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Title ICU diary: Influence on the wellbeing of patients and 

families. Mixed prospective multicentric study with blind 

evaluation  

Acronym ICU-Diary 

Protocol version V1 16/04/2015 

Sponsor Protocol number  2015-05-01 SC 

Sponsor Saint Joseph Paris Hospital Network 

Numéro ID-RCB 2015-A 00700-49 

Accord CPP submitted 

Accord CNIL Will be submitted after acceptation of the CPP 

Coordinateur Maité Garrouste-Orgeas, MD 

Study justification ICU diaries are used in daily practices throughout the world 

(Europe, Australia) for decades. Numerous studies tested the 

interest of the diary but they suffered from methodological 

problems as single center, different case-mix of patients, 

different end-points evaluations, differences in setting up the 

diary. 

Primary objective Decrease of the post-traumatic stress syndrome in patients 3 

months after ICU discharge. 

Evaluation of the primary 

objective  

Post-traumatic stress syndrome at day 90 will be assessed with 

the Event Scale-Revised (IES-R) scale validated in French 

(score > 22). 

Secondary objectives -Patients and families: Decrease of anxiety and depression 

symptoms at day 90 after ICU discharge  

-Families: Decrease of the post-traumatic stress syndrome at 

day 90 after ICU discharge  

-Patients: Recollection of memories of the ICU stay by the 

patient at day 90 after ICU discharge  

-Diary content analysis 

-Way how the patient uses the diary  

Evaluation of the secondary 

objectives 

-Post-traumatic stress syndrome at day 90 will be assessed 

with the Event Scale-Revised (IES-R) scale validated in 

French (score > 22) 

-Anxiety and depression symptoms at day 90 will be assessed 

by the Hospital and Anxiety and Depression Scale (HADS) 

(score >8) 

-ICU memory tool 

Participants Inclusion criteria 

Adult patient admitted in an ICU needing a mechanical 

ventilation for more than 48 hours and initiated in the 48 

hours after ICU admission with a family member susceptible 

to visit him during the stay.  

Exclusion criteria 

-Patient or families not understanding or speaking French 

-Family refusal of the study 

-Deaf or mute patient 

-Patient with a neurologic disease 

-Patient hospitalized for a psychiatric disease or with chronic 

psychiatric disease 
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-Patient hospitalized after a cardiac arrest  

-Patient with a life expectancy of less than 48 hours or likely 

to have a treatment limitation within 48 hours after ICU 

admission 

-Patient deprived of liberty 

-Patient included in a study with interview follow-up 

Study design Interventional study: multicenter, randomized, parallel 

(allocation ratio 1:1) and controlled  

Intervention ICU diary 

Arms Intervention group: patients and relatives with an ICU diary 

open within 48 hours of admission to the intensive care unit, 

given to the patient when he / she is discharged or his / her 

relatives in the event of death. 

Control group: no diary is opened during the ICU stay 

Study organization Randomization of the patient 

Opening the diary and presentation to the family member 

Writing the patient’s story  

Giving the diary to patient or family member 

Phone call by the psychologist blinded to randomization at 

day 90 for assessing PTSD, HADS and recollection of 

memories 

Phone call by the psychologist at 6 months for qualitative 

interview to assess how the patient will use the diary 

Number of participants 520 

Number of centers 31 

Study duration 2 years 

Statistical analysis Quantitative analysis: Post-traumatic stress disorder is 9.2%, 

20%, 69%, 64% in patients and 29.8% 62% and 67% in 

families. We assume a frequency of 40% (intervention group) 

with a decrease of 30% (26% in the control group) in 

agreement with the reduction rate of the European study. 352 

patients are needed (176 per group) for a power of 80. The 

expected mortality rates of non-analyzable patients 

(rehospitalization, rehabilitation ...) being 20% each, we plan 

to include 260 patients per group, or 52 patients / center (26 

with ICU diary). 

Qualitative analysis:  

-Content analysis of a random sample of ICU diaries 

-Thematic and Interpretative Analysis (IPA) of the patient 

interview at 6 months  

 

 32 

 33 
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Background 56 

Consequences for the patient and his family of an ICU hospitalization are important 57 

[1-3] and a recent consensus of the American Society of Resuscitation has reviewed the 58 

physical, cognitive and psychic sequelae of a hospitalization in intensive care for the family 59 

and the patient. These consequences were grouped under the term "post-intensive care 60 

syndrome" [4]. We are going to expose only in this document the psychic sequels, which are 61 

the target of improvement of the intervention which we evaluate. 62 

 63 

Consequences of an ICU hospitalization for the patient.  64 

Numerous factors exist for the development of the post intensive care syndrome. 65 

Pharmacological factors (sedative), metabolic (hypoxia), mechanical (use of physical 66 

constraints), discomfort (noise, light, thirst, pain, sleep loss [5]), inadequate communication 67 

can favor the disappearance of the memories of the stay [6, 7] or the appearance of delusional 68 

memories [8], or psychiatric symptoms at ICU or hospital discharge [9-11]. Many survivors 69 

described traumatic memories such as nightmares, acute anxiety [12] or pain that may be 70 

associated with the emergence of post-traumatic stress disorder [13]. Evaluation of psychiatric 71 

disorder in ICU patients showed that 5% to 63% of survivors developed post-traumatic stress 72 

syndrome [14]. Psychiatric or psychological disorders in ICU patients are not the primary 73 

objective of ICU treatment. However, measuring the quality of life of patients after a stay in 74 

intensive care becomes a necessary goal [15-17]. 75 

 76 

Rehabilitation programs 77 

Several types of rehabilitation programs were tested during or after the ICU stay. In a 78 

multicenter prospective study, the delivery of a manual containing physical rehabilitation 79 

program, developed by a physiotherapist, started at the hospital and followed for three months 80 

after discharge by a nurse, did not add any benefit on the quality of life one year after hospital 81 

discharge [18]. In a study including 21 survivors, a multifaceted rehabilitation program 82 

including cognitive management by a psychologist, physical management by a 83 

physiotherapist over a period of 3 months after hospital discharge including 6 home visits 84 

improved cognitive or physical performance [19]. Jones et al [20] in a randomized study of 85 

126 patients found that a rehabilitation manual containing exercise counseling, social and 86 

psychological support program improved quality of life scores at 8 weeks and 6 months after 87 

ICU discharge but did not influence symptoms of anxiety, depression or post-traumatic stress 88 
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symptoms. Peris et al in a before-after study tested the usefulness of a psychologist caring for 89 

the patient during his ICU stay [21]. This study showed a non-modification of symptoms of 90 

anxiety and depression between the two groups. However, this study reported an 91 

improvement in severe post traumatic syndromes over one year after ICU discharge (57% in 92 

the control group vs 21% during the intervention). These rehabilitation programs are resource-93 

intensive (social workers, psychologists or physiotherapists) and difficult to implement 94 

because they included home visits or teleconference visits [18, 20, 21].  95 

 96 

 Consequences of an ICU hospitalization for the family 97 

Having a relative hospitalized in ICU is an acute, stressful and traumatic event that generates 98 

anxiety and fear [22, 23]. Family members lose its social status and family role to the patient. 99 

