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76 Fabiani M, Mateo-Urdiales A, Andrianou X, Bella A, Del Manso M, Bellino S, Rota MC, Boros S, Vescio MF, D'Ancona FP, Siddu A, Punzo 
O, Filia A, Brusaferro S, Rezza G, Dente MG, Declich S, Pezzotti P, Riccardo F; COVID-19 Working Group. Epidemiological characteristics 
of COVID-19 cases in non-Italian nationals notified to the Italian surveillance system. Eur J Public Health. 2021;31(1):37-44. doi: 
10.1093/eurpub/ckaa249. 

Unrelated 

77 Shariati E, Dadgari A, Talebi SS, Mahmoodi Shan GR, Ebrahimi H. The effect of the web-based communication between a nurse and a 
family member on the perceived stress of the family member of patients with suspected or confirmed COVID-19: A parallel randomized 
clinical trial. Clin Nurs Res. 2021;30(7):1098-1106. doi: 10.1177/10547738211017688. Epub 2021 May 28. 

Included 

78 Gountas I, Hillas G, Souliotis K. Act early, save lives: managing COVID-19 in Greece. Public Health. 2020 Oct;187:136-139. doi: 
10.1016/j.puhe.2020.08.016. Epub 2020 Aug 25. 

Unfocused 

79 Fteropoulli T, Kalavana TV, Yiallourou A, Karaiskakis M, Koliou Mazeri M, Vryonides S, Hadjioannou A, Nikolopoulos GK. Beyond the 
physical risk: Psychosocial impact and coping in healthcare professionals during the COVID-19 pandemic. J Clin Nurs. 
2021:10.1111/jocn.15938. doi: 10.1111/jocn.15938. Epub ahead of print 2021 Jul 6. 

Included 

80 Korukcu O, Ozkaya M, Faruk Boran O, Boran M. The effect of the COVID-19 pandemic on community mental health: A psychometric and 
prevalence study in Turkey. Health Soc Care Community. 2021;29(5):e204-e213. doi: 10.1111/hsc.13270. Epub 2021 Jan 1. 

Outcome 

81 Kim SY, Kumble S, Patel B, Pruski AD, Azola A, Tatini AL, Nadendla K, Richards L, Keszler MS, Kott M, Friedman M, Friedlander T, Silver K, 
Hoyer EH, Celnik P, Lavezza A, González-Fernández M. Managing the rehabilitation wave: Rehabilitation services for COVID-19 survivors. 
Arch Phys Med Rehabil. 2020;101(12):2243-2249. doi: 10.1016/j.apmr.2020.09.372. Epub 2020 Sep 22. 

Opinion 

82 Troglio da Silva FC, Neto MLR. Psychiatric disorders in health professionals during the COVID-19 pandemic: A systematic review with 
meta-analysis. J Psychiatr Res. 2021;140:474-487. doi: 10.1016/j.jpsychires.2021.03.044. Epub 2021 Mar 25. 

Review 

83 Schinckel NF, Hickey L, Perkins EJ, Pereira-Fantini PM, Koeppenkastrop S, Stafford I, Dowse G, Tingay DG. Skin-to-skin care alters regional 
ventilation in stable neonates. Arch Dis Child Fetal Neonatal Ed. 2021;106(1):76-80. doi: 10.1136/archdischild-2020-319136. Epub 2020 
Jul 30. 

Outcome 

84 Sabeti F, Mohammadpour M, Pouraboli B, Tahmasebi M, Hasanpour M. Health care providers' experiences of the non-pharmacological 
pain and anxiety management and its barriers in the pediatric intensive care units. J Pediatr Nurs. 2021;60:e110-e116. doi: 
10.1016/j.pedn.2021.07.026. Epub 2021 Aug 16. 

Inadequate 

85 Likhvantsev V, Landoni G, Perekhodov S, Chaus N, Kadantseva K, Ermokhina L, Baeva A, Yadgarov M, Berikashvili L, Kuzovlev A, Grechko 
A. Six-month quality of life in COVID-19 intensive care unit survivors. J Cardiothorac Vasc Anesth. 2022;36(7):1949-1955. doi: 
10.1053/j.jvca.2021.08.036. Epub 2021 Aug 28. 

Included 

86 Ding H, He F, Lu YG, Hao SW, Fan XJ. Effects of non-drug interventions on depression, anxiety and sleep in COVID-19 patients: a systematic 
review and meta-analysis. Eur Rev Med Pharmacol Sci. 2021;25(2):1087-1096. doi: 10.26355/eurrev_202101_24679. 

Review 

87 Mansour Z, Arab J, Said R, Rady A, Hamadeh R, Gerbaka B, Bizri AR. Impact of COVID-19 pandemic on the utilization of routine 
immunization services in Lebanon. PLoS One. 2021;16(2):e0246951. doi: 10.1371/journal.pone.0246951. 

Unfocused 

88 Yang G, Li C, Zhu X, Yan J, Liu J. Prevalence of and risk factors associated with sleep disturbances among HPCD exposed to COVID-19 in 
China. Sleep Med. 2021;80:16-22. doi: 10.1016/j.sleep.2020.12.034. Epub 2021 Jan 6. 

Included 

89 Liu D, Chen Y, Li N. Tackling the negative impact of COVID-19 on work engagement and taking charge: A multi-study investigation of 
frontline health workers. J Appl Psychol. 2021;106(2):185-198. doi: 10.1037/apl0000866. Epub 2021 Feb 18. 

Included 

90 Fleischmann-Struzek C, Rose N, Freytag A, Spoden M, Prescott HC, Schettler A, Wedekind L, Ditscheid B, Storch J, Born S, Schlattmann 
P, Günster C, Reinhart K, Hartog CS. Epidemiology and costs of postsepsis morbidity, nursing care dependency, and mortality in Germany, 
2013 to 2017. JAMA Netw Open. 2021;4(11):e2134290. doi: 10.1001/jamanetworkopen.2021.34290. 

Inadequate 

91 van Mol M, de Veer M, de Pagter A, Kouwenhoven-Pasmooij TA, Hoogendijk WJG, Busschbach JJV, Oude Hengel K, Kranenburg L. Vitality, 
resilience and the need for support among hospital employees during the COVID-19 pandemic: study protocol of a mixed-methods 
study. BMJ Open. 2021;11(10):e049090. doi: 10.1136/bmjopen-2021-049090. 

Protocol 

92 Dalamaga M, Christodoulatos GS, Karampela I, Vallianou N, Apovian CM. Understanding the Co-Epidemic of Obesity and COVID-19: 
Current Evidence, Comparison with Previous Epidemics, Mechanisms, and Preventive and Therapeutic Perspectives. Curr Obes Rep. 
2021;10(3):214-243. doi: 10.1007/s13679-021-00436-y. Epub 2021 Apr 28. 

Review 

93 Baldoni F, Ancora G, Latour JM. Being the father of a preterm-born child: Contemporary research and recommendations for NICU staff. 
Front Pediatr. 2021;9:724992. doi: 10.3389/fped.2021.724992. 

Inadequate 

94 Nelson-Becker H, Victor C. Dying alone and lonely dying: Media discourse and pandemic conditions. J Aging Stud. 2020;55:100878. doi: 
10.1016/j.jaging.2020.100878. Epub 2020 Sep 23. 

Unfocused 

95 Vlake JH, van Bommel J, Wils EJ, Bienvenu J, Hellemons ME, Korevaar TI, Schut AF, Labout JA, Schreuder LL, van Bavel MP, Gommers D, 
van Genderen ME. Intensive Care Unit-specific virtual reality for critically ill patients with COVID-19: Multicenter randomized controlled 
trial. J Med Internet Res. 2022;24(1):e32368. doi: 10.2196/32368. 

Included 

96 Carmassi C, Pedrinelli V, Dell'Oste V, Bertelloni CA, Cordone A, Bouanani S, Corsi M, Baldanzi S, Malacarne P, Dell'Osso L, Buselli R. Work 
and social functioning in frontline healthcare workers during the covid-19 pandemic in Italy: role of acute post-traumatic stress, 
depressive and anxiety symptoms. Riv Psichiatr. 2021;56(4):189-197. doi: 10.1708/3654.36346. 

Included 

97 Secosan I, Virga D, Crainiceanu ZP, Bratu LM, Bratu T. The moderating role of personal resources between demands and ill-being of 
Romanian healthcare professionals in the COVID-19 pandemic. Front Public Health. 2021;9:736099. doi: 10.3389/fpubh.2021.736099. 

Included 

98 Franck LS, Cormier DM, Hutchison J, Moore D, Bisgaard R, Gay C, Ngo S, Kriz RM, Lin C, Ekno M, Ribero D, Sun Y. A multisite survey of 
NICU healthcare professionals' perceptions about family-centered care. Adv Neonatal Care. 2021;21(3):205-213. doi: 
10.1097/ANC.0000000000000805. 

Inadequate 

99 St Ledger U, Reid J, Begley A, Dodek P, McAuley DF, Prior L, Blackwood B. Moral distress in end-of-life decisions: A qualitative study of 
intensive care physicians. J Crit Care. 2021;62:185-189. doi: 10.1016/j.jcrc.2020.12.019. Epub 2020 Dec 24. 

Inadequate 

100 Erdei C, Liu CH. The downstream effects of COVID-19: a call for supporting family wellbeing in the NICU. J Perinatol. 2020;40(9):1283-
1285. doi: 10.1038/s41372-020-0745-7. Epub 2020 Jul 24. 

Opinion 

101 Vlake JH, van Bommel J, Wils EJ, Korevaar T, Hellemons ME, Klijn E, Schut AF, Labout JA, Van Bavel MP, van Mol MM, Gommers D, van 
Genderen ME. Virtual reality for relatives of ICU patients to improve psychological sequelae: study protocol for a multicentre, 
randomised controlled trial. BMJ Open. 2021 ;11(9):e049704. doi: 10.1136/bmjopen-2021-049704. 

Protocol 

102 Scarpina F, Godi M, Corna S, Seitanidis I, Capodaglio P, Mauro A. Psychological functioning in survivors of COVID-19: Evidence from 
recognition of fearful facial expressions. PLoS One. 2021;16(7):e0254438. doi: 10.1371/journal.pone.0254438. 

Included 
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103 Kirolos S, Sutcliffe L, Giatsi Clausen M, Abernethy C, Shanmugalingam S, Bauwens N, Orme J, Thomson K, Grattan R, Patel N. 
Asynchronous video messaging promotes family involvement and mitigates separation in neonatal care. Arch Dis Child Fetal Neonatal 
Ed. 2021;106(2):172-177. doi: 10.1136/archdischild-2020-319353. Epub 2020 Sep 14. 

Included 

104 Fumis RRL, Costa ELV, Dal'Col SVC, Azevedo LCP, Pastore Junior L. Burnout syndrome in intensive care physicians in time of the COVID-
19: a cross-sectional study. BMJ Open. 2022;12(4):e057272. doi: 10.1136/bmjopen-2021-057272. 

Included 

105 Sigfrid L, Cevik M, Jesudason E, Lim WS, Rello J, Amuasi J, Bozza F, Palmieri C, Munblit D, Holter JC, Kildal AB, Reyes LF, Russell CD, Ho A, 
Turtle L, Drake TM, Beltrame A, Hann K, Bangura IR, Fowler R, Lakoh S, Berry C, Lowe DJ, McPeake J, Hashmi M, Dyrhol-Riise AM, 
Donohue C, Plotkin D, Hardwick H, Elkheir N, Lone NI, Docherty A, Harrison E, Baille JK, Carson G, Semple MG, Scott JT. What is the 
recovery rate and risk of long-term consequences following a diagnosis of COVID-19? A harmonised, global longitudinal observational 
study protocol. BMJ Open. 2021;11(3):e043887. doi: 10.1136/bmjopen-2020-043887. 

Protocol 

106 Mollard E, Kupzyk K, Moore T. Postpartum stress and protective factors in women who gave birth in the United States during the COVID-
19 pandemic. Womens Health (Lond). 2021;17:17455065211042190. doi: 10.1177/17455065211042190. 

Included 

107 Teng Z, Su Y, Chen J, Wu R, Tang H, Wu H, Liu X, Ling H, Yuan H, Huang J. Sex differences in psychological status and fatigue of frontline 
staff after the COVID-19 outbreak in China: A cross-sectional study. Front Psychol. 2021;12:676307. doi: 10.3389/fpsyg.2021.676307. 

Outcome 

108 Pappa S, Athanasiou N, Sakkas N, Patrinos S, Sakka E, Barmparessou Z, Tsikrika S, Adraktas A, Pataka A, Migdalis I, Gida S, Katsaounou P. 
From recession to depression? Prevalence and correlates of depression, anxiety, traumatic stress and burnout in healthcare workers 
during the COVID-19 pandemic in Greece: A multi-center, cross-sectional study. Int J Environ Res Public Health. 2021;18(5):2390. doi: 
10.3390/ijerph18052390. 

Included 

109 Gillett G, Jordan I. Severe psychiatric disturbance and attempted suicide in a patient with COVID-19 and no psychiatric history. BMJ Case 
Rep. 2020;13(10):e239191. doi: 10.1136/bcr-2020-239191. 

