure" group, there will be no change in anesthesia monitoring procedures as 
compared to those already performed at the hospital where you are being treated. 
In the "Optimization" group, additional monitoring procedures will be implemented (pulmonary, 
respiratory, depth of anesthesia) that may lead to changes in the management of anesthesia.  
 
Whatever the group, there will be no change in the surgical procedures or duration of the surgery. 
The duration of anesthesia will not be changed. 
 
The choice of the group is made according to a draw. The particular nature of his study is that it is the 
service in which you are followed that has been drawn. According to the results of the draw, the 
monitoring of anesthesia during surgery will be done in your center either according to the usual 
procedures (usual procedure group) or according to the procedures with additional monitoring 
("Optimization" group). 
 

How is the study going? 



 
- There will be no change in the surgery and the length of your hospitalization. The exit criteria will be 
those usually used. 
 
- Additional data will be collected: 
 o At inclusion: medical history 

 o During anesthesia: collection of treatments used during surgery and monitoring    
procedures 
 o From the end of surgery to discharge from hospital (hospitalization): collection of 
possible postoperative complications 
  o At 1 month (either consultation or telephone call): collection of possible postoperative 
complications  
 o At 1 year (either consultation or telephone call): collection of possible postoperative 
complications  

 

Benefits and risks of the study 
 
In this study, if your center belongs to the "Usual Procedure" group, you will be treated according to 
current practice, you will not benefit from participating in this study, nor will you be at risk because 
of the planned systematic follow-up in the study.  
 
If your center belongs to the "Optimization" group, you will be treated in accordance with the 
recommendations issued by learned societies. There is no expected risk; the expected benefit is a 
reduction in the number of postoperative complications. 
 
This study using at least the usual treatment, whatever the result of the draw, you will have no loss 
of luck. 
 
You will not be able to participate in another research simultaneously for the duration of the study 
only. 
 
During the various visits planned for this study, you can be accompanied by someone you trust, and 
at the end of this research, the overall results will be sent to you by mail. 

Your participation in this clinical investigation is entirely voluntary. It is up to you to decide whether 
to take part or not. If you do decide to take part, you are free to leave the clinical investigation at any 
time without giving a reason. This will not affect your future medical care in any way.  
 
Regulatory information 
 
As part of the biomedical research to which the CHU Saint-Etienne invites you to participate, a 
treatment of your personal data will be implemented to analyze the results of the research. A code 
will replace your name on all the data collected about you. All the data collected will be kept 
confidential. The data collected will be used for the evaluation of the study, and may be used in the 
future in related or other studies. The data may be submitted to health authorities for registration 
purposes. Members of health authorities, of Research Ethics Committees or other persons required 
by law may review the data provided. This data may also be used in publications. Your identity will 
not be revealed in any compilations, study reports or publications. 
In order to verify the accuracy of collected data, it is necessary for the investigators or national and 
international authorities to directly compare them with your medical records. 



Such checks will only be done by qualified and authorized personnel. All such persons are required to 
and will keep the data confidential. 
 
In accordance with the provisions of law relating to computer files and freedoms, you have a right of 
access and rectification. You also have the right to oppose the transmission of data covered by 
professional secrecy that may be used in the context of this research and to be processed. You can 
also access directly or through a doctor of your choice to all of your medical data pursuant to the 
provisions of Article L1111-7 of the Public Health Code. These rights are exercised with the doctor 
who follows you in the course of research and who knows your identity. 
 
You are free to refuse or interrupt your participation in this study at any time without incurring any 
liability or prejudice and without having to justify yourself. This will not alter the quality of care you 
receive and will not change your relationship with the entire health care team. In case of interruption 
of the study, information about you will be retained unless opposed by you. 
 
This study is run in 27 French University centers. It was approved by the ethic committee Sud-Est 1 
and the French regulatory agency. It is covered by an insurance contract underwritten by the 
University Hospital of Saint-Etienne (SHAM No. 144.942), which is the sponsor of this study.  
 
Research investigator:  Serge Molliex, Department of Anaesthesiology and Critical Care Medicine, 
Centre Hospitalier Universitaire (CHU) Saint-Etienne, Université Jean Monnet Saint-Etienne, Saint-
Etienne, F-42055 France 
Postal address : Département d’anesthésie et réanimation- Bat B – Hôpital Nord- 42055- Saint-
Etienne- Cedex 2 
e-mail :  serge.molliex@chu-st-etienne.fr- Telephone : 33 477120922 
 
You will receive a copy of the information leaflet and consent form to keep. 