This results in a modification of the relationship between patient and their relatives. Not being 100 

able to talk to him, not being able to see him and staying close to him as often as he wishes, to 101 

see his physical appearance being transformed, not to understand the medical information 102 

concerning him are as many sources of additional anxieties. The patient is completely 103 

dependent of the caregivers. This suffering felt by the family is even more important if the 104 

risk of death is high [23].  105 

 106 

Many studies have focused on families ‘experiences during the ICU stay. 107 

Phenomenological analysis of interviews with families reported difficult, painful experiences 108 

"without existing words to describe it", increased by the absence of contact with the loved one 109 

and the fear of seeing him die [24]. This traumatic experience was associated by anxiety 110 

symptoms in 69% to 79% of families [23, 25] and depression symptoms in 35.4% to 43.2% of 111 

families [23, 25]. This discomfort resulted in fatigue, loss of appetite and a feeling of dread in 112 

90% of families [23]. At 3 months, 33% of families having a hospitalized patient in French 113 

intensive care units had a risk of developing post-traumatic stress disorder, with a higher an 114 

risk for those who did not understand medical information or who participated in the decision-115 

making process [26]. 116 

 117 

  Caring for families and giving sense of their presence in intensive care unit is the 118 

cornerstone of the Anglo-Saxon concept of "family centered care" [27]. This approach 119 

recognizes that the family is unique and represents experts in identifying the patients ‘needs. 120 

 121 
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This approach has been described in pediatrics but is also used outside the parent-child 122 

relationship. The core values of this approach are: dignity and respect for values, beliefs and 123 

culture that are embedded in patient care; sharing of medical information in comprehensive 124 

terms to enable families and patients to make their own choice; encouraging families or 125 

patients to participate in decisions. 126 

  127 

The ICU diary 128 

The intervention that we chose to test is the ICU diary because it allows to take care of 129 

both the patient and his family by restoring the link and keeping alive the family-patient 130 

relationship in intensive care units [28-38]. The ICU diary appeared in the 1980s in Northern 131 

Europe, set up by ICU staff and relatives, to report a detailed and factual narrative of their 132 

ICU stay, to share the presence of families and the investment of caregivers, to share family 133 

events, to support both patients and their families [39]. The ICU diary is filled out by both 134 

ICU staff and families. Content analysis was explored by Delphi method and identified six 135 

main categories: information on place of hospitalization (category 1), medical events 136 

(category 2), continuity of patient’s life and family life (category 3 and 4), presence and 137 

support of staff (category 6) and expression of feelings and emotions (category 5) [40].  138 

Each entry is dated and firmed by the author. The diary is illustrated with pictures of 139 

the ICU. No patient photo is allowed in the diary. The ICU diary is given to the patient at the 140 

end of the stay or to the surrogate, or the closest relative in case of death. Opinions and 141 

feelings of patients who were identified several months after their hospitalization in intensive 142 

care showed that all had read the ICU diary. They told that the ICU diary had helped them to 143 

better understand the severity of their illness and to construct their illness narrative [34]. For 144 

the families of the deceased, the ICU diary helped to accept the grieving and understanding of 145 

the illnesses leading to death. Families wrote “to put in words” their emotions faced to the 146 

situation. ICU diaries had an important therapeutic impact [40]. 147 

Four quantitative evaluation studies reported the effects of ICU diaries on wellbeing of 148 

patients or families. ICU diaries decreased anxiety symptoms in patients 2 months after ICU 149 

discharge [41], post-traumatic stress syndrome 3 months and one year after ICU discharge in 150 

patients [40, 42] and families [40], improved quality of life of the most severe ill patients [43]. 151 

ICU diaries also had an influence of family’s quality of life. Egerod et al, in a qualitative 152 

study showed that they had a role in supporting family own trauma [34]. In our ICU, we 153 

showed that families' participation in writing in ICU diaries allowed for better communication 154 
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with the ICU staff by better understanding and assimilating medical information, creating or 155 

maintaining the link with the patient and finally allowed to humanize the ICU, the ICU staff 156 

and the patient [44]. 157 

  158 

Study justification 159 

 ICU diaries are used in daily practices throughout the world (Europe, Australia) for 160 

decades. Numerous studies tested the interest of the diary but they suffered from 161 

methodological problems as single center, different case-mix of patients, different end-points 162 

evaluations, differences in setting up the diary [45]. 163 

 164 

Study outcomes 165 

Primary objective  166 

Decrease of the post-traumatic stress syndrome in patients 3 months after ICU discharge 167 

 168 

Secondary objectives 169 

 For families and patients 170 

Decrease of anxiety and depression symptoms 3 months after ICU discharge  171 

 For families 172 

Decrease of the post-traumatic stress syndrome 3 months after ICU discharge 173 

 For patients 174 

The recollection of memories of the ICU stay by the patient 3 months after ICU discharge  175 

Diary content analysis 176 

Way how the patient uses the diary in the intervention group 177 

 178 

Participants 179 

Patients and families of French ICUs 180 

 181 

Inclusion and non-inclusion criteria 182 

Inclusion criteria 183 

Adult patient admitted in an ICU needing a mechanical ventilation for more than 48 hours and 184 

initiated in the 48 hours after ICU admission with a family member susceptible to visit him 185 

during the stay.  186 
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Patient who consent to the study or family consent in case of incompetency  187 

Exclusion criteria 188 

Patients and families 189 

   Patient or families not understanding or speaking French 190 

   Family refusal of the study 191 

Patient 192 

   Deaf or mute patient 193 

   Patient with a neurologic disease 194 

   Patient hospitalized for a psychiatric disease or with chronic psychiatric disease 195 

   Patient hospitalized after a cardiac arrest  196 

   Patient with a life expectancy of less than 48 hours or likely to have a treatment limitation 197 

within 48 hours after ICU admission 198 

   Patient deprived of liberty 199 

   Patient included in a study with interview follow-up 200 

 201 

Methods 202 

1. Evaluation of the primary objective 203 

 Post-traumatic stress syndrome at day 90 will be assessed with the Event Scale-Revised (IES-204 

R) scale validated in French. The 15 items are coded between 0 and 5 (total from 0 to 75) 205 

[46]. A score above 22 will define a severe post-traumatic stress syndrome [47]. The 206 

questionnaire will be administered by a phone-interview by a psychologist. 207 

 208 

2. Evaluation of the secondary objectives 209 

Patients and families 210 

Symptoms of anxiety and depression at day 90 will be assessed with the Hospital Anxiety and 211 