Case 

110 Huang J, Liu F, Teng Z, Chen J, Zhao J, Wang X, Wu Y, Xiao J, Wang Y, Wu R. Public behavior change, perceptions, depression, and anxiety 
in relation to the COVID-19 outbreak. Open Forum Infect Dis. 2020;7(8):ofaa273. doi: 10.1093/ofid/ofaa273. 

Included 

111 Haleemunnissa S, Didel S, Swami MK, Singh K, Vyas V. Children and COVID19: Understanding impact on the growth trajectory of an 
evolving generation. Child Youth Serv Rev. 2021;120:105754. doi: 10.1016/j.childyouth.2020.105754. Epub 2020 Nov 28. 

Review 

112 Lei L, Zhu H, Li Y, Dai T, Zhao S, Zhang X, Muchu X, Su S. Prevalence of post-traumatic stress disorders and associated factors one month 
after the outbreak of the COVID-19 among the public in southwestern China: a cross- sectional study. BMC Psychiatry. 2021;21(1):545. 
doi: 10.1186/s12888-021-03527-1. 

Outcome 

113 Messina G, Polito R, Monda V, Cipolloni L, Di Nunno N, Di Mizio G, Murabito P, Carotenuto M, Messina A, Pisanelli D, Valenzano A, Cibelli 
G, Scarinci A, Monda M, Sessa F. Functional role of dietary intervention to improve the outcome of COVID-19: A hypothesis of work. Int 
J Mol Sci. 2020;21(9):3104. doi: 10.3390/ijms21093104. 

Opinion 

114 Aricò E, Castiello L, Bracci L, Urbani F, Lombardo F, Bacigalupo I, Ancidoni A, Vanacore N, Falcione A, Reggiani C, Dutti GM, Maglie MG, 
Papa O, Bartoletti PL, Ozzella G, Bevilacqua N, Nicastri E, Belardelli F, Sconocchia G. Antiviral and immunomodulatory interferon-beta in 
high-risk COVID-19 patients: a structured summary of a study protocol for a randomised controlled trial. Trials. 2021;22(1):584. doi: 
10.1186/s13063-021-05367-6. 

Protocol 

115 Sinclair AH, Stanley ML, Hakimi S, Cabeza R, Adcock RA, Samanez-Larkin GR. Imagining a personalized scenario selectively increases 
perceived risk of viral transmission for older adults. Nat Aging. 2021;1(8):677-683. doi: 10.1038/s43587-021-00095-7. Epub 2021 Aug 5. 

Outcome 

116 Baksh RA, Pape SE, Smith J, Strydom A. Understanding inequalities in COVID-19 outcomes following hospital admission for people with 
intellectual disability compared to the general population: a matched cohort study in the UK. BMJ Open. 2021;11(10):e052482. doi: 
10.1136/bmjopen-2021-052482. 

Outcome 

117 Khan H, Srivastava R, Tripathi N, Uraiya D, Singh A, Verma R. Level of anxiety and depression among health-care professionals amidst of 
coronavirus disease: A web-based survey from India. J Educ Health Promot. 2021;10:408. doi: 10.4103/jehp.jehp_162_21. 

Inadequate 

118 Gálvez-Herrer M, Via-Clavero G, Ángel-Sesmero JA, Heras-La Calle G. Psychological crisis and emergency intervention for frontline critical 
care workers during the COVID-19 pandemic. J Clin Nurs. 2022;31(15-16):2309-2323. doi: 10.1111/jocn.16050. Epub 2021 Sep 20. 

Inadequate 

119 Wu B, Zhao Y, Xu D, Wang Y, Niu N, Zhang M, Zhi X, Zhu P, Meng A. Factors associated with nurses' willingness to participate in care of 
patients with COVID-19: A survey in China. J Nurs Manag. 2020;28(7):1704-1712. doi: 10.1111/jonm.13126. Epub 2020 Sep 12. 

Outcome 

120 Sezgin D, Dost A, Esin MN. Experiences and perceptions of Turkish intensive care nurses providing care to Covid-19 patients: A qualitative 
study. Int Nurs Rev. 2022;69(3):305-317. doi: 10.1111/inr.12740. Epub 2021 Dec 28. 

Included 

121 Gilmartin M, Collins J, Mason S, Horgan A, Cuadrado E, Ryberg M, McDermott G, Baily-Scanlan M, Hevey D, Donnelly M, O'Doherty V, 
Kelly YP. Post-intensive care COVID survivorship clinic: A single-center experience. Crit Care Explor. 2022;4(5):e0700. doi: 
10.1097/CCE.0000000000000700. 

Included 

122 Guttormson JL, Calkins K, McAndrew N, Fitzgerald J, Losurdo H, Loonsfoot D. Critical Care Nurse Burnout, Moral Distress, and Mental 
Health During the COVID-19 Pandemic: A United States Survey. Heart Lung. 2022;55:127-133. doi: 10.1016/j.hrtlng.2022.04.015. Epub 
2022 Apr 29. 

Included 

123 Wright JK, Tan DHS, Walmsley SL, Hulme J, O'Connor E, Snider C, Cheng I, Chan AK, Borgundvaag B, McLeod S, Gollob MH, Clarke RJ, 
Dresser L, Haji F, Mazzulli T, Mubareka S, Jüni P, Lee D, Tomlinson G, Kain KC, Landes M. Protecting Frontline Health Care Workers from 
COVID-19 with Hydroxychloroquine Pre-exposure Prophylaxis: A structured summary of a study protocol for a randomised placebo-
controlled multisite trial in Toronto, Canada. Trials. 2020;21(1):647. doi: 10.1186/s13063-020-04577-8. 

Protocol 

124 Bates A, Rushbrook S, Shapiro E, Grocott M, Cusack R. CovEMERALD: Assessing the feasibility and preliminary effectiveness of remotely 
delivered Eye Movement Desensitisation and Reprocessing following Covid-19 related critical illness: A structured summary of a study 
protocol for a randomised controlled trial. Trials. 2020;21(1):929. doi: 10.1186/s13063-020-04805-1. 

Protocol 

125 Ou X, Chen Y, Liang Z, Wen S, Li S, Chen Y. Resilience of nurses in isolation wards during the COVID⁃19 pandemic: a cross-sectional study. 
Psychol Health Med. 2021;26(1):98-106. doi: 10.1080/13548506.2020.1861312. Epub 2020 Dec 11. 

Included 

126 Colaneri M, Bogliolo L, Valsecchi P, Sacchi P, Zuccaro V, Brandolino F, Montecucco C, Mojoli F, Giusti EM, Bruno R, The Covid Irccs San 
Matteo Pavia Task Force. Tocilizumab for treatment of severe COVID-19 patients: Preliminary results from SMAtteo COvid19 REgistry 
(SMACORE). Microorganisms. 2020;8(5):695. doi: 10.3390/microorganisms8050695. 

Outcome 

127 Rabinovitz B, Jaywant A, Fridman CB. Neuropsychological functioning in severe acute respiratory disorders caused by the coronavirus: 
Implications for the current COVID-19 pandemic. Clin Neuropsychol. 2020;34(7-8):1453-1479. doi: 10.1080/13854046.2020.1803408. 
Epub 2020 Sep 9. 

Review 

128 Shirasaki K, Hifumi T, Isokawa S, Hashiuchi S, Tanaka S, Yanagisawa Y, Takahashi O, Otani N. Postintensive care syndrome-family 
associated with COVID-19 infection. Crit Care Explor. 2022;4(7):e0725. doi: 10.1097/CCE.0000000000000725. 

Included 
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129 Uyaroğlu OA, Başaran NÇ, Ozisik L, Karahan S, Tanriover MD, Guven GS, Oz SG. Evaluation of the effect of COVID-19 pandemic on anxiety 
severity of physicians working in the internal medicine department of a tertiary care hospital: a cross-sectional survey. Intern Med J. 
2020;50(11):1350-1358. doi: 10.1111/imj.14981. Epub 2020 Oct 2. 

Lumping 

130 Azad TD, Al-Kawaz MN, Turnbull AE, Rivera-Lara L. Coronavirus Disease 2019 policy restricting family presence may have delayed end-
of-life decisions for critically ill patients. Crit Care Med. 2021;49(10):e1037-e1039. doi: 10.1097/CCM.0000000000005044. 

Inadequate 

131 Li J, Li X, Jiang J, Xu X, Wu J, Xu Y, Lin X, Hall J, Xu H, Xu J, Xu X. The effect of cognitive behavioral therapy on depression, anxiety, and 
stress in patients with COVID-19: A randomized controlled trial. Front Psychiatry. 2020;11:580827. doi: 10.3389/fpsyt.2020.580827. 

Outcome 

132 Amiri Gooshki E, Mangolian Shahrbabaki P, Asadi N, Salmani M. Psychological consequences and the related factors among COVID-19 
survivors in southeastern Iran. Health Sci Rep. 2022;5(5):e755. doi: 10.1002/hsr2.755. 

Included 

133 Meesters N, van Dijk M, Sampaio de Carvalho F, Haverman L, Reiss IKM, Simons SHP, van den Bosch GE. COVID-19 lockdown impacts 
the wellbeing of parents with infants on a Dutch neonatal intensive care unit. J Pediatr Nurs. 2022;62:106-112. doi: 
10.1016/j.pedn.2021.09.024. Epub 2021 Sep 28. 

Included 

134 Vainio PJ, Hietasalo P, Koivisto AL, Kääriäinen S, Turunen J, Virtala M, Vuorinen J, Scheinin M. Hydroxychloroquine in the treatment of 
adult patients with Covid-19 infection in a primary care setting (LIBERTY): A structured summary of a study protocol for a randomised 
controlled trial. Trials. 2021;22(1):44. doi: 10.1186/s13063-020-04989-6. 

Protocol 

135 Liu M, Li N, Cai X, Feng X, Wang R, Xiong P. The prevalence of psychological symptoms in pregnant healthcare workers (HCWs) and 
pregnant non- HCWs during the early stage of COVID-19 pandemic in Chongqing, China. Front Psychiatry. 2021;12:708698. doi: 
10.3389/fpsyt.2021.708698. 

Outcome 

136 Secosan I, Virga D, Crainiceanu ZP, Bratu LM, Bratu T. Infodemia: Another enemy for Romanian frontline healthcare workers to fight 
during the COVID-19 outbreak. Medicina (Kaunas). 2020;56(12):679. doi: 10.3390/medicina56120679. 

Overlap 

137 Danesh V, Boehm LM, Eaton TL, Arroliga AC, Mayer KP, Kesler SR, Bakhru RN, Baram M, Bellinghausen AL, Biehl M, Dangayach NS, 
Goldstein NM, Hoehn KS, Islam M, Jagpal S, Johnson AB, Jolley SE, Kloos JA, Mahoney EJ, Maley JH, Martin SF, McSparron JI, Mery M, 
Saft H, Santhosh L, Schwab K, Villalba D, Sevin CM, Montgomery AA. Characteristics of post-ICU and post-COVID recovery clinics in 29 
U.S. Health Systems. Crit Care Explor. 2022;4(3):e0658. doi: 10.1097/CCE.0000000000000658. 

Outcome 

138 Raso R. In the Eye of the Storm: Leadership Lessons From the Front. Nurs Adm Q. 2022;46(2):177-184. doi: 
10.1097/NAQ.0000000000000515. 

Opinion 

139 Arshadi Bostanabad M, Namdar Areshtanab H, Shabanloei R, Hosseinzadeh M, Hogan U, Brittain AC, Pourmahmood A. Clinical 
competency and psychological empowerment among ICU nurses caring for COVID-19 patients: A cross-sectional survey study. J Nurs 
Manag. 2022:10.1111/jonm.13700. doi: 10.1111/jonm.13700. Epub ahead of print 2022 Jun 6. 

Included 

140 Zhang Y, Pi DD, Liu CJ, Li J, Xu F. Psychological impact of the COVID-19 epidemic among healthcare workers in paediatric intensive care 
units in China. PLoS One. 2022;17(5):e0265377. doi: 10.1371/journal.pone.0265377. 

Included 

141 Mortensen CB, Zachodnik J, Caspersen SF, Geisler A. Healthcare professionals' experiences during the initial stage of the COVID-19 
pandemic in the intensive care unit: A qualitative study. Intensive Crit Care Nurs. 2022;68:103130. doi: 10.1016/j.iccn.2021.103130. 
Epub 2021 Aug 11. 

Outcome 

142 Manera MR, Fiabane E, Pain D, Aiello EN, Radici A, Ottonello M, Padovani M, Wilson BA, Fish J, Pistarini C. Clinical features and cognitive 
sequelae in COVID-19: a retrospective study on N=152 patients. Neurol Sci. 2022;43(1):45-50. doi: 10.1007/s10072-021-05744-8. Epub 
2021 Nov 15. Erratum in: Neurol Sci. 2021 Nov 20. 

