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High Flow Nasal Oxygenation versus standard oxygenation for 

gastrointestinal endoscopy with sedation. The prospective multicentre 

randomised controlled ODEPHI study protocol 

ODEPHI 

Research Promoter: Orleans Regional Center Hospital, 14 avenue de l'Hôpital 45067 Orléans 

Coordinating investigator: Dr Mai-Anh NAY, Intensive Care Unit, Orleans Regional Center Hospital, 14 

avenue de l'Hôpital 45067 Orléans 

 

 
Invitation 

 

You are invited by Doctor ………………………………………………………………………………….(Name, First name), 

working in ……………………………………………………………………………………….institution, city) to participate in 

a research study named “High Flow Nasal Oxygenation versus standard oxygenation for 

gastrointestinal endoscopy with sedation. The prospective multicentre randomised controlled 

ODEPHI study protocol”. The study is promoted by the Orleans Regional Center Hospital, 14 Avenue 

de l'Hôpital, 45100 Orléans, Tél: +33238514444. 
 

As you will undergo a gastrointestinal endoscopy procedure(gastroduodenal fiberoptic endoscopy or 

colonoscopy or both) under deep sedation within the upcoming weeks, and we would like to request 

you to consider participating in a clinical research study. 

 

Before you decide whether or not you wish to participate in this study, it is important for you to 

understand why the research is being done and what it will involve. Please take the time to read the 

following information carefully and to discuss it with your relatives if you wish. You can ask your 

research doctor about anything related to this clinical research study that you do not understand. 

The research doctor will answer all your questions. 

 

What is the purpose of this study? 

 

The purpose is to investigate whether high-flow nasal oxygen therapy would reduce the occurrence 

of respiratory complications during gastrointestinal endoscopy compared to standard oxygen 

therapy. 

 

You will have a gastrointestinal endoscopy (gastroduodenal fibroscopy or colonoscopy or both) 

under deep sedation in the operating room within upcoming weeks. This type of procedure is usually 

performed under what is called "deep sedation", a light general anaesthesia supervised by an 

anaesthesia team. You will keep breathing on your own without being on an artificial ventilation 

system. It is common practice to provide supplemental oxygen inflow through nasal tubes or a mask. 

The main risk of endoscopies under deep sedation is the decrease, most often transitory, of the 

blood oxygen saturation, also called hypoxaemia. It can be due to the presence of the endoscope or 

to the sedation itself. That is why oxygen support therapy is usually provided by nasal cannula or face 
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mask.  Deep sedation allows for a better overall comfort and better tolerance but also carries the risk 

of respiratory complications. 

 

Why have you been invited to participate in this study? 

In certain patients, there is a greater risk of developing hypoxaemia; especially in the case of obesity, 

sleep apnea syndrome, age over 60 years old, or in the case of pulmonary or underlying heart 

disease. You are at risk of hypoxaemia because you have one or more of these risk factors. 

 

High-flow nasal oxygen therapy is a more recent method of oxygenation. It is now recognized in 

multiple intensive care protocols, it presents numerous advantages such as better tolerance, better 

comfort and prevents respiratory deterioration.   

 

The study aims at evaluating high-flow nasal oxygen therapy which is a new system of oxygen 

administration. 

 

In this study, we will compare two oxygen administration methods during gastrointestinal 

endoscopies under deep sedation in patients with risk of hypoxaemia. 

 

The study is designed to determine if the new method of high-flow nasal oxygen administration 

would decrease the occurrence of hypoxaemia during gastrointestinal endoscopy under deep 

sedation as compared to the standard oxygenation therapy by nasal cannula or oxygen mask(the 

most common method practiced today). 

 

What does this study involve? 

During your anaesthesia consultation, the doctor will explain to you the study and you will have the 

opportunity to ask him any questions you may have. 

If you agree to participate in this study by signing the consent form, which must be given to the 

anaesthetic doctor or your assigned anaesthetic  nurse the day of the endoscopy, you will therefore 

be included in this study.  

A randomization will then be organized to determine which of the two oxygen therapies will be 

administered to you during the endoscopy. You will then be placed in either the standard group (by 

nasal cannula or by a mask with a flow at 6L/min), which is the reference method, or in the 

interventional group, the high-flow nasal oxygen therapy. 

Regardless of the group, the oxygen will be administered to you in the intervention room within the 

operating room from the minutes before we put you to sleep. You will remain under oxygen 

throughout the endoscopy until the exit of the operating room. The endoscopy will take place as 

usual under deep sedation allowing you to breathe on your own. You will awake in the recovery 

room. During the time we will take care of you, you will be monitored as usual (blood pressure, 

oxygen saturation, heart and respiratory rate). 

No serious adverse events related to the acts, procedures or specific exams of the research are 

expected. 