Depression Scale (HADS scale). This scale contains an anxiety scale (7 items) and a 212 

depression scale (7 items). The total varies from 0 to 21 [48]. We will use a cutoff of 8 to 213 

screen for significant symptoms of depression or anxiety [40]. The questionnaire will be 214 

administered by phone-interview by a psychologist. 215 

 216 

Families 217 

Post-traumatic stress syndrome will be assessed at day 90 with the Event Scale-Revised Scale 218 

as described above.   219 
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Patients 220 

 Recollection of the memories of the ICU stay with the ICU Memory Tool.  221 

This scale has 14 items exploring the patient's memories before and during his stay in 222 

intensive care. Two questions explore the existence of post-traumatic stress disorder through 223 

the search for intrusive memories and panic attacks. There is no French validation of this 224 

scale which will be translated into French with back translation [10]. The questionnaire will 225 

be administered by phone-interview by a psychologist. 226 

 ICU content analysis 227 

This analysis will use a grid already used and published with 6 different categories analyzing 228 

the different verbatims [40].  229 

 Evaluation of how the patient will use the diary at 6 months  230 

This will be assessed by a qualitative analysis based on semi-structured interviews. The 231 

methodology employed is thematic and interpretative analysis [49-50] This analysis will be 232 

supervised by Cécile Flahault. 233 

 234 

3. Intervention: the ICU diary 235 

 Each center will receive a standardized ICU diary containing (1) an introduction 236 

explaining to families what an ICU diary is and how they can use it (Appendix 1), (2) photos 237 

of each service with a photo of an empty ICU room with explanations of the monitoring 238 

systems. The ICU diary will be opened immediately after randomization after verification of 239 

the inclusion and non-inclusion criteria.  The first diary entry will be a summary by an ICU 240 

physician of the patient’s medical history before ICU admission. This diary will be presented 241 

to the family by the doctor or nurse to invite them to participate. The diary will be maintained 242 

by the family and ICU staff. Staff members will be asked to write their name and job title and 243 

the date at the beginning of each entry and to use everyday language (as opposed to technical 244 

language) to describe medical events, procedures, and the information given to relatives. The 245 

only instruction given to the families and staff members about diary entries will be to refrain 246 

from writing about confidential matters that could not be shared among the patient, all the 247 

relatives, and the staff. The diary will be left in the room accessible to family and ICU staff. 248 

For patients who will discharge alive, the dedicated nurse will open the diary with them and 249 

hand it to them. For deceased patients, the investigator of the study in each center will send 250 
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the diary to the referring person or to surrogate expressing the team's condolences. The diary 251 

will send by mail with an identical letter for all ICUs.    252 

 253 

4. Study organization 254 

4.1 Interventional study: multicenter, randomized, parallel (allocation ratio 1:1) and controlled 255 

study  256 

 Intervention group: patients and relatives with an ICU diary open within 48 hours of 257 

admission to the intensive care unit, given to the patient when he / she is discharged or 258 

his / her relatives in the event of death. 259 

 Control group: no diary is opened during the ICU stay 260 

 261 

4.2 List of participants ICUs 262 

N° Centre Service Investigateur principal 

1 Hôpital Saint  Joseph, 
Paris 

Service de réanimation et de 
médecine intensive 

Dr Maité GARROUSTE-
ORGEAS 

2 Hôpital Cochin, Paris Service de réanimation 
médicale 

Pr Jean-Paul MIRA 

3 Hôpital Saint-Louis, Paris 
 

Service de réanimation 
médicale 

Dr Sandrine VALADE 

4 La roche sur Yon Service de réanimation 
polyvalente 

Dr Isabelle VINATIER 

5 Meaux Service de réanimation 
polyvalente 

Dr Xavier FORCEVILLE 

6 Saint Antoine Service de réanimation 
médicale 

Dr Naike BIGE 

7 Lyon Service de réanimation 
polyvalente 

Pr Laurent Argaud, 
 

8 Brest Service de réanimation 
médicale 

Dr Anne RENAULT 

9 Dieppe Service de réanimation 
polyvalente 

Dr Jean Pierre Rigaud 

10 Melun Service de réanimation 
polyvalente 

Dr Nathalie THIEULOT-
ROLIN 

11 Créteil Unité de réanimation 
chirurgicale 

Dr Fabrice COOK 

12 Tours Service de réanimation 
médicale 

Dr Emmanuelle MERCIER 

13 Libourne Service  de réanimation 
polyvalente 

Dr Hubert GRAND 

14 Pontoise Service de réanimation 
polyvalente 

Dr Nora Amdjar-Badidi 

15 Garches Service de réanimation 
médicale 

Dr Virginie MAXIME 
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16 IGR Service de réanimation 
polyvalente 

Dr Alain GAFFINEL 

17 Argenteuil Service de réanimation 
polyvalente 

Dr Marina THIRION 
 

18 Grenoble Service de réanimation 
médicale 

Dr Rébecca HAMIDFAR-
ROY 

19 Dijon Service de réanimation 
médicale 

Dr Audrey Large 
 

20 Beaumont Service de réanimation 
polyvalente 

Dr Eric BOULET 

21 Belfort Service de réanimation 
polyvalente 

Dr Julio BADIE 

22 Périgueux Service de réanimation 
polyvalente 

Dr Yannick MONSEAU 

23 Bichat Service de réanimation 
médicale et infectieuse 

Pr JF TIMSIT 

24 Toulouse Service d'anesthésie-
réanimation 

Dr Antoine ROUGET 

25 La Rochelle Service de Réanimation  et 
unité de surveillance continue 

Dr Olivier LESIEUR 

26 Clermont-Ferrand Service de Réanimation 
Médicale 

Pr Alexandre LAUTRETTE 

27 Lyon Service d’Anesthésie  
Réanimation 

Dr Bernard Floccard 

28 Troyes Service de Réanimation 
Polyvalente 

Dr Georges SIMON 

29 Rouen Service de Réanimation 
Médicale 

Pr Fabienne Tamion 

30 Bicêtre Service de Réanimation 
Polyvalente 

Dr Olfa HAMZAOUI 

31 Lille Service de Réanimation 
Polyvalente 

Pr JOURDAIN Mercé 

 263 

4.3 Randomization 264 

A dedicated site will permit the randomization (1:1) of the patient within 48 hours 265 

after ICU admission. Randomization is stratified by center and balanced with permutation 266 

blocks. 267 

 268 

4.4 Training of the ICU team 269 

The main investigator will go to the different ICUs to open the study, explain the study to the 270 

team and answer all their questions. During this meeting, a specific guide of how to write in 271 

the diaries will be explained (Appendix 2).  272 

4.5 Bias control 273 
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The choice of randomization by patient will give the maximum power to the study rather than 274 

a opened in randomization by center. The risk of intergroup contamination is low, few ICU 275 

diaries will be the same period.  276 

4.6 Data collection 277 

They are intentionally few in number to not overburden the participation of the centers.  278 