 

 

 

 

 

 

 

 

 

 

 

 

 

mailto:serge.molliex@chu-st-etienne.fr-


Certificate of consent 

Research project title: Stepped wedge cluster randomized controlled trial to assess the effectiveness 

of an optimization strategy for general anaesthesia on postoperative morbidity and mortality in 

elderly patients (the OPTI-AGED study)  

Research Participant name: (first and last name) ……………………………………………………………….. 

Date of birth: ………………………………………….. 

Full address: 

……….…………………………………………………………………………………………………………………………… 

The doctor ................................................ asked me to participate in a research organized by the CHU 
Saint-Etienne on "Influence of a strategy multi-multimodal optimization of general anesthesia on 
postoperative morbidity and mortality in elderly patients - OPTI-AGED study » 
He told me that I am free to accept or refuse. It will not change our relationship for my treatment. 
 
I have read the foregoing information, or it has been read to me. I have had the opportunity to ask 
questions about it and any questions that I have asked have been answered to my satisfaction.   
 
I consent voluntarily to participate as a participant in this research. 

My consent does not relieve the organizers of the research of their responsibilities. I keep all my 
rights guaranteed by law. If I wish, I will be free to leave the clinical investigation at any time without 
giving a reason. This will not affect my future medical care in any way. I will then inform 
Doctor...................................................  
 
I agree that the data recorded for this research may be subject to automated processing by the 
sponsor on its behalf. I have noted that the right of access provided by the law of January 6, 1978 
relating to computers, files and freedoms (Article 39) is exercised at any time with the doctor who 
follows me in the context of research and who knows my identity.  
 
I may at any time request any further information from Dr............................by calling phone 
number....................  
 
Made in.................................., in two copies, one of which is given to the person concerned.  
 

 Name of Doctor                                    First and last name of Participant       

………………………………….    ………………………………………………....      

Date (day/month/year) ………………….……               Signature of Participant       
                                                                              preceded by the mention “read and approved”        
Signature of Doctor    
 
 
 
 
 
 



Appendix 3: Information Sheet for the confidence person, members of the family or legal guardian  
 
Stepped wedge cluster randomized controlled trial to assess the effectiveness of an optimization 

strategy for general anaesthesia on postoperative morbidity and mortality in elderly patients (the 

OPTI-AGED study) 

 
Information Sheet for the confidence person, members of the family or legal guardian  

 
We would like your parent / friend (called "parent" in the rest of the text) to take part in a research 
clinical investigation. Before you decide it is important for you to read and understand the following 
information carefully. Ask us if there is anything that is not clear or if you would like more 
information. Take time to decide whether or not you wish your “parent” to take part. 
 

Your "parent" will benefit from surgery in our hospital. Compared with younger surgical patients, 
patients aged 75 years and over, undergoing high risk surgery, are at greater risk of complications 
(pulmonary, cardiac, or infectious, ...) after elective and especially emergency surgery.  

 
We believe that the number of these complications could be decreased by optimizing monitoring of 
anesthesia throughout surgery. However, additional scientific evidence is needed to validate this 
hypothesis 

 
Purpose of the study 
 
The aim of this study is to assess, in surgical patients aged 75 years and over, the effectiveness of 

combined optimization of anaesthesia on major postoperative complications, that is not obvious to 

this day.  

Special feature of the study  
 
In order to meet this objective it is necessary to compare two groups: 

- A group “Usual procedure” 
- An “Optimization” group 

In the "usual procedure" group, there will be no change in anesthesia monitoring procedures as 
compared to those already performed at the hospital in which your "parent" is being followed. 

In the "Optimization" group, additional monitoring procedures will be implemented (pulmonary, 
respiratory, depth of anesthesia) that may lead to changes in the management of anesthesia.  
 
Whatever the group, there will be no change in the surgical procedures or duration of the surgery. 
The duration of anesthesia will not be changed. 
 
The choice of the group is made according to a draw. The particular nature of this study is that it is 
the service in which your “parent” is followed that has been drawn. According to the results of the 
draw, the monitoring of anesthesia during surgery will be done either according to the usual 
procedures (usual procedure group) or according to the procedures with additional monitoring 
("Optimization" group). 