Included 

143 Sañudo B, Seixas A, Gloeckl R, Rittweger J, Rawer R, Taiar R, van der Zee EA, van Heuvelen MJG, Lacerda AC, Sartorio A, Bemben M, 
Cochrane D, Furness T, de Sá-Caputo D, Bernardo-Filho M. Potential Application of Whole Body Vibration Exercise For Improving The 
Clinical Conditions of COVID-19 Infected Individuals: A Narrative Review From the World Association of Vibration Exercise Experts 
(WAVex) Panel. Int J Environ Res Public Health. 2020;17(10):3650. doi: 10.3390/ijerph17103650. 

Outcome 

144 Arjomandi Rad A, Vardanyan R. Surgery in the COVID-19 era: implications for patient's mental health and practical recommendations 
for surgeons. Br J Surg. 2020;107(10):e388. doi: 10.1002/bjs.11829. Epub 2020 Jul 28. 

Opinion 

145 Gray BM, Vandergrift JL, Barnhart BJ, Reddy SG, Chesluk BJ, Stevens JS, Lipner RS, Lynn LA, Barnett ML, Landon BE. Changes in stress and 
workplace shortages reported by U.S. critical care physicians treating Coronavirus Disease 2019 patients. Crit Care Med. 
2021;49(7):1068-1082. doi: 10.1097/CCM.0000000000004974. 

Inadequate 

146 Malamitsi-Puchner A, Briana DD. The COVID-19 pandemic and the "Plague of Athens": comparable features 25 centuries apart. J Matern 
Fetal Neonatal Med. 2022:1-6. doi: 10.1080/14767058.2021.2025357. Epub ahead of print 2022 Feb 6. 

Opinion 

147 Kapetanos K, Mazeri S, Constantinou D, Vavlitou A, Karaiskakis M, Kourouzidou D, Nikolaides C, Savvidou N, Katsouris S, Koliou M. 
Exploring the factors associated with the mental health of frontline healthcare workers during the COVID-19 pandemic in Cyprus. PLoS 
One. 2021;16(10):e0258475. doi: 10.1371/journal.pone.0258475. 

Included 

148 Righi L, Ramacciani Isemann C, Rosati M, Pallassini M, Pozza A. Coping strategies at the frontline of care: Comparisons between Covid-
19 and non- Covid-19 units' nurses and the role of moderator variables. Nurs Forum. 2022;57(4):545-557. doi: 10.1111/nuf.12715. Epub 
2022 Mar 9. 

Lumping 

149 Donnelly PD, Davidson M, Dunlop N, McGale M, Milligan E, Worrall M, Wylie J, Kidson C. Well-being during Coronavirus Disease 2019: A 
PICU practical perspective. Pediatr Crit Care Med. 2020;21(8):e584-e586. doi: 10.1097/PCC.0000000000002434. 

Inadequate 

150 Li L, Mao M, Wang S, Yin R, Yan H, Jin Y, Cheng Y. Posttraumatic growth in Chinese nurses and general public during the COVID-19 
outbreak. Psychol Health Med. 2022;27(2):301-311. doi: 10.1080/13548506.2021.1897148. Epub 2021 Mar 16. 

Outcome 

151 Les Bujanda I, Loureiro-Amigo J, Bastons FC, Guerra IE, Sánchez JA, Murgadella-Sancho A, Rey RG, López JL, Álvarez JS. Treatment of 
COVID-19 pneumonia with glucocorticoids (CORTIVID): a structured summary of a study protocol for a randomised controlled trial. Trials. 
2021;22(1):43. doi: 10.1186/s13063-020-04999-4. 

Protocol 

152 Efendi D, Hasan F, Natalia R, Utami AR, Sonko I, Asmarini TA, Yuningsih R, Wanda D, Sari D. Nursing care recommendation for pediatric 
COVID-19 patients in the hospital setting: A brief scoping review. PLoS One. 2022 ;17(2):e0263267. doi: 10.1371/journal.pone.0263267. 

Review 

153 Clark SE, Chisnall G, Vindrola-Padros C. A systematic review of de- escalation strategies for redeployed staff and repurposed facilities in 
COVID-19 intensive care units (ICUs) during the pandemic. EClinicalMedicine. 2022;44:101286. doi: 10.1016/j.eclinm.2022.101286. Epub 
2022 Feb 7. 

Review 

154 Guessoum SB, Marvaldi M, Thomas I, Lachal J, Carretier E, Moro MR, Benoit L. The experience of anaesthesiology care providers in 
temporary intensive care units during the COVID-19 pandemic in France: a qualitative study. Anaesth Crit Care Pain Med. 
2022;41(3):101061. doi: 10.1016/j.accpm.2022.101061. Epub 2022 Apr 25. 

Inadequate 
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155 Luo Y, Yao L, Zhou L, Yuan F, Zhong X. Factors influencing health behaviours during the coronavirus disease 2019 outbreak in China: an 
extended information-motivation-behaviour skills model. Public Health. 2020;185:298-305. doi: 10.1016/j.puhe.2020.06.057. Epub 
2020 Jul 9. 

Inadequate 

156 Kılıç ST, Taşgıt A. Sociodemographic factors affecting depression-anxiety- stress levels and coping strategies of parents with babies 
treated in neonatal intensive care units during the COVID-19 pandemic. J Neonatal Nurs. 2022. doi: 10.1016/j.jnn.2022.07.027. Epub 
ahead of print 2022 Aug 9. 

Included 

157 Guo WP, Min Q, Gu WW, Yu L, Xiao X, Yi WB, Li HL, Huang B, Li JL, Dai YJ, Xia J, Liu J, Li B, Zhou BH, Li M, Xu HX, Wang XB, Shi WY. 
Prevalence of mental health problems in frontline healthcare workers after the first outbreak of COVID-19 in China: a cross-sectional 
study. Health Qual Life Outcomes. 2021;19(1):103. doi: 10.1186/s12955-021-01743-7. 

Outcome 

158 Rizzi D, Asperges E, Rovati A, Bigoni F, Pistillo E, Corsico A, Mojoli F, Perlini S, Bruno R. Psychological support in a COVID-19 hospital: A 
community case study. Front Psychol. 2022;12:820074. doi: 10.3389/fpsyg.2021.820074. 

Lumping 

159 Akbar S, McNally S. Recording and evaluating affect and coping during COVID-19 in healthcare workers and outcomes (REACCH-Out): 
mental health implications for our junior doctor cohort. BMJ Open Qual. 2022;11(2):e001643. doi: 10.1136/bmjoq-2021-001643. 

Lumping 

160 Pappa S, Barmparessou Z, Athanasiou N, Sakka E, Eleftheriou K, Patrinos S, Sakkas N, Pappas A, Kalomenidis I, Katsaounou P. Depression, 
insomnia and post- traumatic stress disorder in COVID-19 survivors: Role of gender and impact on quality of life. J Pers Med. 
2022;12(3):486. doi: 10.3390/jpm12030486. 

Included 

161 Puthucheary Z, Brown C, Corner E, Wallace S, Highfield J, Bear D, Rehill N, Montgomery H, Aitken L, Turner-Stokes L. The Post-ICU 
presentation screen (PICUPS) and rehabilitation prescription (RP) for intensive care survivors part II: Clinical engagement and future 
directions for the national Post-Intensive care Rehabilitation Collaborative. J Intensive Care Soc. 2022;23(3):264-272. doi: 
10.1177/1751143720988708. Epub 2021 Feb 1. 

Outcome 

162 Andrade SM, Cecília de Araújo Silvestre M, Tenório de França EÉ, Bezerra Sales Queiroz MH, de Jesus Santana K, Lima Holmes Madruga 
ML, Torres Teixeira Mendes CK, Araújo de Oliveira E, Bezerra JF, Barreto RG, Alves Fernandes da Silva SM, Alves de Sousa T, Medeiros 
de Sousa WC, Patrícia da Silva M, Cintra Ribeiro VM, Lucena P, Beltrammi D, Catharino RR, Caparelli-Dáquer E, Hampstead BM, Datta A, 
Teixeira AL, Fernández-Calvo B, Sato JR, Bikson M. Efficacy and safety of HD-tDCS and respiratory rehabilitation for critically ill patients 
with COVID-19 The HD-RECOVERY randomized clinical trial. Brain Stimul. 2022;15(3):780-788. doi: 10.1016/j.brs.2022.05.006. Epub 2022 
May 11. 

Outcome 

163 Zhan Y, Liu Y, Liu H, Li M, Shen Y, Gui L, Zhang J, Luo Z, Tao X, Yu J. Factors associated with insomnia among Chinese front-line nurses 
fighting against COVID-19 in Wuhan: A cross-sectional survey. J Nurs Manag. 2020;28(7):1525-1535. doi: 10.1111/jonm.13094. Epub 
2020 Aug 19. 

Outcome 

164 Xia W, Fu L, Liao H, Yang C, Guo H, Bian Z. The physical and psychological effects of personal protective equipment on health care workers 
in Wuhan, China: A cross-sectional survey study. J Emerg Nurs. 2020;46(6):791-801.e7. doi: 10.1016/j.jen.2020.08.004. Epub 2020 Sep 
29. 

Outcome 

165 Hofmann-Winkler H, Moerer O, Alt-Epping S, Bräuer A, Büttner B, Müller M, Fricke T, Grundmann J, Harnisch LO, Heise D, Kernchen A, 
Pressler M, Stephani C, Tampe B, Kaul A, Gärtner S, Kramer S, Pöhlmann S, Winkler MS. Camostat mesylate may reduce severity of 
Coronavirus Disease 2019 sepsis: A first observation. Crit Care Explor. 2020;2(11):e0284. doi: 10.1097/CCE.0000000000000284. 

Outcome 

166 Vranas KC, Golden SE, Nugent S, Valley TS, Schutz A, Duggal A, Seitz KP, Chang SY, Slatore CG, Sullivan DR, Hough CL, Mathews KS. The 
influence of the COVID-19 pandemic on intensivists' well-being: A qualitative study. Chest. 2022;162(2):331-345. doi: 
10.1016/j.chest.2022.05.003. Epub 2022 May 11. 

Included 

167 Rojas Cárdenas C, Noguera Ramos VE, Flórez Jurado C, Páez Prieto JL, Sanjuan Ganem M, Ortiz Acevedo R, Zambrano Florez AF, Viveros 
Celin K. Cuidados crónicos en pacientes con síndrome pos-COVID-19 tras el egreso de la unidad de cuidados intensivos [Chronic care for 
patients with post-COVID-19 syndrome after discharge from an intensive care unitCuidados prolongados de pacientes com síndrome 
pós-COVID-19 após internação em unidade de terapia intensiva]. Rev Panam Salud Publica. 2022;46:e43. Spanish. doi: 
10.26633/RPSP.2022.43. 

Outcome 

168 Asri S, Akram MR, Hasan MM, Asad Khan FM, Hashmi N, Wajid F, Ullah I. The risk of cutaneous mucormycosis associated with COVID-
19: A perspective from Pakistan. Int J Health Plann Manage. 2022;37(2):1157-1159. doi: 10.1002/hpm.3311. Epub 2021 Sep 2. 

Opinion 

169 Hickey J. Interventions to Reduce Nurses' Moral Distress in the Intensive Care Unit: An Integrative Review. Dimens Crit Care Nurs. 
2022;41(5):274-280. doi: 10.1097/DCC.0000000000000542. 

Review 

170 Jaquet P, Legouy C, Le Fevre L, Grinea A, Sinnah F, Franchineau G, Patrier J, Marzouk M, Wicky PH, Alexis Geoffroy P, Arnoult F, Vledouts 
S, de Montmollin E, Bouadma L, Timsit JF, Sharshar T, Sonneville R. Neurologic outcomes of survivors of COVID-19-associated acute 
respiratory distress syndrome requiring intubation. Crit Care Med. 2022;50(8):e674-e682. doi: 10.1097/CCM.0000000000005500. Epub 
2022 Feb 8. 

Outcome 

171 Hu R, Gao H, Huang D, Jiang D, Chen F, Fu B, Yuan X, Li J, Jiang Z. Successful blood glucose management of a severe COVID-19 patient 
with diabetes: A case report. Medicine (Baltimore). 2020;99(26):e20844. doi: 10.1097/MD.0000000000020844. 

Case 

172 Voruz P, Cionca A, Jacot de Alcântara I, Nuber-Champier A, Allali G, Benzakour L, Thomasson M, Lalive PH, Lövblad KO, Braillard O, 
Nehme M, Coen M, Serratrice J, Pugin J, Guessous I, Landis BN, Adler D, Griffa A, Van De Ville D, Assal F, Péron JA. Functional connectivity 
underlying cognitive and psychiatric symptoms in post-COVID-19 syndrome: is anosognosia a key determinant? Brain Commun. 
2022;4(2):fcac057. doi: 10.1093/braincomms/fcac057. 

Included 

173 Kucera P, Kingston E, Ferguson T, Jenkins K, Fogarty M, Sayles H, Cohen MZ. Effects of Implementing an Acuity Tool on a Psychiatric 
Intensive Care Unit. J Nurs Care Qual. 2022;37(4):313-318. doi: 10.1097/NCQ.0000000000000652. Epub 2022 Aug 15. 