Center 279 

Number of acute and intermediate beds, ICU (medical, surgical or medical surgical) patients, 280 

physician, nurse ratio. 281 

Families 282 

Age, gender, level of education, relationship with the patient, professional status, previous 283 

hospitalization of a relative in ICU 284 

Patients 285 

Age, gender, severity of the acute illness assessed by the Simplified Acute Physiologic Score 286 

(SAPS II), type of admission (medical, scheduled or unscheduled admission), admission 287 

diagnostic (shock, acute respiratory insufficiency, chronic obstructive pulmonary disease, 288 

coma, monitoring, acute renal insufficiency, metabolic disease, trauma), duration of 289 

mechanical ventilation, of sedatives agents, of ICU and hospital stay. Pre-defined events as 290 

fall, extubation, cardiac arrest, physical constraints will be reported. Patient status at ICU and 291 

hospital discharge will be assessed.  292 

 293 

4.8 Participation of each center  294 

Opening and filling-out the ICU diary by the ICU staff 295 

Sending the ICU diaries to families in case of patient ‘death 296 

Collection of patients, family’s data 297 

 298 

4.9 Statistical analysis 299 

Hypothesis of the study and sample size justification.  300 

Post-traumatic stress disorder is 9.2%, 20%, 69%, 64% in patients and 29.8% 62% and 301 

67% in families. We assume a frequency of 40% (intervention group) with a decrease of 30% 302 

(26% in the control group) in agreement with the reduction rate of the European study. 352 303 

patients are needed (176 per group) for a power of 80. The expected mortality rates of non-304 
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analyzable patients (rehospitalization, rehabilitation ...) being 20% each, we plan to include 305 

260 patients per group, or 52 patients / center (26 with ICU diary). 306 

 307 

Quantitative analysis 308 

The quantitative analysis will describe the characteristics of patients and families in 309 

both arms, the psychic suffering of patients and families using the IES-R and HADS scales. 310 

Simple tests (comparison of means and proportions) will be used in agreement with the 311 

distribution of the variables, their ordinal character or not. The analysis will be carried out 312 

after writing an analysis plan, prior to obtaining the results, on a database "cleaned" (data 313 

management) then "frozen". The data will be analyzed using SAS software (SAS Institute 314 

Inc., Cary, NC). P-values will be significant at 5%. The study protocol is filed in the register 315 

"clinicaltrial.gov" before the start of the study once the protocol is finalized as it has received 316 

the approval of the Committee for the Protection of Persons (CPP). The results of the study 317 

will be reported according to the CONSORT criteria. 318 

 319 

 Qualitative analysis 320 

 30% of ICU diaries will be analyzed. This analysis will be done by several 321 

psychologists using a grid built by our group This grid describes 6 categories: 322 

1. Define places, spaces, people 323 

2. Building a time-line of medical events  324 

3. To replace the time-line of the patient’s experience within the time-line of family, 325 

community, and world events  326 

4. To demonstrate the continuity of the patient's life 327 

5. To express feelings and emotions 328 

6. To explicitly demonstrate the presence, commitment, and support of staff and family 329 

Complete anonymization of the data will be done after analysis for the publication. The 330 

number of verbatim reports from the different professional categories will be recorded. 331 

The research question is how the patient uses his ICU diary. In agreement with the 332 

literature, we have not made theoretical hypotheses before the analysis of the discourse and 333 

we will emerge from the contents of the interviews a theorization aiming at describing the 334 

subjective appropriation by the patients of the contents of the ICU diary [51,52,53]. 335 

A recorded telephone interview will be made with a psychologist using a semi-directive 336 

interview guide, with a free speech of the patient so we will be able to perform the analysis as 337 

recommended by the  literature.  338 
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The phone calls will be centralized at the Saint Joseph Hospital and will be conducted 339 

by one person, trained in human sciences (psychology). The analysis will be done by 340 

psychologists trained in qualitative analysis. The recordings will be transcribed verbatim and 341 

analyzed with the help of the N Vivo software. During the interview, the psychologist may in 342 

case of psychological distress or request of the patient and his family address the patient to a 343 

consultation of psychology.   344 

 345 

Regulatory aspects  346 

 Financial administrator 347 

The financial administrator is the Paris Saint Joseph Network 348 

 Data management 349 

Pr JF Timsit, IAME, Université Paris Diderot, 75018 Pari 350 

Sébastian Bailly, Grenoble Alpes  351 

University, INSERM, Grenoble 352 

 Inform consent 353 

 The ICU diary is used in daily practice for many years in intensive care in many 354 

countries; An information letter will be given to families at the time of randomization and the 355 

investigator will search a non-opposition of families. Acceptation of the study will be made at 356 

the ICU discharge for alive patients. A new acceptation of the study will be sought at the time 357 

of the phone call. The study will be proposed to the closest person to the patient who 358 

participated in the ICU diary. The ICU diary is not a medical document and is not part of the 359 

medical file. The information found there is the information that is given to the family or to 360 

the people who care for the patient. The contents of the diary are not intended to contain 361 

sensitive data about the patient's clinical history. In particular, it should not replace the 362 

medical file. This extremely important point will be discussed with the various centers and the 363 

physicians in charge of this diary during the opening meeting of the study. In the ICU, 364 

families are responsible of giving the authorization to patient’s relatives to write and to read 365 

the diary.   366 

In case of ventilation <48 hours, the ICU will have the freedom to continue the diary as in the 367 

study or to involve only the family as in many Nordic countries. In this situation, the diary 368 

will be given to the family or the patient but the family will not be included in the study.  369 

 370 
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 Submission to the CPP (committee of protection of people)  371 

In accordance with Article L.1123-6 of the French Public Health Code, the research 372 

protocol will be submitted by the main investigator to a Committee for the Protection of 373 

Persons (CPP). Any modification of the research protocol will be submitted to the promoter. 374 

A substantial modification must be subject to an amendment and require to the authorization 375 

of the competent authority and / or the opinion of the CPP, as the case may be. 376 

  377 

 Submission to CCTIRS – CNIL 378 

Before its beginning, the processing of the data collected in the research is  379 

 subordinated to the Advisory Committee on the Treatment of Information in the field of 380 