 
How is the study going? 
 



- There will be no change in the surgery and the length of your “parent” hospitalization. The exit 
criteria will be those usually used. 

 
- Additional data will be collected: 
 o At inclusion: medical history 

 o During anesthesia: collection of treatments used during surgery and monitoring    
procedures 
 o From the end of surgery to discharge from hospital (hospitalization): collection of 
possible postoperative complications 
  o At 1 month (either consultation or telephone call): collection of possible postoperative 
complications 
 o At 1 year (either consultation or telephone call): collection of possible postoperative 
complications 
 

 

Benefits and risks of the study 
 
In this study, if the center belongs to the "Usual Procedure" group, your “parent” will be treated 
according to current practice, and will not benefit from participating in this study, nor will be at risk 
because of the planned systematic follow-up in the study.  
 
If the center belongs to the "Optimization" group, your “parent” will be treated in accordance with 
the recommendations issued by learned societies. There is no expected risk; the expected benefit is a 
reduction in the number of postoperative complications. 
 
This study using at least the usual treatment, whatever the result of the draw, your “parent” will 
have no loss of luck. 
 
Your “parent” will not be able to participate in another research simultaneously for the duration of 
the study only. 
 
During the various visits planned for this study, your parent” can be accompanied by someone you 
trust, and at the end of this research, the overall results will be sent to the participant by mail. 

The participation in this clinical investigation is entirely voluntary. It is up to you to decide whether 
your “parent” take part or not. If you do decide (s)he takes part, you are free to leave the clinical 
investigation at any time without giving a reason. This will not affect the future medical care in any 
way.  
 
Regulatory information 
 
As part of the biomedical research to which the CHU Saint-Etienne invites your “parent” to 
participate, a treatment of personal data will be implemented to analyze the results of the research. 
A code will replace the name on all the data collected about your “parent”. All the data collected will 
be kept confidential. The data collected will be used for the evaluation of the study, and may be used 
in the future in related or other studies. The data may be submitted to health authorities for 
registration purposes. Members of health authorities, of Research Ethics Committees or other 
persons required by law may review the data provided. This data may also be used in publications. 
The identity of your “parent” will not be revealed in any compilations, study reports or publications. 
In order to verify the accuracy of collected data, it is necessary for the investigators or national and 
international authorities to directly compare them with medical records. 



Such checks will only be done by qualified and authorized personnel. All such persons are required to 
and will keep the data confidential. 

 
In accordance with the provisions of law relating to computer files and freedoms, you and your 
“parent” have a right of access and rectification. You also have the right to oppose the transmission 
of data covered by professional secrecy that may be used in the context of this research and to be 
processed. You can also access directly or through a doctor of your choice to all of your medical data 
pursuant to the provisions of Article L1111-7 of the Public Health Code. These rights are exercised 
with the doctor who follows you in the course of research and who knows your identity. 
 
You and your “parent” are free to refuse or interrupt participation in this study at any time without 
incurring any liability or prejudice and without having to justify yourself. This will not alter the quality 
of care your “parent” receive and will not change relationship with the entire health care team. In 
case of interruption of the study, information about your “parent” will be retained unless opposed by 
you. 
 
This study is run in 27 French University centers. It was approved by the ethic committee Sud-Est 1 
and the French regulatory agency. It is covered by an insurance contract underwritten by the 
University Hospital of Saint-Etienne (SHAM No. 144.942), which is the sponsor of this study.  
 

Research investigator:  Serge Molliex, Department of Anaesthesiology and Critical Care Medicine, 
Centre Hospitalier Universitaire (CHU) Saint-Etienne, Université Jean Monnet Saint-Etienne, Saint-
Etienne, F-42055 France 
Postal address : Département d’anesthésie et réanimation- Bat B – Hôpital Nord- 42055- Saint-
Etienne- Cedex 2 
e-mail :  serge.molliex@chu-st-etienne.fr- Telephone : 33 477120922 
 
You will receive a copy of the information leaflet and consent form to keep. 

 

 

 

 

 

 

 

 

 

 

 

 

mailto:serge.molliex@chu-st-etienne.fr-


Certificate of consent 

 

Research project title: Stepped wedge cluster randomized controlled trial to assess the effectiveness 

of an optimization strategy for general anaesthesia on postoperative morbidity and mortality in 

elderly patients (the OPTI-AGED study)  

Name: (first and last name) ……………………………………………………………….. 