Unfocused 

174 Unjai S, Forster EM, Mitchell AE, Creedy DK. Compassion satisfaction, resilience and passion for work among nurses and physicians 
working in intensive care units: A mixed method systematic review. Intensive Crit Care Nurs. 2022;71:103248. doi: 
10.1016/j.iccn.2022.103248. Epub 2022 Apr 6. 

Review 

175 Zangrillo A, Belletti A, Palumbo D, Calvi MR, Guzzo F, Fominskiy EV, Ortalda A, Nardelli P, Ripa M, Baiardo Redaelli M, Borghi G, Landoni 
G, D'Amico F, Marmiere M, Righetti B, Rocchi M, Saracino M, Tresoldi M, Dagna L, De Cobelli F; COVID-BioB Study Group. One-year 
multidisciplinary follow-up of patients with COVID-19 requiring invasive mechanical ventilation. J Cardiothorac Vasc Anesth. 
2022;36(5):1354-1363. doi: 10.1053/j.jvca.2021.11.032. Epub 2021 Nov 27. 

Unfocused 

176 Serra R, Borrazzo C, Vassalini P, Di Nicolantonio C, Koukopoulos AE, Tosato C, Cherubini F, Alessandri F, Ceccarelli G, Mastroianni CM, 
D'Ettorre G, Tarsitani L. Post-traumatic stress disorder trajectories the year after COVID-19 hospitalization. Int J Environ Res Public 
Health. 2022;19(14):8452. doi: 10.3390/ijerph19148452. 

Outcome 

177 Fernández-de-Las-Peñas C, Martín-Guerrero JD, Florencio LL, Navarro-Pardo E, Rodríguez-Jiménez J, Torres-Macho J, Pellicer-Valero OJ. 
Clustering analysis reveals different profiles associating long-term post-COVID symptoms, COVID-19 symptoms at hospital admission 

Outcome 
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and previous medical co-morbidities in previously hospitalized COVID-19 survivors. Infection. 2022:1–9. doi: 10.1007/s15010-022-
01822-x. Epub ahead of print 2022 Apr 22. 

178 Wagner M, den Boer MC, Jansen S, Groepel P, Visser R, Witlox RSGM, Bekker V, Lopriore E, Berger A, Te Pas AB. Video-based reflection 
on neonatal interventions during COVID-19 using eye-tracking glasses: an observational study. Arch Dis Child Fetal Neonatal Ed. 
2022;107(2):156-160. doi: 10.1136/archdischild-2021-321806. Epub 2021 Aug 19. 

Unfocused 

179 Gardiner E, Baumgart A, Tong A, Elliott JH, Azevedo LC, Bersten A, Cervantes L, Chew DP, Cho Y, Crowe S, Douglas IS, Evangelidis N, 
Flemyng E, Horby P, Howell M, Lee J, Lorca E, Lynch D, Marshall JC, Gonzalez AM, McKenzie A, Manera K, Mehta S, Mer M, Morris AC, 
Nseir S, Povoa P, Reid M, Sakr Y, Shen N, Smyth AR, Snelling T, Strippoli GFM, Teixeira-Pinto A, Torres A, Viecelli AK, Webb S, Williamson 
PR, Woc-Colburn L, Zhang J, Craig JC. Perspectives of patients, family members, health professionals and the public on the impact of 
COVID-19 on mental health. J Ment Health. 2022;31(4):524-533. doi: 10.1080/09638237.2021.2022637. Epub 2022 Jan 4. 

Outcome 

180 Herron K, Lonergan G, Travis S, Rowan P, Hutton J, Kelly L, Jordan D, Beattie J, Hampshire P, McCarthy J, Ryan S, Tsang HK. Evaluating a 
psychological support service focused on the needs of critical care and theatres staff in the first wave of COVID-19. Br J Nurs. 
2022;31(3):148-154. doi: 10.12968/bjon.2022.31.3.148. 

Unfocused 

181 Kokkinaki T, Hatzidaki E. COVID-19 Pandemic-related restrictions: Factors that may affect perinatal maternal mental health and 
implications for infant development. Front Pediatr. 2022;10:846627. doi: 10.3389/fped.2022.846627. 

Review 

182 Piscitello GM, Lamadrid VJ, Post Z, Kaur R, Gulczynski B, Baldeo R, Hudoba C, O'Mahony S, Chen E, Greenberg J. The effect of triggered 
palliative medicine consults on nurse moral distress in the medical intensive care unit. Am J Hosp Palliat Care. 2022;39(9):1039-1045. 
doi: 10.1177/10499091211049398. Epub 2021 Sep 29. 

Included 

183 Tornero C, Vallejo R, Cedeño D, Orduña J, Pastor E, Belaouchi M, Escamilla B, Laredo M, Del Mar Garzando M. A prospective, randomized, 
controlled study assessing vagus nerve stimulation using the gammaCore®-Sapphire device for patients with moderate to severe CoViD-
19 Respiratory Symptoms (SAVIOR): A structured summary of a study protocol for a randomised controlled trial". Trials. 2020;21(1):576. 
doi: 10.1186/s13063-020-04486-w. 

Protocol 

184 Yao L, Xiong Y, Yuan F, Luo Y, Yan L, Li Y. Perceived stress and its impact on the health behavior of Chinese residents during the COVID-
19 epidemic: An Internet-based cross-sectional survey. Health Sci Rep. 2022;5(5):e778. doi: 10.1002/hsr2.778. 

Outcome 

185 Piasecki TM, Smith SS, Baker TB, Slutske WS, Adsit RT, Bolt DM, Conner KL, Bernstein SL, Eng OD, Lazuk D, Gonzalez A, Jorenby DE, 
D'Angelo H, Kirsch JA, Williams BS, Nolan MB, Hayes-Birchler T, Kent S, Kim H, Lubanski S, Yu M, Suk Y, Cai Y, Kashyap N, Mathew JP, 
McMahan G, Rolland B, Tindle HA, Warren GW, An LC, Boyd AD, Brunzell DH, Carrillo V, Chen LS, Davis JM, Deshmukh VG, Dilip D, 
Ellerbeck EF, Goldstein AO, Iturrate E, Jose T, Khanna N, King A, Klass E, Mermelstein RJ, Tong E, Tsoh JY, Wilson KM, Theobald WE, Fiore 
MC. Smoking Status, Nicotine Medication, Vaccination, and COVID-19 Hospital Outcomes: Findings from the COVID EHR Cohort at the 
University of Wisconsin (CEC-UW) Study. Nicotine Tob Res. 2022:ntac201. doi: 10.1093/ntr/ntac201. Epub ahead of print 2022 Sep 7. 

Unrelated 

186 Green J, Berdahl CT, Ye X, Wertheimer JC. The impact of positive reinforcement on teamwork climate, resiliency, and burnout during 
the COVID-19 pandemic: The TEAM-ICU (Transforming Employee Attitudes via Messaging strengthens Interconnection, Communication, 
and Unity) pilot study. J Health Psychol. 2022:13591053221103640. doi: 10.1177/13591053221103640. Epub ahead of print 2022 Jun 
20. 

Included 

187 Righi E, Mirandola M, Mazzaferri F, Dossi G, Razzaboni E, Zaffagnini A, Ivaldi F, Visentin A, Lambertenghi L, Arena C, Micheletto C, Gibellini 
D, Tacconelli E. Determinants of persistence of symptoms and impact on physical and mental wellbeing in Long COVID: A prospective 
cohort study. J Infect. 2022;84(4):566-572. doi: 10.1016/j.jinf.2022.02.003. Epub 2022 Feb 10. 

Included 

188 El Tahan MR, Wilkinson K, Huber J, Schreiber JU, Forner AF, Diprose P, Guarracino F, Erdoes G. Challenges in the cardiothoracic and 
vascular anesthesia fellowship program since the Coronavirus Disease 2019 (COVID-19) pandemic: An electronic survey on potential 
solutions. J Cardiothorac Vasc Anesth. 2022;36(1):76-83. doi: 10.1053/j.jvca.2021.08.008. Epub 2021 Aug 10. 

Outcome 

189 Jiménez-Fernández R, Corral-Liria I, Trevissón-Redondo B, Lopez-Lopez D, Losa-Iglesias M, Becerro-de-Bengoa-Vallejo R. Burnout, 
resilience and psychological flexibility in frontline nurses during the acute phase of the COVID-19 pandemic (2020) in Madrid, Spain. J 
Nurs Manag. 2022. doi: 10.1111/jonm.13778. Epub ahead of print 2022 Aug 30. 

Outcome 

190 Aydin E, Glasgow KA, Weiss SM, Khan Z, Austin T, Johnson MH, Barlow J, Lloyd-Fox S. Giving birth in a pandemic: women's birth 
experiences in England during COVID-19. BMC Pregnancy Childbirth. 2022;22(1):304. doi: 10.1186/s12884-022-04637-8. 

Unrelated 

191 Hou J, Xu B, Zhang J, Luo L, Pen X, Chen S, Ma G, Hu Z, Kong X. Psychological status and job burnout of nurses working in the frontline of 
the novel Coronavirus in China during the delta variant outbreak: A cross-sectional survey. Psychol Res Behav Manag. 2022;15:533-546. 
doi: 10.2147/PRBM.S343749. 

Outcome 

192 Perotin JM, Gierski F, Bolko L, Dury S, Barrière S, Launois C, Dewolf M, Chouabe S, Bongrain E, Picard D, Tran E, N'Guyen Y, Mourvillier 
B, Servettaz A, Rapin A, Marcus C, Lebargy F, Kaladjian A, Salmon JH, Deslee G. Cluster analysis unveils a severe persistent respiratory 
impairment phenotype 3-months after severe COVID-19. Respir Res. 2022;23(1):199. doi: 10.1186/s12931-022-02111-9. 

Outcome 

193 Wozniak H, Benzakour L, Larpin C, Sgardello S, Moullec G, Corbaz S, Roos P, Vieux L, Juvet TM, Suard JC, Weissbrodt R, Pugin J, Pralong 
JA, Cereghetti S. How can we help healthcare workers during a catastrophic event such as the COVID-19 pandemic? Healthcare (Basel). 
2022;10(6):1113. doi: 10.3390/healthcare10061113. 

Included 

194 Nelson DW, Granberg T, Andersen P, Jokhadar E, Kåhlin J, Granström A, Hallinder H, Schening A, Thunborg C, Walles H, Hagman G, 
Shams-Latifi R, Yu J, Petersson S, Tzortzakakis A, Levak N, Aspö M, Piehl F, Zetterberg H, Kivipelto M, Eriksson LI. The Karolinska 
NeuroCOVID study protocol: Neurocognitive impairment, biomarkers and advanced imaging in critical care survivors. Acta Anaesthesiol 
Scand. 2022;66(6):759-766. doi: 10.1111/aas.14062. Epub 2022 Apr 2. 

Inadequate 

195 Butcher I, Saeed S, Morrison R, Donnelly P, Shaw R. Qualitative study exploring the well-being experiences of paediatric critical care 
consultants working in the UK during the COVID-19 pandemic. BMJ Open. 2022;12(8):e063697. doi: 10.1136/bmjopen-2022-063697. 

Inadequate 

196 Sourander A, Ristkari T, Kurki M, Gilbert S, Hinkka-Yli-Salomäki S, Kinnunen M, Pulkki-Råback L, McGrath PJ. Effectiveness of an internet-
based and telephone-assisted training for parents of 4-year-old children with disruptive behavior: implementation research. J Med 
Internet Res. 2022;24(4):e27900. doi: 10.2196/27900. 

No COVID-
19 

197 Tariku M, Ali T, Misgana T, Tesfaye D, Alemu D, Dessie Y. Common mental disorders amongst frontline healthcare workers during the 
COVID-19 pandemic in Ethiopia: A cross-sectional study. S Afr J Psychiatr. 2022;28:1733. doi: 10.4102/sajpsychiatry.v28i0.1733. 

Included 

198 Rodriguez-Ruiz E, Campelo-Izquierdo M, Boga Veiras P, Mansilla Rodríguez M, Estany-Gestal A, Blanco Hortas A, Rodríguez-Calvo MS, 
Rodríguez-Núñez A. Impact of the Coronavirus Disease 2019 pandemic on moral distress among nurses and physicians in Spanish ICUs. 
Crit Care Med. 2022;50(5):e487-e497. doi: 10.1097/CCM.0000000000005434. Epub 2021 Dec 29. 

Included 

199 Wang B, Yang X, Fu L, Hu Y, Luo D, Xiao X, Ju N, Zheng W, Xu H, Fang Y, Chan PSF, Xu Z, Chen P, He J, Zhu H, Tang H, Huang D, Hong Z, 
Ma X, Hao Y, Cai L, Yang J, Ye S, Yuan J, Chen YQ, Xiao F, Wang Z, Zou H. Post-traumatic stress disorder symptoms in COVID-19 survivors 

Included 
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6 months after hospital discharge: An application of the conservation of resource theory. Front Psychiatry. 2022;12:773106. doi: 
10.3389/fpsyt.2021.773106. 