Health Research (CCTIRS) and then the National Committee of  381 

Information and Liberties (CNIL). The research will be the subject of a unit  382 

statement. Information on the rights of persons participating in this research is included in the 383 

information note. 384 

 385 

 Access rights to data and source documents 386 

      The persons in charge of the quality control of a biomedical research and mandated for 387 

this purpose by the coordinating investigator have access, subject to the agreement of the 388 

persons concerned, to the individual data strictly necessary for this control. They are subject 389 

to professional secrecy under the conditions defined by articles 226-13 and 226-14 of the 390 

Penal Code. 391 

 392 

 Preservation of documents and research data 393 

Research documents corresponding to the documents related to a biomedical research must be 394 

archived by all parties for a period of 15 years after completion of the research. 395 

This indexed archive contains: 396 

    -The mail copies of the mandatory notice of the CPP. 397 

   - The successive versions of the protocol (identified by the version number and the version 398 

date). 399 

   - Consents signed by the subjects under sealed envelope with the list or register of inclusion 400 

in correspondence. 401 

   - Questionnaires for each subject included. 402 

    -All specific appendices to the study. 403 
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    -The final report of the study from the statistical analysis and quality control of the study 404 

Possible audit certificates made during the research 405 

    -The database that has been the subject of the statistical analysis must also be archived by 406 

the person responsible for the analysis (paper or computer) 407 

 408 

Rapport et publications 409 

 Three publications will be submitted for publication: the methodology of the study, the 410 

main quantitative results and a qualitative report the analysis of the phone-interview. The 411 

main report will be written by Maité Garrouste-Orgeas after acceptation of all co-authors. All 412 

investigators will be co-authors respecting the rules of being a co-author. Each co-author will 413 

appear according to the number of complete files at 3 months for the main objective. In case 414 

of equality, the alphabetical order will prevail.  415 
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Appendix 1. Informative note concerning the ICU diary for families.   587 

 588 

The ICU diary 589 

 590 

 

This is a diary that will be written down during the stay in intensive care. 

Its purpose is to describe to the patients all events that took place during 

his/her hospitalization in intensive care unit. 

 

It aims to improve the well-being of the patient and his family. It will 

allow to maintain the link, to continue the family history in intensive 

care, to express emotions. 

Indeed, the disease and / or the drugs used may be responsible for a 

loss or the appearance of false memories or even hallucinations for the 

patient. 

 

Throughout the pages, pictures of the unit, words of all those who 

took care of him/her, his/her story will be written, the one that really 

happened. 

 

The contributors are the intensive healthcare professionals, the 

family, the relatives. 

 

Each diary is different because it can be customized as wished: words 

or diagrams, drawings of adults or children, photographs, family 

memories, friends ‘messages… 

 

It will be returned to the patient or his/her family at the end of the 

stay. 

 

 

 591 

 592 
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Appendix 2. Writing guidelines.  593 

 594 

 595 

Table of contents 596 

 597 

How to write down an ICU diary  598 

 599 

Starting an ICU diary 600 

 601 

Continue the ICU diary be relating the ICU stay 602 

 603 

How to say a patient is not doing well?  604 

 605 

What to do with the ICU diary at patient's discharge 606 

 607 

Example of more easily understandable words 608 

 609 
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How to write down an ICU diary 610 

 611 

1. All text entries must be dated, signed with the professional category of the writer 612 

2. Avoid sensitive data or data that the patient would like to keep confidential (such as HIV 613 

status, cancer, sexual preferences, etc.) 614 

3. Write down what is easy for you to write, as if you were talking to the patient or his/her 615 

family in the room 616 

4. It is better to write two sentences every day than a long text once a week.  617 

If the patient medical condition does not change, write: "Your medical condition does not 618 

change much" or "you still have a ventilator to help you to breathe" or "maintaining your 619 

blood pressure requires the same dosages of medication" 620 

If the patient is agitated, report it down, because it can help him/her to later reconcile with the 621 

hallucinations he/she suffered 622 

5. A diary shared with all caregivers makes more sense for a patient than a diary written by 623 

only one person 624 

6. Avoid technical terms that no one understands. The diary is not a chart of targeted 625 

transmissions or a medical record. Writings must be popularized for being easily understood, 626 

use layman's terms. 627 

7. Your writings must always be professional towards the patient and his/her family. 628 

8. Promote personalization of the diary by the family: drawings of children or grandchildren, 629 

pictures, etc ... 630 

9. At the end of the ICU stay 631 

 If the patient is fully conscious, the diary is given him/her by hands after 632 

having introduced it to him/her and its content being explained 633 

 If the patient is confused, give the diary by hands to the family. If it is not 634 

possible, send it to his/her family with an accompanying letter 635 

If the patient died in ICU, keep the diary and send it to the family with an accompanying 636 

letter637 
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Starting an ICU diary 638 

 639 

 640 

The first entry should summarize the cause of ICU admission. It can be written by the 641 

physician or by the nurse. See the examples below. 642 

Name of the physician, date 643 

Hello,  644 

you were hospitalized in the intensive care department of the hospital (name of the hospital) 645 

for breathing difficulties that were lasting for a week. Upon your arrival, you had to be 646 

helped to breathe with a machine that is called a ventilator. That is why we put a tube in your 647 

mouth connected to the ventilator. In order to make it less uncomfortable, we are giving you 648 

medications that will make you dozy. It is likely that you will have no memory of this period. 649 

These difficulties for breathing are related to an infection of your lungs that is treated with 650 

antibiotics. Your blood pressure was low and we manage to bring it back to normal with 651 

medications. 652 

Your family came to see you and we gave them information about your medical condition. We 653 

hope you will improve. 654 

 655 

Name of the nurse, date 656 

Hello,  657 

This diary intends to help you to understand what happened to you when you were 658 

hospitalized in the intensive care department of the (name of the hospital). Initially, you were 659 

admitted in hospital for persisting breathing difficulties. Two days after, your medical 660 

condition worsened, you were no more breathing, and you had a cardiac arrest. You did have 661 

a cardiac massage, and we had to put a tube in your mouth that goes into your lungs. The 662 

tube is connected to a ventilator that help you to breathe. 663 

 664 

Name of the physiotherapist, date  665 

Good morning,  666 

Your hospitalization in intensive care requires your extended bed rest and/or breathing 667 

assistance with a ventilator. This condition, which we hope will be as short as possible, can 668 

lead to complications that we want to prevent. Depending on your level of consciousness and 669 

your physical abilities, we will help you to move so that you can maintain and improve your 670 

capacities, while respecting your overall health. If you experience respiratory problems, we 671 

will try to bring you more comfort. 672 

Good luck 673 

 674 

Name of the physician, date 675 
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Good morning, 676 

You had a sore throat for 3 days and your doctor prescribed you an antibiotic called 677 

