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Impact of Prone Position in Patients Under Spontaneous Breathing 
on Intubation or Noninvasive Ventilation or Death Incidence During 

COVID-19 Acute Respiratory Distress (PROVID-19 trial) 
Research Promoter: Orleans Regional Hospital, 14 avenue de l'Hôpital 45067 Orléans 

Coordinating investigator: Dr Mai-Anh NAY, Intensive Care Unit 

WRITTEN PATIENT CONSENT FORM 
We invite you to participate in the study "Impact of Ventral Decubitus in Spontaneous 
Ventilation Patients on the Incidence of Intubation or Death in Acute Respiratory Distress 
Associated with COVID-19 Infection. Randomized controlled study" of which the CHR Orléans 
(14 Avenue de l'hôpital; CS 86709; 45067 ORLEANS CEDEX 2) is the promoter and whose 
principal investigator is Dr Mai-Anh NAY (CHR Orléans, Service de Médecine Intensive 
Réanimation, 14 Avenue de l'hôpital; CS 86709; 45067 ORLEANS CEDEX 2, 02.3X.XX.XX.XX). 

1. You have been informed in writing and orally about the purpose of this research, how 
it will be conducted, and what your participation will entail for you. You have obtained all 
the answers to the questions you have asked. You declare that you have had sufficient time 
to reflect between the information and the consent. You have been informed that your 
participation in this study will last for the duration of your hospitalization. The intervention 
period will last a maximum of 28 days (or until weaning from oxygen therapy or transfer to 
another department) for the intervention part and until discharge from hospital for the data 
collection. 
2. You freely and voluntarily agree to participate in the research and you are fully aware 
that you may discontinue your participation at any time without having to justify your 
decision. You will also be able to revise your position on the conservation of data related to 
the research, and if you wish, you can request the destruction of these data at any time. This 
will not, of course, affect the quality of the care you continue to receive. Your consent does 
not relieve the physical therapist, nurse or physician and the Research Sponsor of their 
responsibilities to you. You retain all rights guaranteed by law. You have been assured that 
decisions that are necessary for your health will be made at all times in accordance with the 
current state of medical knowledge. 
3. Your personal data collected in the context of this study will be processed by the 
sponsor. You are aware that this data can only be consulted by the investigator and his 
collaborators, by persons mandated by the promoter and bound by professional secrecy, 
and by persons mandated by the health and judicial authorities. You have noted that, in 
accordance with the provisions of the law relating to data processing, files and freedoms, 
you have a right of access, rectification, deletion, portability of the data collected within the 
framework of this study, and limitation of the data processing with the physiotherapist or 
doctor who follows you for this research and who knows your identity and who will contact 
the promoter of the research. 
4. You have been informed that this research has received the favorable opinion of the 
Comité de Protection des Personnes (CPP) Ouest VI on 24/04/2020 and has been declared to 
the “Commission Nationale Informatique et Libertés (CNIL)”. You have also been informed 
that the sponsor, the CHR Orléans, has contracted an insurance with SHAM for this study. 
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5. You also have the right to object to the transmission of data covered by professional 
secrecy that may be used in the context of this research and to be processed. These rights 
can be exercised with the physiotherapist or doctor or nurse who is following you and who 
knows your identity. If you wish, the overall results of the research will be communicated to 
you directly, in accordance with the provisions of the public health code. 
6. The data collected in the framework of this study, which concern you, will remain 
confidential. You authorize their consultation, including the consultation of your medical file, 
according to the conditions described in the information notice. You can ask your doctor for 
any additional information at any time. 

This consent is made in duplicate: one copy for you and one copy for the investigator. 
 

CONSENT FOR THE STUDY 
 

 

 I declare that I have been personally informed of the nature, purpose and 
foreseeable effects of the study by Doctor/Professor (Name, First Name) 
......................................................................................................................................... 

 I agree to participate in the study 
 I hereby freely and voluntarily agree that my data may be used for future studies on 

COVID-19 medical service positioning up to 15 years after the end of the study. 

 

Patient:  NAME:      FIRST NAME: 
Date : …….. / ………/ ……………..    Signature: 

 

 

Investigator: NAME:      FIRST NAME: 
Date : …….. / ………/ ……………..    Signature: 
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