200 Liu Y, Li L, Jiang X, Liu Y, Xue R, Yu H, Wei W, Meng Y, Li Z. Mental state, biological rhythm and social support among healthcare workers 
during the early stages of the COVID-19 epidemic in Wuhan. Heliyon. 2022;8(7):e09439. doi: 10.1016/j.heliyon.2022.e09439. Epub 2022 
May 14. 

Outcome 

201 Omar AS, Labib A, Hanoura SE, Rahal A, Kaddoura R, Chughtai TS, Karic E, Shaikh MS, Hamad WJ, ElHassan M, AlHashemi A, Khatib MY, 
AlKhulaifi A. Impact of extracorporeal membrane oxygenation service on burnout development in eight intensive care units. A national 
cross-sectional study. J Cardiothorac Vasc Anesth. 2022;36(8 Pt B):2891-2899. doi: 10.1053/j.jvca.2022.02.018. Epub 2022 Feb 18. 

Included 

202 Nguyen B, Torres A, Sim W, Kenny D, Campbell DM, Beavers L, Lou W, Kapralos B, Peter E, Dubrowski A, Krishnan S, Bhat V. Digital 
interventions to reduce distress among health care providers at the frontline: Protocol for a feasibility trial. JMIR Res Protoc. 
2022;11(2):e32240. doi: 10.2196/32240. 

Protocol 

203 Suwantika AA, Dhamanti I, Suharto Y, Purba FD, Abdulah R. The cost-effectiveness of social distancing measures for mitigating the COVID-
19 pandemic in a highly-populated country: A case study in Indonesia. Travel Med Infect Dis. 2022;45:102245. doi: 
10.1016/j.tmaid.2021.102245. Epub 2021 Dec 23. 

Outcome 

204 Chlan LL, Weinert CR, Tracy MF, Skaar DJ, Gajic O, Ask J, Mandrekar J. Study protocol to test the efficacy of self-administration of 
dexmedetomidine sedative therapy on anxiety, delirium, and ventilator days in critically ill mechanically ventilated patients: an open-
label randomized clinical trial. Trials. 2022;23(1):406. doi: 10.1186/s13063-022-06391-w. 

Protocol 

205 Moll V, Meissen H, Pappas S, Xu K, Rimawi R, Buchman TG, Fisher L, Bakshi V, Zellinger M, Coopersmith CM. The Coronavirus Disease 
2019 pandemic impacts burnout syndrome differently among multiprofessional critical care clinicians-A longitudinal survey study. Crit 
Care Med. 2022;50(3):440-448. doi: 10.1097/CCM.0000000000005265. 

Included 

206 Ma L, Liu J, Liu Y, Zhang Y, Yang C. Function of perceived corporate social responsibility in safety of sports activities and home aerobic 
equipment in the late period of COVID-19. Front Psychol. 2022;13:919254. doi: 10.3389/fpsyg.2022.919254. 

Outcome 

207 Zhang S, Liu Y, Song S, Peng S, Xiong M. The psychological nursing interventions based on Pygmalion effect could alleviate negative 
emotions of patients with suspected COVID-19 patients: a retrospective analysis. Int J Gen Med. 2022;15:513-522. doi: 
10.2147/IJGM.S347439. 

Outcome 

208 Mingolla S, Lu Z. Impact of implementation timing on the effectiveness of stay-at-home requirement under the COVID-19 pandemic: 
Lessons from the Italian case. Health Policy. 2022;126(6):504-511. doi: 10.1016/j.healthpol.2022.04.001. Epub 2022 Apr 4. 

Outcome 

209 Lovell T, Mitchell M, Powell M, Cummins B, Tonge A, Metcalf E, Ownsworth T, O'Neill K, Morris L, Ranse K. Fostering positive emotions, 
psychological well-being, and productive relationships in the intensive care unit: A before-and-after study. Aust Crit Care. 2022:S1036-
7314(22)00095-9. doi: 10.1016/j.aucc.2022.08.001. Epub ahead of print 2022 Sep 13. 

Included 

210 Currie K, Gupta BV, Shivanand I, Desai A, Bhatt S, Tunuguntla HS, Verma S. Reductions in anxiety, depression and insomnia in health care 
workers using a non-pharmaceutical intervention. Front Psychiatry. 2022;13:983165. doi: 10.3389/fpsyt.2022.983165. 

Outcome 

211 Chommeloux J, Valentin S, Winiszewski H, Adda M, Pineton de Chambrun M, Moyon Q, Mathian A, Capellier G, Guervilly C, Levy B, 
Jaquet P, Sonneville R, Voiriot G, Demoule A, Boussouar S, Painvin B, Lebreton G, Combes A, Schmidt M. One-year mental and physical 
health assessment in survivors after ECMO for COVID-19-related ARDS. Am J Respir Crit Care Med. 2022. doi: 10.1164/rccm.202206-
1145OC. Epub ahead of print 2022 Sep 23. 

Included 

212 Koyauchi T, Suzuki Y, Inoue Y, Hozumi H, Karayama M, Furuhashi K, Fujisawa T, Enomoto N, Inui N, Suda T. Clinical practice of high-flow 
nasal cannula therapy in COVID-19 pandemic era: a cross-sectional survey of respiratory physicians. Respir Investig. 2022:S2212-
5345(22)00119-8. doi: 10.1016/j.resinv.2022.08.007. Epub ahead of print 2022 Sep 12. 

Lumping 

213 Sun T, Zhang SE, Yin HY, Li QL, Li Y, Li L, Gao YF, Huang XH, Liu B. Can resilience promote calling among Chinese nurses in intensive care 
units during the COVID-19 pandemic? The mediating role of thriving at work and moderating role of ethical leadership. Front Psychol. 
2022;13:847536. eCollection 2022 Sep 7. doi: 10.3389/fpsyg.2022.847536. PMID: 36160539; PMCID: PMC9491387. 

Included 

214 Fiore MC, Smith SS, Adsit RT, Bolt DM, Conner KL, Bernstein SL, Eng OD, Lazuk D, Gonzalez A, Jorenby DE, D'Angelo H, Kirsch JA, Williams 
B, Nolan MB, Hayes-Birchler T, Kent S, Kim H, Piasecki TM, Slutske WS, Lubanski S, Yu M, Suk Y, Cai Y, Kashyap N, Mathew JP, McMahan 
G, Rolland B, Tindle HA, Warren GW, An LC, Boyd AD, Brunzell DH, Carrillo V, Chen LS, Davis JM, Dilip D, Ellerbeck EF, Iturrate E, Jose T, 
Khanna N, King A, Klass E, Newman M, Shoenbill KA, Tong E, Tsoh JY, Wilson KM, Theobald WE, Baker TB. The first 20 months of the 
COVID-19 pandemic: Mortality, intubation and ICU rates among 104,590 patients hospitalized at 21 United States health systems. PLoS 
One. 2022;17(9):e0274571. Epub 2022 Sep 28. doi: 10.1371/journal.pone.0274571. PMID: 36170336. 

Outcome 

215 Psychological Impact of Medical Evacuations on Families of Patients Admitted to Intensive Care Unit for Severe COVID-19 (IPES-CoV). 
ClinicalTrials.gov Identifier: NCT05421182. Principal Investigator: Vincent Peigne, CH Metropole Savoie. Completed 

No data 

216 Ethical and Psychological Support for Health Care Professions in Intensive Care Units in the COVID19 Pandemic Context: Adequacy With 
Needs and Psychological Impact Crisis and Post-crisis (PsyCOVID). ClinicalTrials.gov Identifier: NCT04441476. Centre Hospitalier 
Universitaire Dijon. Completed 

No data 

217 Evaluation of Psychological Impact of Group Therapy for Patients Who Have Been Hospitalized in Intensive Care During COVID-19 
Pandemic: Exploratory Study (GPR COVID). ClinicalTrials.gov Identifier: NCT04747405. Study director: Romain Percot, Cebtre Hospitalier 
Metropole Savoie. Active, not recruiting 

No data 

218 Psychological Impact of COVID-19 Outbreak on Caregivers (PSY-CO-ICU). ClinicalTrials.gov Identifier: NCT04511780. Principal 
Investigator: Jean Yves Lefrant, Centre Hospitalier Universitaire de Nīmes. Not yet recruiting 

No data 

219 Copeptin and Psychological Stress of Medic During COVID-19 Pandemic (COVID-19). Contact: Hala Mourad Demerdash, Alexandria 
University, Egypt, Completed 

No data 

220 Psychological Symptoms and Families of COVID-19 Patients (Relieving the Burden of Psychological Symptoms Among Families of Critically 
Ill Patients With COVID-19). ClinicalTrials.gov Identifier: NCT04501445. Rush University Medical Center, Central Michigan University, 
Completed 

No data 

221 Burnout Among Caregivers Facing COVID-19 Health Crisis at a Non-conventional Intensive Care Unit Compared to a Conventional 
Intensive Care Unit. ClinicalTrials.gov Identifier: NCT04346810. Responsible: Hakim Harkouk, Hôpital Raymond Poincaré, status Unknown 

No data 

222 Follow-up of Patients with COVID-19. (TeleRea'nCo). ClinicalTrials.gov Identifier: NCT04609839. Resp. Eric Demonsant, Principal 
Investigator: Laurence Kessler, Hopitaux Universitaires de Strasbourg, Recruiting 

No data 

223 Tele-based Psychological Emotional Support for Informal CARegivers of COVID-19 Patients in Intensive Care (CO-CarES). ClinicalTrials.gov 
Identifier: NCT04409821. Principal Investigator: Annika von Heymann, Department of Oncology, Rigshospitalet, Denmark, Recruiting 

No data 

224 Chronic Pain in COVID-19 Patients Discharged From Intensive Care Unit. ClinicalTrials.gov Identifier: NCT04940208. Resp.; Mikhail 
Dziadzko, Hôpital de la Croix-Rousse, Completed 

No data 
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225 Mental Health of Professionals Working in Pediatric Intensive Care Units During the COVID-19 Pandemic. ClinicalTrials.gov Identifier: 
NCT04846907. Principal Investigator: Fernanda L Setta, D'Or Institute for Research and Education, Rio De Janeiro, Brazil, Active, not 
recruiting 

No data 

226 Stress Biomarkers Leading to Professional Burnout Among People Involved in a Mobile Intensive Care Unit During the COVID-19 
Pandemic (AUTONOMIC). ClinicalTrials.gov Identifier: NCT04365335. Direction Centrale du Service de Santé des Armées, Completed 

No data 

227 Social and Psychological Impacts of SARS-Cov-2 Pandemic Period in the Obese Population. (OBIMPACOV). ClinicalTrials.gov Identifier: 
NCT04910607. Arnaud Alessandrin; Blandine Gatta-Cherifi, University Hospital, Bordeaux-Région Nouvelle Aquitaine. Recruiting 

No data 

228 Stress Related Disorders in Family Members of COVID-19 Patients Admitted to the ICU. ClinicalTrials.gov Identifier: NCT04476914. 
Completed 

No data 

229 Psychological and Ethical Support for Hospital Professionals During the COVID-19 Pandemic: Suitability and Post-crisis Implications for 
the Experience of All Professionals (PsyCOVID All P). ClinicalTrials.gov Identifier: NCT04944394. Centre Hospitalier Universitaire Dijon, 
Completed 

No data 

230 Groenveld T, Achttien R, Smits M, de Vries M, van Heerde R, Staal B, van Goor H; COVID Rehab Group. Feasibility of Virtual Reality 
Exercises at Home for Post-COVID-19 Condition: Cohort Study. JMIR Rehabil Assist Technol. 2022;9(3):e36836. doi: 10.2196/36836. 