Augmentin® yesterday. After taking the first dose at about 5 o'clock pm, your throat became 678 

swollen, and you had difficulty breathing. Your wife called the emergency transports, and 679 

their medical team brought you to the emergency room of [name of the hospital]. You were 680 

treated for an anaphylactic reaction (allergic reaction) to the antibiotic. As the medical 681 

treatment did not improve you quickly enough, we decided to put an endotracheal tube in 682 

place to help you to breathe. It is a tube that goes into your trachea through your mouth. You 683 

had to receive sedative medications because you were very agitated and very anxious. After 684 

that, everything improved, you were quieter. You were then transferred from the emergency 685 

room to the ICU. Your wife was able to follow you and she is now more reassured. She's with 686 

you. You will keep this tube until the drugs allow your throat to deflate. This will take a few 687 

days. 688 

Name of the physician, date 689 

Hello, 690 

You were admitted in intensive care unit last night. Our team came to see you in the 691 

emergency room because your breathlessness was very important despite the oxygen you 692 

were given. 693 

You explained us that you came to the emergency room because you felt more out of breath 694 

for several days and your habitual cough had worsened. At your arrival, we decided to admit 695 

you into the intensive care unit to help you to breathe thanks to a machine. Since you are 696 

breathing with the machine, you seem to be getting better. You told us today that you feel 697 

better. 698 

We are looking for the cause of this worsening, and we think you have a lung infection. We 699 

took a sample of your sputum to look for bacteria, and you are now receiving antibiotics. We 700 

also looked at your heart by ultrasound to ensure its proper functioning. This morning, you 701 

will have a scan of your lungs so that we can better evaluate your lungs condition (since you 702 

smoked a lot, we have to check evaluate that precisely) and also look for an infection that we 703 

would not have seen on your chest X-rays. 704 

If you bear the machine and the mask that help you to breathe, we will continue for a few days 705 

until things get better. 706 

Good luck 707 

 708 

Name of the nurse, date 709 

This morning, you had a cardiac arrest at work. After the cardiac massage performed by your 710 

colleagues and the emergency transport team, your heart started to beat again. However, you did 711 

not get conscious immediately; therefore, you were transferred in the intensive care unit, and we put 712 

cold patches on all your body to decrease your body temperature up to 33°C for 24 hours, in order to 713 

protect your brain for possible sequelae 714 
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Continue the ICU diary be relating the ICU stay 715 

 716 

Name of the physician, date 717 

Hello, 718 

This morning we transported you in radiology to get an abdominal CT-scan because we 719 

suspected a rupture of the suture made during your surgery. In order to get it fixed, you were 720 

taken to the operating room this afternoon and the surgeon put both ends of your bowel to the 721 

skin (stoma), i.e., you have a pocket on the abdomen that you will keep on a temporary basis. 722 

You will need another surgical procedure afterwards to restore the intestine continuity. The 723 

fever you had for several days was due to this rupture of the suture. We now hope that you 724 

will now improve quickly. 725 

Name of the senior physician, date 726 

Good morning, 727 

Your medical condition does not improve despite the treatment of your pulmonary infection. 728 

As the pulmonary infection worsened this morning and was associated with consciousness 729 

disorders, you had a cerebral CT-scan which enabled us to diagnose a cerebrovascular 730 

accident, something also called stroke. It happens when a cerebral vessel get blocked by a 731 

clot in your brain. It makes now 20 days that you are in ICU, without any improvement. Your 732 

family is very worried, and keep on telling us that you had always vowed to not became 733 

dependent at the end of your life. We will meet them and make them aware of this new issue 734 

and what is does mean for you. All our discussion will be underlid with your vow of quality of 735 

life. 736 

Name of the physiotherapist, date 737 

You are still unconscious. Nevertheless, we set up a machine today that makes you cycling 738 

while you are lying in your bed. Everything went well, and you did not seem to have any pain.  739 

Name of the nurse, date 740 

I am Aurore, your nurse for tonight. As usual, we used fresh water for toileting you, really 741 

fresh ! That is how you like it. Since your arrival, we are getting used to know what you 742 

appreciate. Hang in, so we will be able to sing the Connemara lake together ! 743 

 744 

Name of the fellowship, date 745 

Madam, 746 
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Today, we were able to pull out the tube you had in your mouth, which is a very good news. 747 

Now, you look good. Keep on breathing bravely in your mask, you need that to gain enough 748 

strengths 749 

Name of the caregiver, date 750 

We are on Sunday, and I came to wash your hair, with a basin at the head of your bed. You 751 

enjoyed the water on your hair. You were smiling, you waited for it for so long. I brush your 752 

hair and made a ponytail, as you asked for. 753 

Name of the nurse, date 754 

Madam, this morning, you were able to sat in an armchair for some hours. You enjoyed to be 755 

able to go out of your bed, although it was tiring. You had some visitors during the afternoon. 756 

You were in good mood and you keep your sense of humour despite being tired. 757 

Name of the fellowship, date.  758 

I am the physician who often takes care of you. Today, I sprayed water in your mouth as it 759 

was too dry. Then, we watched together « don’t forget the song lyrics » with Nagui on the TV. 760 

You improved very nicely during these last days, so stick to it. We expect to be able to pull out 761 

shortly the tube of the ventilator machine 762 

Name of the caregiver, date 763 

Your wife helped me to give you a feet massage with almond oil. She was happy to do it, and 764 

she will be able to do it alone next time  765 

Name of the fellowship, date.  766 

Lying on your chest sounds good for you, you are breathing more easily. During the night 767 

shift, the nurse will collect some blood for a test. If everything is OK, we would be able to 768 

move you on your back. We are pursuing the tests for monitoring your infection. Your sons 769 

came early afternoon, and will come back tonight. They are waiting for you to wake up, so 770 

hang on ! 771 

Name of the senior physician, date 772 

The treatment of your infection is completed. However, you were not able to wean you off the 773 

machine that helps you to breathe. Yesterday, you pulled out the tube in your mouth that goes 774 

to the respiratory machine. We needed to put it again in place immediately, as you were 775 

breathing very poorly and too quickly. You had again some fever, and we draw samples from 776 

your lungs to look for bacteria and to know if you need to be treated again with antibacterial 777 

agents. 778 

Name of the physiotherapist, Date  779 

You are now conscious and able to support yourself with your arms. Today, you were able to 780 

sit at the edge of your bed. It is the last step before you being able to get out of your bed 781 
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without any help. It went well, you tolerated well all the procedure. You are still a bit weak. 782 

We will try again within the next days.  783 

Name of the nurse, date 784 

These two last days, you changed a lot due to the infection. You got a lot of oedema, around 785 

10kg. Therefore, your hands, your face, your body become puffy. It is very impressive, but it is 786 

only water that you will get rid of very quickly as soon as you will recover. 787 