Date of birth: ………………………………………….. 

Full address: 

…………………………………………………………………………………………………………………………………………… 

Relationship to patient: ……………………………………………………………….. 

The Doctor ……………………………….. proposed that: 

 Name of participant: (first and last name) ………………………………………………………………..  

Born on …./…./19….,  

domiciled 

…………………………………………………………………………………………………………………………………………hospitalized 

in the service of ……………………………………………………………………..participates in a research organized by 

the CHU Saint-Etienne on "Influence of a strategy multi-multimodal optimization of general 

anesthesia on postoperative morbidity and mortality in elderly patients - OPTI-AGED study » 

He told me that the participation in this clinical investigation is entirely voluntary and that I am free 
to accept or refuse that my "parent" participates. It will not change our relationships for the 
treatment.  
If I decide (s)he takes part, I am free to leave the clinical investigation at any time without giving a 
reason. This will not affect the future medical care in any way.  
 
I have read and understood the foregoing information. I have had the opportunity to ask questions 
about it and any questions that I have asked have been answered to my satisfaction.   
 
I consent that my “parent” participates in this research. 

My consent does not relieve the organizers of the research of their responsibilities. I or my “parent” 
keeps all rights guaranteed by law. I/he/she will be free to leave the clinical investigation at any time 
without giving a reason. This will not affect the future medical care in any way. I or my “parent” will 
then inform Doctor...................................................  
I agree that the data recorded for this research may be subject to automated processing by the 
sponsor on its behalf. I have noted that the right of access provided by the law of January 6, 1978 
relating to computers, files and freedoms (Article 39) is exercised at any time with the doctor who 
follows my “parent” in the context of research and who knows his/her identity.  
 
I may at any time request any further information from Dr............................by calling phone 
number....................  
 



Made in.................................., in two copies, one of which is given to the person concerned.  
 

Name of Doctor                                   First and last name of confidence person, 
            members of the family or legal guardian 

………………………………….    ………………………………………………....      

Date (day/month/year) ………………….…… 

Signature of Doctor                                           Signature of confidence person,  members of the family 
or legal guardian 

                                                                              preceded by the mention “read and approved”        
 
 
……………………………………….                   ………………………………………………………….. 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



Appendix 4: Katz Index of Independence in Activities of Daily Living  

 

 

 

 

 

 

 

 

 
 
 
 



Appendix 5: The Lawton Instrumental Activities of Daily Living Scale  

 
Instructions: Circle the scoring point for the statement that most closely corresponds to the patient's current 
functional ability for each task. The examiner should complete the scale based on information about the 
patient from the patient him-/herself, informants (such as the patient's family member or other caregiver), 
and recent records.  
 
 
 
A. Ability to Use Telephone 
1.  Operates telephone on own initiative; looks up and dials numbers .... 1 
2.  Dials a few well-known numbers .......................... ...... 1 
3.  Answers telephone, but does not dial ......................... 1 
4.  Does not use telephone at all......................................  0 
 
B. Shopping 
1.  Takes care of all shopping needs independently ........ 1 
2.  Shops independently for small purchases ..................  0 
3.  Needs to be accompanied on any shopping trip ........   0 
4.  Completely unable to shop .........................................   0 
 
C. Food Preparation 

1.  Plans, prepares, and serves adequate  meals independently .......................................................1 
2.  Prepares adequate meals if supplied  with ingredients .......................................................... …...0  
3.  Heats and serves prepared meals or prepares meals  but does not maintain adequate diet ……0 
4.  Needs to have meals prepared and served .................................................................................. 0 
 
D. Housekeeping 
1.  Maintains house alone with occasion assistance (heavy work) ..............................................  1 
2.  Performs light daily tasks such as dishwashing, bed making ..........................................................  1 
3.  Performs light daily tasks, but cannot maintain  acceptable level of cleanliness .............................  1 
4.  Needs help with all home maintenance tasks ......................................  1 
5.  Does not participate in any housekeeping tasks ........  0 
 
E. Laundry 
1.  Does personal laundry completely .............................  1 
2.  Launders small items, rinses socks, stockings, etc........ 1 
3.  All laundry must be done by others ...........................  0 
 