Included 

231 French Cohort of COVID-19 Patients With Post-intensive Care Syndrome (COREADOM). ClinicalTrials.gov Identifier: NCT04590170. Marie-
Martine Marie-Martine, Marie Benhammani-Godard, Hôpitaux de Paris. Recruiting 

No data 

232 Post-intensive Care Follow-up of Patients Hospitalized for an Acute Respiratory Distress Syndrome Caused by COVID-19 (RE-CoV-ERY). 
ClinicalTrials.gov Identifier: NCT04619368. Principal Investigator: Fanny Bounes, University Hospital, Toulouse, Recruiting 

No data 

233 One-year Outcomes in Survivors of the Severe COVID-19 Pneumonia (CO-Qo-ICU) (CO-Qo-ICU). ClinicalTrials.gov Identifier: 
NCT04401111. Contacts: Clément Saccheri, Jean Dellamonica, Centre Hospitalier Universitaire de Nice, Status Unknown 

No data 

234 Anxiety and Burnout in Anesthetists and Intensive Care Unit Nurses During Covid-19 Pandemic. ClinicalTrials.gov Identifier: 
NCT04604119. Contact: Sultan Acar Sevinç, Sisli Hamidiye Etfal Education and Training Hospital, Completed 

No data 

235 Prioritising Prevention of COVID-19 in Persons With Cancer in the French West Indies (RESILIENCE). ClinicalTrials.gov Identifier: 
NCT04768153. CHU Martinique, Fort-de-France, Martinique, Active, not recruiting 

No data 

236 Nursing Perspective on Burnout and Medical Errors in the Intensive Care Unit During Covid-19 Pandemic. ClinicalTrials.gov Identifier: 
NCT04371302. Responsible: Samuel E H Tsan, Sungai Buloh Hospital-University of Malaya. Terminated (Logistical problems, 
administrative issues) 

No data 

237 Follow-up of Patients With Previous SARS-CoV-2 Infection: Long-term Damage Assessment. ClinicalTrials.gov Identifier: NCT05359159. 
Clara Balsano, University of L'Aquila, Recruiting 

No data 

238 Cohort Follow-up of Survivors of Hospitalization for COVID-19 During the 2nd Wave of the Epidemic in France (COMEBAC 2). 
ClinicalTrials.gov Identifier: NCT04934202, Tai Pham, Hôpitaux de Paris, Recruiting 

No data 

239 Impact and Sequelae of High Ventilatory Drive in Critically Ill COVID-19 Patients. ClinicalTrials.gov Identifier: NCT05363332. Candelaria 
de Haro, Corporacion Parc Tauli, Recruiting 

No data 

240 Anxiety and Work Resilience Among Tertiary University Hospital Workers During the COVID-19 Outbreak: An Online Survey 
(PSY_CO_CHU). ClinicalTrials.gov Identifier: NCT04358640, Centre Hospitalier Universitaire de Nīmes, Completed 

No data 

241 Post ICU Follow up in Patients With Severe SARS-CoV-2 Infection (Covid-19). ClinicalTrials.gov Identifier: NCT04491214. Locations France 
Hôpitaux Universitaires de Strasbourg (Nouvel Hôpital Civil), Completed 

No data 

242 Amsalem D, Lazarov A, Markowitz JC, Gorman D, Dixon LB, Neria Y. Increasing treatment-seeking intentions of US veterans in the Covid-
19 era: A randomized controlled trial. Depress Anxiety. 2021;38(6):639-647. doi: 10.1002/da.23149. Epub 2021 Mar 18. 

Outcome 

243 Psychological Impact, Mental Health and Sleep Disorder Among Patients Hospitalized and Health Care Workers During the 2019 
Coronavirus Outbreak (COVID-19). ClinicalTrials.gov Identifier: NCT04497246. Principal Investigator: Sophie Levy, CHU Brugmann, 
Brussels, BE. Completed 

No data 

244 Sarcopenia and Related Factors in Coronavirus Disease 2019 (COVID-19) Following Intensive Care. ClinicalTrials.gov Identifier: 
NCT05474157, Principal Investigator: Ozden Ozyemisci Taskiran, Prof Koç University School of Medicine, Istanbul, Turkey, Terminated 
(technical reasons) 

No data 

245 Impact of COVID-19 on Mental Health of Health Care Workers (COVID-Impact). ClinicalTrials.gov Identifier: NCT04382196. Study 
Director: Gilbert Lemmens, University Hospital, Ghent, Active, not recruiting 

No data 

246 Sociodemographic, Clinical, Quality of Life and Health Care Conditions in COVID-19 Survivors. ClinicalTrials.gov Identifier: NCT05185674. 
Principal Investigator: Javier Eslava, Professor, Universidad Nacional de Colombia, Active, not recruiting 

No data 

247 Sociodemographic, Clinical, Quality of Life and Health Care Conditions in COVID-19 Survivors. ClinicalTrials.gov Identifier: NCT05185674. 
Sponsor: Javier Eslava, Universidad Nacional de Colombia; Principal Investigator: Laura C Loaiza-Fernandez, MD,MSc, Universidad 
Nacional de Colombia, Active, not recruiting 

No data 

248 Perceived Stress Among ICU Medical Staff During COVID-19 Crisis (ICUcovid). ClinicalTrials.gov Identifier: NCT04604769. Principal 
Investigator: Anne-Sophie Nyssen, Université de Liège, Completed 

No data 

249 Early Care Program for the Management of Post-ICU Syndrome and Chronic Pain After COVID-19 Infection. (PAIN-COVID). 
ClinicalTrials.gov Identifier: NCT04394169, Tomas Miguel Cuñat Lopez, Hospital Clinic of Barcelona, Principal Investigator: Antonio José 
Ojeda Niño, MD Pain unit physician, Completed 

No data 

250 Resilience Evaluation of Caregivers During the SARS-CoV2 Epidemic Period: Prospective Cohort. (Resi-CoV). ClinicalTrials.gov Identifier: 
NCT04349163. Principal Investigator: Delphine Douillet, UH Angers , Completed 

No data 

251 COVID-19 Follow up Intensive Care Studies (COFICS), ClinicalTrials.gov Identifier: NCT04460170, Willem Dieperink, PhD, University 
Medical Center Groningen, Status Unknown 

No data 

252 COVID-19 and the Brain. ClinicalTrials.gov Identifier: NCT04726176. Kevin De Pauw, Vrije Universiteit Brussel, Universitair Ziekenhuis 
Brussel. Completed 

No data 

253 A Brief GAmeplay Intervention for NHS ICU Staff Affected by COVID-19 Trauma (GAINS Study) (GAINS). ClinicalTrials.gov Identifier: 
NCT04992390. Principal Investigator: Emily Holmes, Uppsala University, Active, not recruiting 

No data 

254 Silva-Jose C, Sánchez-Polán M, Diaz-Blanco Á, Coterón J, Barakat R, Refoyo I. Effectiveness of a Virtual Exercise Program During COVID-
19 Confinement on Blood Pressure Control in Healthy Pregnant Women. Front Physiol. 2021;12:645136. doi: 
10.3389/fphys.2021.645136. 

Outcome 
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255 Silva-Jose C, Sánchez-Polán M, Díaz-Blanco Á, Pérez-Medina T, Carrero Martínez V, Alzola I, Barakat R, Refoyo I, Mottola MF. Influence 
of a Virtual Exercise Program throughout Pregnancy during the COVID-19 Pandemic on Perineal Tears and Episiotomy Rates: A 
Randomized Clinical Trial. J Clin Med. 2021;10(22):5250. doi: 10.3390/jcm10225250. 

Outcome 

256 Silva-Jose C, Sánchez-Polán M, Barakat R, Díaz-Blanco Á, Carrero Martínez V, García Benasach F, Alzola I, Mottola MF, Refoyo I. Exercise 
throughout Pregnancy Prevents Excessive Maternal Weight Gain during the COVID-19 Pandemic: A Randomized Clinical Trial. J Clin Med. 
2022;11(12):3392. doi: 10.3390/jcm11123392. 

Outcome 

257 Silva-Jose C, Sánchez-Polán M, Barakat R, Díaz-Blanco Á, Mottola MF, Refoyo I. A Virtual Exercise Program throughout Pregnancy during 
the COVID-19 Pandemic Modifies Maternal Weight Gain, Smoking Habits and Birth Weight-Randomized Clinical Trial. J Clin Med. 
2022;11(14):4045. doi: 10.3390/jcm11144045. 

Outcome 

258 Published Tiete J, Guatteri M, Lachaux A, Matossian A, Hougardy JM, Loas G, Rotsaert M. Mental Health Outcomes in Healthcare Workers 
in COVID-19 and Non-COVID-19 Care Units: A Cross-Sectional Survey in Belgium. Front Psychol. 2021;11:612241. doi: 
10.3389/fpsyg.2020.612241. 

Lumping 

259 Reducing Post-traumatic Stress Disorder After ICU Discharge With the IPREA3 Program (PTSD-REA). ClinicalTrials.gov Identifier: 
NCT03991611. Principal Investigator: Pierre Kalfon, MD PhD, Centre Hospitalier of Chartres, Active, not recruiting 

No data 

 

Included N=65 
Excluded N=194 

Outcome N=52 
No data N=38 
Reviews N=25 
Protocol N=17 
Opinion N=16 
Inadequate N=16 
Unfocused N=12 
Lumping N=6 
Case N=5 
Unrelated N=5 
Overlap N=1 
No COVID-19 N=1 
Post mortem N=0 
Animal N=0 
Duplicates N=0 
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ClinicalTrials.gov September 30 2022, Condition or disease: Covid-19; Other terms: intensive care unit AND psychological  41 results 

N° Status Study Condition Intervention  

1 Completed Psychological Impact of Medical Evacuations on Families of Patients 
Admitted to Intensive Care Unit for Severe COVID-19  

COVID-19 
Stress Disorders, Post-Traumatic 

Other: Revised Impact of Event Scale 
Other: Hospital Anxiety and Depression scale 
Other: 36-Item Short Form Survey (and 3 more...) 

CH Metropole Savoie 
Chambéry, France 

2 Completed Ethical and Psychological Support for Health Care Professions in 
Intensive Care Units in the COVID19 Pandemic Context: Adequacy 
With Needs and Psychological Impact Crisis and Post-crisis  

Psychological Strain Other: Questionnaires 
Other: psychological and sociological interviews 

Chu Dijon Bourgogne 
Dijon, France 

3 Active, not 
recruiting 

Evaluation of Psychological Impact of Group Therapy for Patients 
Who Have Been Hospitalized in Intensive Care During COVID-19 
Pandemic: Exploratory Study  

Intensive Care Unit Syndrome 
Covid19 
Anxiety 
Depression 

Other: therapy group CH Métropole Savoie 
Chambéry, France 

4 Not yet 
recruiting 

Psychological Impact of COVID-19 Outbreak on Caregivers  Critical Illness 
Covid19 
Stress Disorders, Post-Traumatic 

Other: questionnaire filling Intensive Care Unit, CHU d'Amiens, 
Intensive Care Unit, CHU d'Angers, CHU de 
Besançon, France (+ 48...) 

5 Completed Copeptin and Psychological Stress of Medic During COVID-19 
Pandemic  

Psychological Stress 
Hemostatic Disorder 

 
Alexandria University Faculty of Medicine, 
Alexandria, Egypt 

6 Unknown † Burnout Among Caregivers Facing COVID-19 Health Crisis at a Non-
conventional Intensive Care Unit Compared to a Conventional 
Intensive Care Unit  

COVID-19 
Burnout, Caregiver 
Intensive Care Unit 
Stress, Psychological 

Other: Patient management suffering of coronavirus 
infection 

Hôpital Raymond Poincaré, 92380 Garches, 
France 

7 Completed Psychological Symptoms and Families of COVID-19 Patients  Family Members 
Post Intensive Care Unit Syndrome 
Post Traumatic Stress Disorder 

Behavioral: Written Summary of Rounds Rush University Medical Center 
Chicago, Illinois, United States 

8 Recruiting FOLLOW-UP OF PATIENTS WITH COVID-19. Patient Admitted to Intensive Care 
Unit for COVID-19 

Other: Follow-up of patients with COVID-19 Hopitaux Universitaires de Strasbourg, 
France 

9 Recruiting Tele-based Psychological Emotional Support for Informal CARegivers 
of COVID-19 Patients in Intensive Care 

Posttraumatic Stress Disorder 
Prolonged Grief Disorder 
COVID 

Behavioral: Tele-delivered psychological intervention Skejby Hospital, Aarhus; Rigshospitalet 
Copenhagen; Hospitalsenheden Vest, 
Horsens 
Horsens, Denmark (+3...) 

10 Completed Chronic Pain in COVID-19 Patients Discharged From Intensive Care 
Unit  

COVID-19 Pandemic 
ICU 
Pain, Chronic 
(and 2 more...) 

Other: Pain and neuropsychological questionnaires 
Diagnostic Test: Quantitative Sensory testing 

Hôpital Raymond Poincare - AP-HP, 
Garches, Hauts-de-Seine; Hôpital Bicêtre 
AP-HP, Le Kremlin-Bicêtre;  
Hopital de la Croix Rousse-Hospices Civils 
de Lyon, France 

11 Active, not 
recruiting 

Mental Health of Professionals Working in Pediatric Intensive Care 
Units During the COVID-19 Pandemic  

Covid19 
Burnout, Professional 
Stress Disorders, Post-Traumatic (+3..) 

Other: Web-based survey D'Or Institute for Research and Education, 
Rio De Janeiro, Brazil 

https://clinicaltrials.gov/ct2/show/NCT05421182?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT05421182?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT04441476?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=2
https://clinicaltrials.gov/ct2/show/NCT04441476?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=2
https://clinicaltrials.gov/ct2/show/NCT04441476?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=2
https://clinicaltrials.gov/ct2/show/NCT04747405?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=3
https://clinicaltrials.gov/ct2/show/NCT04747405?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=3
https://clinicaltrials.gov/ct2/show/NCT04747405?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=3
https://clinicaltrials.gov/ct2/show/NCT04511780?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=4
https://clinicaltrials.gov/ct2/show/NCT04757285?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=5
https://clinicaltrials.gov/ct2/show/NCT04757285?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=5
https://clinicaltrials.gov/ct2/show/NCT04346810?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=6
https://clinicaltrials.gov/ct2/show/NCT04346810?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=6
https://clinicaltrials.gov/ct2/show/NCT04346810?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=6
https://clinicaltrials.gov/ct2/show/NCT04501445?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=7
https://clinicaltrials.gov/ct2/show/NCT04609839?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=8
https://clinicaltrials.gov/ct2/show/NCT04409821?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=9
https://clinicaltrials.gov/ct2/show/NCT04409821?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=9
https://clinicaltrials.gov/ct2/show/NCT04940208?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=10
https://clinicaltrials.gov/ct2/show/NCT04940208?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=10
https://clinicaltrials.gov/ct2/show/NCT04846907?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=11
https://clinicaltrials.gov/ct2/show/NCT04846907?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=11
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12 Recruiting Social and Psychological Impacts of SARS-Cov-2 Pandemic Period in 
the Obese Population.  