Name of the caregiver, date 788 

Today as I did the previous days, I took care of your mouth, which means that I washed your 789 

mouth, as you cannot brush your teeth. I did it using the small sticks. I hope that i twill 790 

freshened your mouth and that you will be less thirsty.  791 

Name of the caregiver, date 792 

After we toileted you, you had fever, at 39°C. That is why you are very lightly covered. 793 

Name of the physiotherapist, date 794 

You are conscious, however you are not yet physically able to move alone. Nevertheless, 795 

today, we were able to sat you down in the armchair thanks to a system that allows us to lift 796 

you up. It is important for your lungs and your recovery. Everything went well, you tolerated 797 

well the procedure. You are still a bit weak. We will try again within the next days.  798 
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How to say a patient is not doing well ? 799 

 800 

Name of the senior physician, date 801 

Your medical condition is still worrying. We discuss every day how to manage you. Your 802 

comfort is very important for us, we do not want you to have pain. We talk with the members 803 

of your family who are close to you. ^ 804 

 805 

Name of the fellowship, date 806 

Since 48h, your status worsened, your arterial tension dropped down and you have breathing 807 

issues. That is why we increased the dosing of drugs that make you sleepy. We did not find 808 

why you worsened again, there is no infection like the previous time. Since several weeks, you 809 

are not improving despite the treatment, so we cannot wean you from all these machines that 810 

help you to stay in live. You family is anxious that you may get out of this very faded away 811 

and dependent. You must know it is a strong concern for us each time we discuss of how to 812 

deal with you. If you keep on worsening, we will discuss whether it is beneficial to maintain 813 

these treatments while they are not improving your condition. We maintain your family 814 

closely informed, and we try to help them through these very difficult times. Your grand-815 

children came yesterday for seeing you, and put a drawing in this diary. 816 

 817 

Name of the nurse, date 818 

Your family is with you days and nights. We put a bed in your room, so your husband was 819 

able to stay with you tonight. Your children pinned pictures of you and of the family in your 820 

room. They brought back some CDs for you to listen the pieces of jazz music you like so 821 

much. You look serene and peaceful, with no pain. Your beloved ones agree with us. 822 

 823 

What to do with the ICU diary at patient's discharge 824 

If the patient is dead in the ICU 825 

The diary is momentarily kept in the ICU for allowing to introduce a final message. This one 826 

can be personalized if this final message is written by a healthcare person who assisted the 827 

patient and his/her family at the time of the death.  828 

Some examples. 829 

Example 1. All the ICU staff and myself are expressing to you our sincere condolences. We 830 

are at your full disposal if you have questions, or if you wish to talk of the stay in ICU of your 831 

husband. Feel free to call us at the following phone number: [phone number of the ward]. 832 

Example 2. Despite our best efforts that we displayed altogether, you died today by 3 pm. 833 

Your family was here to watch over you and to be with you in these last moments. You looked 834 
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peaceful. We are sad to have been unable to help you more, but we are glad to have fought 835 

with you. You were very brave in these difficult moments, and we will keep that in memory. 836 

We met your loved ones after your death to remind them that we are available to talk to them 837 

again if they ever felt the need.  838 

 839 

The patient is discharged alive from the ICU 840 

A message wishing a prompt recovery is added, such as the followings: 841 

Example 1. You are going better, and you will leave the ICU today, for being transferred in 842 

the pneumology ward.  843 

Example 2. We achieved that with you. This so important day for you and your family, the day 844 

when you are discharged from the ICU and transferred in the ward of digestive surgery. You 845 

were very brave during these two weeks. Your husband is smiling again, and your children as 846 

well. When you will be very well and discharged from the hospital, we will be glad to see you. 847 

Good luck.   848 

If the patient is sufficiently conscious during the last days of his/her hospital stay for being 849 

able to read the ICU diary: The diary may be given directly to the patient.  850 

If the patient has cognitive disorders or is confused at discharge: the diary is kept in the ICU 851 

for being completed, and will be sent afterwards at patient’s home  852 
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Example of more easily understandable words 853 

 854 

All messages written in the diary must be easily understandable. When technical terms are 855 

used, they must be explained right away in the message. 856 

Ventilation tube: a tube which goes from the mouth to the lungs, and which is connected to a 857 

ventilator that helps the patient to breath  858 

Catheter: a system put into a vein in order to convey directly medicinal drugs and nutrients  859 

Feeding tube: a tube which goes up to the stomach for conveying food directly in it  860 

Adrenaline, norepinephrine, dobutamin: medicinal drugs that are used to manage the 861 

arterial tension  862 

Renal Epuration therapy: machine that is used to filter and purify your blood from 863 

substances that your kidneys cannot filter. 864 

Pneumonia: infection of the lungs 865 

Peritonitis: infection inside the abdomen 866 

Pyelonephritis: urinary infection that affects the kidneys 867 

Bronchial fibroscopy: a device that allows to see inside the bronchi (in your lungs) and to 868 

collect samples 869 

Gastric fibroscopy: a device that allows to see inside your stomach 870 

Colonoscopy: a device that allows to see inside your large intestine (the colon) 871 

 872 

 873 

 874 

 875 

 876 

 877 
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Appendix 3. Information and non-opposition of families 878 

 879 

We belong to a group of doctors, nurses and psychologists working in intensive care, who set 880 

themselves the goal of studying a better management of the family and the patient in intensive 881 

care. 882 

 883 

What is the purpose of this research? 884 

Dr. (name, first name) ..................... practicing at the hospital of ................ invites you to 885 

participate in a research evaluating communication and information between healthcare 886 

workers and family and the impact of your loved one's stay on your quality of life after this 887 

current hospitalization. This communication may use written support.  888 

The objective of this research is to improve your quality of life, especially the symptoms of 889 

anxiety, depression and post-traumatic stress that may in some cases appear after the 890 

hospitalization of your loved one. 891 

 892 

How is this research going? 893 

If you agree to participate, the psychologist will contact you by telephone 3 months after the 894 

discharge of your relative from the intensive care unit to ask you questions using two 895 

questionnaires about your quality of life following hospitalization of your loved one. The 896 

duration of this telephone conversation will be approximately 20 minutes.  897 

 898 

What are the expected benefits of this research? 899 

The current data show that in some cases there may be a repercussion of the hospitalization of 900 

a loved one on your quality of life in the months following ICU discharge with symptoms of 901 

anxiety, depression and post-traumatic stress symptoms. The data obtained in this study will 902 

added to medical knowledge in order to propose areas for improvement. 903 

 904 

What are the foreseeable constraints added by this research? 905 

The main constraint is the telephone interview with different questionnaires relating to daily 906 

life but also on more personal aspects such as the psychological situation. 907 

 908 

What are your rights? 909 

 910 
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The medical data collected during this study by the different questionnaires will be the subject 911 

of computerized and confidential processing. Personal data will be destroyed after your 912 

participation 913 

In accordance with the French law, you have the right to access and rectify your data. At the 914 

end of this research and after analyzing the data relating to this research you can be informed 915 

of the overall results of this research. 916 

Your participation in the study remains optional in application of articles 53 and following of 917 

the law of January 6, 1978 modified. 918 

If you decide to participate, you can at any time exercise your right of withdrawal and stop to 919 

participate in this project by contacting Dr. Garrouste-Orgeas, principal investigator of the 920 

study by telephone at 01 44 12 77 18, in writing : Maité Garrouste-Orgeas, ICU, Saint Joseph 921 