F. Mode of Transportation 
1.  Travels independently on public transportation  or drives own car .......................................  1 
2.  Arranges own travel via taxi, but does not  otherwise use public transportation ......................        1 
3.  Travels on public transportation when assisted or accompanied by another ..................................  0  
4.  Travel limited to taxi or automobile with  assistance of another...................................................  0 
5.  Does not travel at all ..............................................................................................................           0 
 
G. Responsibility for Own Medications 
1.  Is responsible for taking medication in correct  dosages at correct time .......................................  1 
2.  Takes responsibility if medication is prepared  in advance in separate dosages ............................  0 
3.  Is not capable of dispensing own medication .................................................................................. 0 
 
 
H. Ability to Handle Finances 
1.  Manages financial matters independently (budgets, writes checks, pays rent and bills, goes to bank);   
collects and keeps track of income .............................  1 
2.  Manages day-to-day purchases, but needs help  with banking, major purchases, etc ................... 1 
3.  Incapable of handling money .................................... 0 
 
 
Scoring:  for each category, circle the item description that most closely resembles the client’s   
highest functional level (either 0 or 1). 

 



Appendix 6: Committees 

Steering committee:  

- Members: 

 Matthieu Biais, MD, PhD, Department of Anesthesiology and Critical Care Medicine, Groupe 

Hospitalier Pellegrin, Bordeaux, France. 

Jacques Boddaert, MD, PhD, Geriatric Department, Sorbonne Universités UPMC Univ Paris 

06, CNRS/UPMC, UMR 8256, Paris, France, FAST DHU, APHP, Inserm U-970, UPMC Paris 6, 

Pitié-Salpêtrière Hospital, Paris, France. 

Jean-Michel Constantin, MD, PhD, Department of Anesthesiology and Critical Care Medicine 

Estaing Teaching Hospital, University Hospital of Clermont-Ferrand, Clermont-Ferrand, 

France. 

Emmanuel Futier, MD, PhD, Department of Anesthesiology and Critical Care Medicine, 

Estaing Teaching Hospital, University Hospital of Clermont-Ferrand, Clermont-Ferrand, 

France. 

Olivier Langeron, MD, PhD, Department of Anesthesiology and Critical Care Medicine, 

University Hospital of Pitié-Salpêtrière, Paris, France. 

Jean-Yves Lefrant, MD, PhD, Department of Anesthesiology and Critical Care Medicine, 

Groupe Hospitalo-Universitaire Caremeau, University Hospital of Nîmes, France.  

Yannick Lemanach, MD, PhD, Departments of Anesthesia & Clinical Epidemiology and 

Biostatistics Michael DeGroote School of Medicine, Faculty of Health Sciences, McMaster 

University Hamilton, Canada.  

Serge Molliex, MD, PhD, Department of Anesthesiology and Critical Care Medicine, CHU 

Saint-Etienne, Saint Etienne, France 

Sylvie Passot, MD, Department of Anesthesiology and Critical Care Medicine, CHU Saint-

Etienne, Saint Etienne, France 

Bruno Pereira, PhD, Department of biostatistics, Direction de la Recherche Clinique (DRCI 

unit) , Clermont-Ferrand University Hospital ,Gabriel Montpied Hospital, Clermont-Ferrand, 

France.  

- Role  

Agreement of final protocol 

Reviewing progress of study  

Agreeing changes to the protocol and/or recommendations suggested by the Data 

Monitoring Committee (DMC).  

Trial management committee: 

- Members:  SM, SP, EF, MB, FR, YL, BP 

- Roles              

Study planning              

Organization of steering committee meetings                     

Budget administration and contractual issues with individual centers                                    

Monitoring adherence to the intervention protocol , organization of adherence reminder 

sessions and advice for investigators  



Decide when on-site visit to occur 

Data manager 

- The data management will be performed by BP 

- Roles 

Data verification   

Data Monitoring Committee 

- Members :  

Bruno Giraudeau, Biostatistics, Physico-chemical sciences and engineering applied to health, Tours 

University, Tours, France.  

Andrew Rhodes, Anaesthesia and Intensive Care medicine, St George’s, University Hospital, London, 

UK.  

Kate Leslie, Anaesthesia, Monash University, University of Melbourne, Melbourne, Australia 

- Roles: 

Responsible for safeguarding the interests of trial participants, assessing the safety of the 

intervention during the trial 

Formulating recommendations relating to the selection or recruitment of participants, and the 

procedures of data management and quality control 

 

 

 
 