Obesity 
Covid19 

Other: Questionnaire 
Other: Interview 

CHU de Limoges; Hôpital Haut-Lévêque, 
Pessac; CHU de Poitiers, France 

13 Completed Stress Biomarkers Leading to Professional Burnout Among People 
Involved in a Mobile Intensive Care Unit During the COVID-19 
Pandemic  

Occupational Stress Behavioral: Assessment of work-related stress 
Biological: Saliva sample collection 
Other: Cardiac and electrodermal recordings 
Behavioral: Assessment of behavioral response to 
emotional stimulation 

Elément Militaire de Réanimation (EMR), 
Mulhouse, France 

14 Completed Stress Related Disorders in Family Members of COVID-19 Patients 
Admitted to the ICU  

Respiratory Failure 
SARS-CoV 2 
Corona Virus Infection 
(and 5 more...) 

 
Eastern Colorado Veterans Affairs Health 
Care System, University of Colorado, 
Aurora; University of Colorado Hospital, 
Aurora, Colorado; Tulane Medical Center, 
New Orleans, Louisiana, US (+6...) 

15 Completed Psychological and Ethical Support for Hospital Professionals During 
the COVID-19 Pandemic: Suitability and Post-crisis Implications for 
the Experience of All Professionals 

Psychological Stress Other: online questionnaire 
Other: questionnaire survey 

Chu Dijon Bourogne, Dijon, France 

16 Completed The Usability, Feasibility, and Tolerability of Virtual Reality for 
Rehabilitation From COVID-19  

Coronavirus 
Post Intensive Care Unit Syndrome 

Device: Virtual Reality Radboud university medical center, 
Nijmegen, Gelderland, Netherlands 

17 Recruiting French Cohort of COVID-19 Patients With Post-intensive Care 
Syndrome  

Covid19 Behavioral: Post-intensive Care unit syndrome Department of Physical Medicine and 
Rehabilitation, Issy-les-Moulineaux; 
Department of Rehabilitation, Institute of 
Rheumatology Cochin, Paris, France 

18 Completed Anxiety and Burnout in Anesthetists and Intensive Care Unit Nurses 
During Covid-19 Pandemic  

Sars-CoV2 
Anxiety 
Burnout 

 
Sisli Hamidiye Etfal Education and Training 
Hospital, Istanbul, Turkey 

19 Recruiting Post-intensive Care Follow-up of Patients Hospitalized for an Acute 
Respiratory Distress Syndrome Caused by COVID-19  

Human ARDS 
Coronavirus Infection 

Other: Follow up calls University Hospital of Toulouse, France 

20 Unknown † One-year Outcomes in Survivors of the Severe COVID-19 Pneumonia 
(CO-Qo-ICU) 

COVID 
ARDS 
Quality of Life 

 
CHU de Nice, France 

21 Terminated Nursing Perspective on Burnout and Medical Errors in the Intensive 
Care Unit During Covid-19 Pandemic 

Burnout, Professional 
Medical Errors 
Depression 

Diagnostic Test: Questionnaire Sungai Buloh Hospital, Kuala Lumpur, 
Malaysia 

22 Active, not 
recruiting 

Prioritising Prevention of COVID-19 in Persons With Cancer in the 
French West Indies  

Cancer Biological: Serology CHU Martinique, Fort-de-France, 
Martinique FR 

23 Recruiting Follow-up of Patients With Previous SARS-CoV-2 Infection: Long-
term Damage Assessment  

COVID-19 Other: Data collection Clara Balsano, L'Aquila; University of 
L'Aquila, Italy 

24 Recruiting Impact and Sequelae of High Ventilatory Drive in Critically Ill COVID-
19 Patients  

COVID-19 
Critical Illness 
Hypoxemic Respiratory Failure (+2…) 

 
Candelaria De Haro, Sabadell, Barcelona; 
Fundació Althaia Manresa; Hospital 
Universitario Central de Asturias, Oviedo E 

https://clinicaltrials.gov/ct2/show/NCT04910607?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=12
https://clinicaltrials.gov/ct2/show/NCT04910607?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=12
https://clinicaltrials.gov/ct2/show/NCT04365335?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=13
https://clinicaltrials.gov/ct2/show/NCT04365335?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=13
https://clinicaltrials.gov/ct2/show/NCT04365335?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=13
https://clinicaltrials.gov/ct2/show/NCT04476914?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=14
https://clinicaltrials.gov/ct2/show/NCT04476914?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=14
https://clinicaltrials.gov/ct2/show/NCT04944394?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=15
https://clinicaltrials.gov/ct2/show/NCT04944394?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=15
https://clinicaltrials.gov/ct2/show/NCT04944394?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=15
https://clinicaltrials.gov/ct2/show/NCT04505761?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=16
https://clinicaltrials.gov/ct2/show/NCT04505761?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=16
https://clinicaltrials.gov/ct2/show/NCT04590170?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=17
https://clinicaltrials.gov/ct2/show/NCT04590170?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=17
https://clinicaltrials.gov/ct2/show/NCT04604119?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=18
https://clinicaltrials.gov/ct2/show/NCT04604119?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=18
https://clinicaltrials.gov/ct2/show/NCT04619368?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=19
https://clinicaltrials.gov/ct2/show/NCT04619368?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=19
https://clinicaltrials.gov/ct2/show/NCT04401111?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=20
https://clinicaltrials.gov/ct2/show/NCT04401111?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=20
https://clinicaltrials.gov/ct2/show/NCT04371302?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=21
https://clinicaltrials.gov/ct2/show/NCT04371302?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=21
https://clinicaltrials.gov/ct2/show/NCT04768153?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=22
https://clinicaltrials.gov/ct2/show/NCT04768153?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=22
https://clinicaltrials.gov/ct2/show/NCT05359159?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=23
https://clinicaltrials.gov/ct2/show/NCT05359159?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=23
https://clinicaltrials.gov/ct2/show/NCT05363332?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=24
https://clinicaltrials.gov/ct2/show/NCT05363332?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=24
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25 Recruiting Cohort Follow-up of Survivors of Hospitalization for COVID-19 During 
the 2nd Wave of the Epidemic in France  

Sequelae 
Fibrosis 
Post-COVID Syndrome 
Post-traumatic Stress Disorder 

Other: Teleconsultation 
Other: Outpatient clinic 

Bicetre hospital, Le Kremlin-Bicêtre, France 

26 Completed Post ICU Follow up in Patients With Severe SARS-CoV-2 Infection 
(Covid-19)  

Covid19 
Follow up 
Rehabilitation 

Other: quality of live assessment Hôpitaux Universitaires de Strasbourg 
(Nouvel Hôpital Civil), Strasbourg, France 

27 Completed Psychological Impact, Mental Health and Sleep Disorder Among 
Patients Hospitalized and Health Care Workers During the 2019 
Coronavirus Outbreak (COVID-19)  

Covid19 Other: Questionnaire CHU Brugmann, Brussels, Belgium 

28 Completed Anxiety and Work Resilience Among Tertiary University Hospital 
Workers During the COVID-19 Outbreak: An Online Survey  

Critical Illness 
Sars-CoV2 
SARS Pneumonia (and 2 more...) 

 
Intensive care unit CHU Nîmes, France 

29 Completed 
Has Results 

Addressing COVID-19 Mental Health Problems Among US Veterans Brief Video-based Intervention 
Vignette Based Intervention 
Non Intervention Control Arm 

Other: A short video intervention 
Other: A vignette intervention 

New York State Psychiatric Institute, New 
York, NY, US 

30 Terminated Sarcopenia and Related Factors in Coronavirus Disease 2019 (COVID-
19) Following Intensive Care  

Sarcopenia 
Covid19 
Intensive Care Unit Acquired 
Weakness 

Other: Standard care treatment for COVID-19 in 
Intensive Care Unit 

Koc University School of Medicine, 
Istanbul, Turkey 

31 Active, not 
recruiting 

Impact of COVID-19 on Mental Health of Health Care Workers Mental Health 
Quality of Life 

Other: Online survey Ghent University Hospital, Ghent, Belgium 

32 Active, not 
recruiting 

Sociodemographic, Clinical, Quality of Life and Health Care 
Conditions in COVID-19 Survivors. 

Post-acute COVID-19 Syndrome 
Long-COVID 
COVID-19 (and 2 more...) 

Other: Exposure: Coronavirus disease 2019 (COVID-
19) 

Hospital Universitario Nacional de 
Colombia, Bogotá, Colombia 

33 Completed Perceived Stress Among ICU Medical Staff During COVID-19 Crisis  Coronavirus 
Nurse's Role 
Professional Stress 

 
University of Liège, Liège, Province De 
Liège, Belgium 

34 Completed Early Care Program for the Management of Post-ICU Syndrome and 
Chronic Pain After COVID-19 Infection.  

Post ICU Syndrome 
Chronic Pain 
Covid-19 

Behavioral: Intervention program Tomás Cuñat, Barcelona, Spain 

35 Completed Resilience Evaluation of Caregivers During the SARS-CoV2 Epidemic 
Period : Prospective Cohort.  

Psychological Other: Questionnaire CHU, Angers, France 

36 Unknown † COVID-19 Follow up Intensive Care Studies  Quality of Life 
COVID-19 

 
University Medical Center Groningen, 
Netherlands 

37 Completed COVID-19 and the Brain  Covid19 
Brain 
Neurocognition 
fMRI 

Biological: Exposure to COVID-19 Vrije Universiteit Brussel, Brussels, Belgium 

https://clinicaltrials.gov/ct2/show/NCT04934202?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=25
https://clinicaltrials.gov/ct2/show/NCT04934202?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=25
https://clinicaltrials.gov/ct2/show/NCT04491214?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=26
https://clinicaltrials.gov/ct2/show/NCT04491214?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=26
https://clinicaltrials.gov/ct2/show/NCT04497246?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=27
https://clinicaltrials.gov/ct2/show/NCT04497246?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=27
https://clinicaltrials.gov/ct2/show/NCT04497246?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=27
https://clinicaltrials.gov/ct2/show/NCT04358640?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=28
https://clinicaltrials.gov/ct2/show/NCT04358640?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=28
https://clinicaltrials.gov/ct2/show/results/NCT04484207?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=29
https://clinicaltrials.gov/ct2/show/NCT04484207?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=29
https://clinicaltrials.gov/ct2/show/NCT05474157?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=30
https://clinicaltrials.gov/ct2/show/NCT05474157?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=30
https://clinicaltrials.gov/ct2/show/NCT04382196?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=31
https://clinicaltrials.gov/ct2/show/NCT05185674?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=32
https://clinicaltrials.gov/ct2/show/NCT05185674?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=32
https://clinicaltrials.gov/ct2/show/NCT04604769?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=33
https://clinicaltrials.gov/ct2/show/NCT04394169?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=34
https://clinicaltrials.gov/ct2/show/NCT04394169?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=34
https://clinicaltrials.gov/ct2/show/NCT04349163?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=35
https://clinicaltrials.gov/ct2/show/NCT04349163?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=35
https://clinicaltrials.gov/ct2/show/NCT04460170?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=36
https://clinicaltrials.gov/ct2/show/NCT04726176?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=37
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38 Active, not 
recruiting 

A Brief GAmeplay Intervention for NHS ICU Staff Affected by COVID-
19 Trauma (GAINS Study)  

Intrusive Memories of Traumatic 
Event(s) 

Behavioral: Brief digital imagery-competing task 
intervention 

P1vital Products Limited, Wallingford, 
Oxfordshire, UK 

39 Recruiting Active Pregnancy Against COVID-19 Pregnancy Complications 
Pregnancy, High Risk 
Pregnancy Induced Hypertension (+5) 

Other: Exercise program 
Other: Healthy lifestyle advise 

Facultad de Ciencias de la Actividad Física y 
el Deporte (INEF), Madrid, Spain 

40 Completed Exhaustion and Needs in Frontline COVID-19 Healthcare Workers: 
Cross-sectional Study in a Belgian Population  

COVID-19 
 

Hôpital de Warquignies, Boussu, Hainaut; 
Hôpital de Jolimont Haine-Saint-Paul, 
Hainaut; Hôpital de Lobbes, Hainaut, 
Belgium (+2...) 

41 Active, not 
recruiting 

Reducing Post-traumatic Stress Disorder After ICU Discharge With 
the IPREA3 Program 

Critical Illness Other: Administration of the IPREA3 questionnaire 
Other: Immediate feedback through electronic 
reminder messages 
Other: Targeted interventions in each ICU to reduce 
discomforts (and 2 more...) 

CHU Angers; CH d'Auxerre 
Auxerre, France (+30...) 