Hospital, 75014 Paris or by mail: mgarrouste@hpsj.fr 922 

 923 

Name and signature:  924 

Date: 925 

Phone number to reach you: 926 

Address :  927 

 928 

 929 

 930 

 931 

 932 

 933 

 934 

 935 
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Appendix 4. Information and non-opposition of family for the participation of patient who 936 

cannot give his consent  937 

We belong to a group of doctors, nurses and psychologists working in intensive care, who set 938 

themselves the goal of studying a better management of the family and the patient in intensive 939 

care. 940 

What is the purpose of this research? 941 

Your relative (last name, first name) ........................ .. is currently hospitalized in ICU of the 942 

hospital of ......................  943 

Dr. (name, first name) ...................... proposes to involve your loved one in a research 944 

evaluating the communication and information between healthcare workers and family and 945 

the impact of your loved one's stay on his quality of life at a distance. The communication that 946 

can be used is written support.  947 

The objective of this research is to improve the quality of life of your loved one, especially 948 

the symptoms of anxiety, depression and post-traumatic stress, which may in some cases 949 

appear at a distance from hospitalization. 950 

How is this research going? 951 

If you agree to participate, the psychologist of the study will contact your relative by 952 

telephone 3 months after the discharge of the intensive care unit to ask questions using two 953 

questionnaires that are relevant to your quality of life. The duration of this telephone 954 

conversation will be approximately 20 minutes.  955 

 956 

What are the expected benefits of this research? 957 

The current data show that in some cases there may be a repercussion of the hospitalization of 958 

your loved one on his quality of life in the months following hospitalization in an intensive 959 

care unit as symptoms of anxiety, depression and post-traumatic stress symptoms. The data 960 

obtained in this study will added to medical knowledge in order to propose areas for 961 

improvement. 962 

 963 

What are the foreseeable constraints added by this research? 964 
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The main constraint for your loved one is the telephone interview with questions about 965 

everyday life but also on more personal aspects such as the psychological situation. 966 

 967 

What are your rights? 968 

The medical data collected during this study by the different questionnaires will be the subject 969 

of computerized and confidential processing. No information containing the name of your 970 

loved one will be provided to anyone except the study physician and authorized personnel. 971 

The identification list (correspondence between its code for the study and its identity) will be 972 

kept strictly confidential. His personal data will be destroyed at the end of his participation. 973 

In accordance with the provisions of the law relating to computer files and freedoms, he has a 974 

right to access and rectify data concerning him. It also has the right to oppose the transmission 975 

of data covered by medical confidentiality that may be used in the context of this research. In 976 

application of the provisions of Article L 1111-7 of the French Public Health Code, he can 977 

also access directly or through a physician of his choice to all medical data concerning him. 978 

Your participation in the study remains optional in application of articles 53 and following of 979 

the law of January 6, 1978 modified. 980 

If you decide to participate, he may at any time exercise his right of withdrawal and stop 981 

participating in this project by contacting Dr. Garrouste-Orgeas, principal investigator of the 982 

study by telephone on 01 44 12 77 18, in writing to: Maité Garrouste-Orgeas, Resuscitation 983 

Service, Hopital Saint Joseph, 75014 Paris or by email: mgarrouste@hpsj.fr 984 

Name and firm :        Date : 985 

Relationship with the patient 986 

Phone number to join you 987 

Address :  988 
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Appendix 5. Information and non-opposition of patients 989 

 990 

We belong to a group of doctors, nurses and psychologists working in intensive care, who set 991 

themselves the goal of studying a better management of the family and the patient in intensive 992 

care. 993 

What is the purpose of this research? 994 

 995 
Dr. (name, first name) ..................... practicing at the hospital of ................ invites you to 996 

participate in a research evaluating communication and information between healthcare 997 

workers and your family and the impact of your stay in intensive care on your quality of life 998 

after discharge. This communication could use written support.  999 

The objective of this research is to improve your quality of life, especially the symptoms of 1000 

anxiety, depression and post-traumatic stress, which may in some cases appear after your 1001 

hospitalization in intensive care. 1002 

 1003 

How is this research going? 1004 

If you agree to participate, the psychologist will contact you by phone 3 months after the 1005 

discharge of the intensive care unit to ask you questions using two questionnaires about your 1006 

quality of life following your hospitalization. The duration of this telephone conversation will 1007 

be approximately 20 minutes. 6 months after ICU discharge, she will contact you again to 1008 

speak with you about your health. 1009 

What are the expected benefits of this research? 1010 

The current data show that in some cases there may be a repercussion of the hospitalization in 1011 

intensive care on your quality of life in the months following ICU discharge as symptoms of 1012 

anxiety, depression and symptoms of post-traumatic stress. The data obtained in this study 1013 

will added medical knowledge in order to propose areas for improvement. 1014 

 1015 

What are the foreseeable constraints added by this research? 1016 

The main constraint is the response in two telephone interviews with questions on everyday 1017 

life but also on more personal aspects such as the psychological situation. 1018 

 1019 

What are your rights? 1020 
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 The medical data collected during this study by the different questionnaires will be the 1021 

subject of a computerized treatment, and confidential. 1022 

In accordance with the provisions of the law relating to computer files and freedoms, you 1023 

have a right to access and rectify your data. You also have the right to oppose the 1024 

transmission of data covered by medical confidentiality that may be used in the context of this 1025 

research. In application of the provisions of Article L 1111-7 of the French Public Health 1026 

Code, you can also access directly or through a physician of your choice to all your medical 1027 

data. 1028 

At the end of this research and after analyzing the data relating to this research you can be 1029 

informed of the overall results of this research. 1030 

Your participation in the study remains optional in application of articles 53 and following of 1031 

the law of January 6, 1978 modified. 1032 

If you decide to participate, you may at any time exercise your right of withdrawal and stop 1033 

participating in this project by contacting Dr. Garrouste-Orgeas, principal investigator of the 1034 

study by phone call on 01 44 12 77 18, in writing to : Maité Garrouste-Orgeas, ICU , Hopital 1035 

Saint Joseph, 75014 Paris or by email: mgarrouste@hpsj. 1036 

Name and firm      Date: 1037 

Phone number to join you:  1038 

Address : 1039 

 1040 

 1041 

 1042 