What are the possible benefits of the study? 
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We hypothesize that the use of high-flow oxygen therapy could potentially reduce the incidence of 

hypoxaemia (decreased oxygen saturation in the blood) during gastrointestinal endoscopies in 

patients at risk of hypoxaemia. This could allow optimizing the patient care of the endoscopies under 

deep sedation and therefore decreasing respiratory complications.  

What are the possible disadvantages? 

According to the literature, there is no risk linked to the use of high-flow nasal oxygen therapy. 

However, patients may experience a sensation of discomfort since the oxygen is administered at a 

very high flow. However, the protocol calls for administration at a lower flow rate before sedation is 

administered and this will be increased once you are asleep. Therefore you should not feel any 

discomfort. 

In either case (standard oxygen therapy or high-flow oxygen therapy), if failure or potential 

intolerance occurs, the monitoring anaesthetic doctor will be able to stop the study or place you 

under artificial ventilation if necessary.  

Your collaboration with this protocol of research Implying the Human Person of category 2 (Jarde’s 

law) at minimal risk and minimum constraint will not require a financial contribution from your part. 

According to the law, all fees linked to the study will be covered by the study sponsor.  

What are your legal rights? 

 

It is important that you understand the purpose of this study and the reasons why we are conducting 

it. You may address all of your questions to the study doctors during your stay, or by phone if you 

have already left the service, by contacting  ......../ ......../ ......../......../ ........, or to the doctor who 

gave you this memo. 

You are free to accept or refuse to participate in this study.  Similarly, you are free to object to the 

use of the data collected during the time of study and object to the gathering of other personal 

information (such as your medical history). To do so, simply inform the anaesthesiologist caring for 

you at anytime. You will not have to disclose the reasons for your choice. Your decisions will not 

affect, in any way, the quality of the treatment that you will receive. 

A processing of your personal data held on computers will be implemented to analyze the results 

regarding the objective of the study previously explained to you. 

This processing is compliant to the regulations allowing a medical facility to process data for scientific 

research purposes (art. 9.2 DGPS). The person responsible for this process is the Orleans regional 

center hospital, sponsor of the research. In accordance with the European General Data Protection 

Regulation (EDR), the Orleans regional center hospital has appointed a Data Protection 

Representative who can be contacted at dpo@chr-orleans.fr, or at the following phone number: + 33 

238729874. 

For this purpose, the medical data of your concern will be transmitted to the research promoter or to 

people or companies acting on his behalf, in France or abroad. Such data will be identified by a code 

and/or your initials. The data may also be securely and confidentially transmitted to French or 

foreign health authorities and to other entities of the Orleans regional center hospital. Within the 

framework of future collaborations, Orleans regional center hospital will also be able to transmit 
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those coded data to institutional  or industrial scientific teams in France or internationally to pursue 

further research on this subject or for scientific purposes in accordance with paragraphs i and j of 

Article 9.2 of the DGPS. 

Additionally, in accordance with the provisions of the French law relating to data processing, files and 

freedoms (law of 6 January 1978 as amended), and the European Regulation 2016/679 of 27 April 

2016 (RGPD), you will have a right of free access, rectification, portability and limitation of the use of 

your personal data. You can also lodge a complaint with a supervisory authority (the CNIL for France). 

You also have the right to object to the transmission of the data protected by professional secrecy 

susceptible to be used and treated in the framework of this research. The exercise of this right goes 

through the withdrawal of your consent in the participation in the trial. In this case, the data 

obtained before the withdrawal will be used in the framework of this study. 

During or after this study, you will be able to directly access or through the intermediary of the 

doctor of your choice to all the medical data in application of the dispositions of the Article L1111-7 

of the French Public Health Code and the RGPD of the European Union n°2016/679. Those rights will 

apply to the doctor who takes care of you in the framework of the research and who knows your 

identity or to the ORLEANS CHR data protection representative. 

Your data will be kept throughout the study. After the end of the research, the data will be archived 

for a duration compliant with the regulations (a minimum of 15 years) and after the regulated period 

of time, your data will be destroyed. 

In accordance with the French Public Health Code and with the Decree No. 2017-884 of May 9th 

2017, 

- This research has obtained a favourable opinion of the South East V Protection To Persons 

Committee on 07/03/2019 (Ethics committee). 

- The French National Agency for the Safety of Medicines and Health Products (ANSM) has 

been informed of this study 

- The promoter of this research, Orleans regional center hospital, 14 avenue de l'hôpital, 

45067 Orléans Cedex 2, has subscribed to a general liability insurance from the SHAM. 

Contract N° 141.042. After the end of the study you will have the possibility to be informed 

of the overall results by directly contacting the person responsible for the study (Dr Mai-Anh 

NAY, CHR d'Orléans, tel: +33 238514446) or through the intermediary of a doctor of your 

choice. 

We thank you for having taken the time to read this information letter. After a period of reflection, if 

you agree to participate in this study, we invite you to sign the informed consent form on the day of 

the endoscopy. This form will be presented to you by the anaesthesiologist or nurse who will be 

caring for you on that day. 
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