Trial record 1 of 41 for:    intensive care unit AND psychological | Covid-19 

Psychological Impact of Medical Evacuations on Families of Patients Admitted to Intensive Care Unit for Severe COVID-19 (IPES-CoV) 

ClinicalTrials.gov Identifier: NCT05421182 

Recruitment Status  : Completed 

First Posted  : June 16, 2022 

Last Update Posted  : June 22, 2022 

Sponsor: 

Centre Hospitalier Metropole Savoie 

Information provided by (Responsible Party): 

Centre Hospitalier Metropole Savoie 

 

Study Details 

Tabular View 

No Results Posted 

Disclaimer 

How to Read a Study Record 

Study Description 

Go to   

Brief Summary: 

At the "Métropole Savoie" hospital, to deal with the daily influx of severe patients during the second wave of COVID-19, 23 patients had to be transferred away from their home city and far from their families as part of a 

medical evacuation (EVASAN). 

The purpose of the study is to investigate whether there is an association between medical evacuations and the occurrence of psychological disorders such as post-traumatic stress, anxiety or depression occurring within 6 

to 10 months in families of evacuated patients. 

The investigators want to compare the prevalence of psychological disorders in the families of patients evacuated for a serious form of COVID-19 (cases) compared to that of families of patients not evacuated (controls) 

hospitalized for a serious form of COVID-19. 

 

Condition or disease  Intervention/treatment  Phase  

https://clinicaltrials.gov/ct2/show/NCT04992390?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=38
https://clinicaltrials.gov/ct2/show/NCT04992390?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=38
https://clinicaltrials.gov/ct2/show/NCT04563065?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=39
https://clinicaltrials.gov/ct2/show/NCT04344145?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=40
https://clinicaltrials.gov/ct2/show/NCT04344145?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=40
https://clinicaltrials.gov/ct2/show/NCT03991611?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=41
https://clinicaltrials.gov/ct2/show/NCT03991611?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=41
https://clinicaltrials.gov/ct2/show/record/NCT05421182?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/results/NCT05421182?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=1
https://clinicaltrials.gov/ct2/about-site/disclaimer
https://clinicaltrials.gov/ct2/help/how-read-study
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COVID-19Stress Disorders, 

Post-Traumatic 

Other: Revised Impact of Event ScaleOther: Hospital Anxiety and Depression scale: 36-Item Short Form SurveyOther: satisfaction survey: semi-directed interview with trusted 

person on the general experience of the patient's medical evacuation: semi-directed interview with trusted person on the general experience of hospitalization in intensive care 

Not 

Applicable 

Detailed Description: 

The case group is trusted person of evacuated patient. The control group is trusted person of not evacuated patient. 

The trusted person of the group control will be matched to trusted patient of the case group on : 

their relationship with the patient (spouse/ascendant/descendant/other) and on criteria specific to the patient: sex, age range ( <75 years or ≥ 75 years), invasive ventilation and becoming at 3 months post COVID-19 

(survivor / non survivor) 

Study Design 

Study Type  : Interventional  (Clinical Trial) 

Actual Enrollment  : 30 participants 

Allocation: Non-Randomized 

Intervention Model: Parallel Assignment 

Intervention Model Description: Case-Control Study 

Masking: None (Open Label) 

Primary Purpose: Other 

Official Title: Psychological Impact of Medical Evacuations on Families of Patients Admitted to Intensive Care Unit for Severe COVID-19 

Actual Study Start Date  : June 30, 2021 

Actual Primary Completion Date  : February 14, 2022 

Actual Study Completion Date  : February 14, 2022 

Resource links provided by the National Library of Medicine 
MedlinePlus related topics: COVID-19 (Coronavirus Disease 2019) Family Issues Post-Traumatic Stress Disorder U.S. FDA Resources 

 

Arms and Interventions 

 

Arm  Intervention/treatment  

Interview of the trusted person of 

evacuated patient 

The interview of the trusted person of 

evacuated patient will be done 8 months 

(+/-2 months) after the medical 

evacuation. 

The interview will be carried out by a 

psychologist or by a doctor from the ICU 

Other: Revised Impact of Event Scale 

to measure the affect of routine life stress,everyday traumas and acute stress 

Other Name: IES-R 

Other: Hospital Anxiety and Depression scale 

to measure anxiety and depression 

Other Name: HADS 

Other: 36-Item Short Form Survey 

SF-36 is a set of generic, coherent, and easily administered quality-of-life measures. 

Other Name: SF-36 

Other: satisfaction survey 

satisfaction survey of the trusted person about the communication with ICU personal 

Other: semi-directed interview with trusted person on the general experience of the patient's medical evacuation 

interview of the trusted person about the medical evacuation : evacuation announcement;organization of the medical evacuation,; concerns related to 

evacuations;reception and information by the center admitting the evacuated patient; arrangements of visit, patient repatriated 

Interview of the trusted person of the not 

evacuated patient 

The interview of the trusted person of 

the not evacuated patient will be done 8 

months (+/-2months) after the ICU 

admission The interview will be carried 

out by a psychologist or by a doctor from 

the ICU. 

Other: Revised Impact of Event Scale 

to measure the affect of routine life stress,everyday traumas and acute stress 

Other Name: IES-R 

Other: Hospital Anxiety and Depression scale 

to measure anxiety and depression 

Other Name: HADS 

Other: 36-Item Short Form Survey 

SF-36 is a set of generic, coherent, and easily administered quality-of-life measures. 

Other Name: SF-36 

https://medlineplus.gov/
https://medlineplus.gov/covid19coronavirusdisease2019.html
https://medlineplus.gov/familyissues.html
https://medlineplus.gov/posttraumaticstressdisorder.html
https://clinicaltrials.gov/ct2/info/fdalinks
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Arm  Intervention/treatment  

Other: satisfaction survey 

satisfaction survey of the trusted person about the communication with ICU personal 

Other: semi-directed interview with trusted person on the general experience of hospitalization in intensive care 

interview of the trusted person about ICU hospitalization: reception in ICU; ICU organization; concerns related to ICU hospitalization, information and 

communication with ICU staff, arrangements of visit, context of ICU discharge 

Outcome Measures 

Primary Outcome Measures  : 

1. Comparison of the prevalence of post-traumatic stress disorder, among families of patients with severe COVID-19 evacuated to another region (case) compared to families of matched patients with severe 

COVID-19 not evacuated to another region (controls). [ Time Frame: at 8months (+/-2 months) after medical evacuations for the case group, and at 8 months (+/-2 months) after ICU admission for the control 

group ] 

the post-traumatic stress disorder of the trusted person is assessed by the Impact of Event Scale - Revised (IES-R), at 8months (+/-2 months) after medical evacuations for the case group, and at 8 months (+/-2 

months) after Intensive Care Unit (ICU) admission for the control group 

Secondary Outcome Measures  : 

1. Prevalence of anxiety and/or depression symptoms questionnaire in families of patients hospitalized with severe COVID-19. [ Time Frame: at 8 months (+/- 2months) in families of patients hospitalized in 

intensive care for a serious form of COVID-19. ] 

Association between medical evacuations and the occurrence of symptoms of anxiety and/or depression at 8 months in families of patients hospitalized in intensive care for a serious form of COVID19. anxiety 

and/or depression symptoms assessed by the Hospital Anxiety and Depresion Scale (HADS) 

2. Quality of Life in families of patients with severe COVID-19 [ Time Frame: at 8 months (+/- 2months) in families of patients hospitalized in intensive care for a serious form of COVID-19. ] 

Quality of Life assessed by Medical Outcomes Study Short Form 36 (SF-36) 

3. Satisfaction with the communication between the health care team and the family of the patient hospitalized with severe form of COVID19 [ Time Frame: at 8 months (+/- 2months) in families of patients 

hospitalized in intensive care for a serious form of COVID-19. ] 

satisfaction is measured using a simple digital scale, 

4. Qualitative analysis by a psychologist of a semi-structured interview of the testimony and specific experience of families at 8 months. [ Time Frame: at 8 months (+/- 2months) in families of patients hospitalized 

in intensive care for a serious form of COVID-19. ] 

semi-structured interview 

Eligibility Criteria 

Information from the National Library of Medicine 
Choosing to participate in a study is an important personal decision. Talk with your doctor and family members or friends about deciding to join a study. To learn more about this study, you or your doctor may contact the 

study research staff using the contacts provided below. For general information, Learn About Clinical Studies. 

Ages Eligible for Study:   18 Years and older   (Adult, Older Adult) 

Sexes Eligible for Study:   All 

Accepts Healthy Volunteers:   Yes 

Criteria 

Inclusion Criteria: 

Trusted person of patients admitted to the Adult Intensive Care Unit (ICU) of the "Metropole Savoie"hospital 

 during the second wave of COVID-19 in France 

 for a serious form of COVID-19 

 hospitalized more than 72 hours in ICU 

the case group is trusted person of evacuated patient. the control group is trusted person of not evacuated patient. 

Non -inclusion criteria : 

Trusted Person Refusing patient Medical Evacuation 

Contacts and Locations 

Information from the National Library of Medicine 
To learn more about this study, you or your doctor may contact the study research staff using the contact information provided by the sponsor. 

Please refer to this study by its ClinicalTrials.gov identifier (NCT number): NCT05421182 

Location: France 

CH Metropole Savoie 
 

Chambéry, France, 73000 

https://clinicaltrials.gov/ct2/about-studies/learn
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Sponsors and Collaborators 

Centre Hospitalier Metropole Savoie 

Investigators 

Principal Investigator: Vincent Peigne CH Metropole Savoie 
 

More Information 

Responsible Party: Centre Hospitalier Metropole Savoie 

ClinicalTrials.gov Identifier: NCT05421182     History of Changes 

Other Study ID Numbers: CHMS21004 

First Posted: June 16, 2022    Key Record Dates 

Last Update Posted: June 22, 2022 

Last Verified: June 2022 

Individual Participant Data (IPD) Sharing Statement: 

Plan to Share IPD: No 

Plan Description: The individual participant data (IPD) collected in this study, will not be available to 

other researchers 

Studies a U.S. FDA-regulated Drug Product: No 

Studies a U.S. FDA-regulated Device Product: No 

Additional relevant MeSH terms: 

COVID-19 
Stress Disorders, Post-Traumatic 

Respiratory Tract Infections 

Infections 

Pneumonia, Viral 

Pneumonia 

Virus Diseases 

Coronavirus Infections 

Coronaviridae Infections 

Nidovirales Infections 

RNA Virus Infections 

Lung Diseases 

Respiratory Tract Diseases 

Stress Disorders, Traumatic 

Trauma and Stressor Related Disorders 

Mental Disorders 

Trial record 2 of 41 for:    intensive care unit AND psychological | Covid-19 

Ethical and Psychological Support for Health Care Professions in Intensive Care Units in the COVID19 Pandemic Context: Adequacy With Needs and Psychological Impact Crisis and Post-crisis (PsyCOVID) 

 ClinicalTrials.gov Identifier: NCT04441476 

Recruitment Status  : Completed 

First Posted  : June 22, 2020 

Last Update Posted  : March 30, 2021 

Sponsor: 

Centre Hospitalier Universitaire Dijon 

Information provided by (Responsible Party): 

Centre Hospitalier Universitaire Dijon 

 

Study Details No Results Posted 

Study Description 

Brief Summary: 

The intensive care unit occupies a particular place in our health care system. The urgency of the clinical situations, the proportion of deaths encountered, and the daily workload is likely to generate suffering among staff. 

The health crisis linked to SARS-COV-2 is unprecedented and has leads to the unprecedented mobilisation of care providers, particularly in the ICU. Faced with the massive and growing influx of patients, human, 

therapeutic and material resources are overwhelmed and the teams are faced with an unusually heavy workload in a context of extreme tension. These professionals are thus exposed to a risk of over-investment, in a 

context of acute and repetitive stress, over an indeterminate period of time combining workload, emotional intensity with specific ethical issues, simultaneously affecting the professional sphere but also the personal and 

family sphere (confinement, risk of contamination). Now more than ever, the mental health of caregivers is an important concern, as highlighted by the CCNE. Mental health is understood in the way in which the 

individual responds specifically to work-related suffering by developing individual and collective defensive strategies. Thus, the issue of mental health in the ICU cannot be considered without taking into account the 

strategies that professionals put in place to combat stress and to contribute or not to the construction and stabilization of the work collective (collaboration, support). Ethical and/or psychological support systems have been 

set up in most of the establishments involved in the care of Covid-19 patients. However, the adequacy of these systems relative to the needs of professionals during and after the crisis is not yet known. We hypothesize that 

https://clinicaltrials.gov/show/NCT05421182
https://clinicaltrials.gov/ct2/history/NCT05421182
https://clinicaltrials.gov/ct2/keydates/NCT05421182
https://clinicaltrials.gov/ct2/show/results/NCT04441476?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=2
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the psychological and social repercussions of this pandemic as well as the individual and collective strategies deployed by ICU care providers to deal with it will evolve in view of the progression of the crisis but also of 

the various types of support, particularly psychological and/or ethical, available to them. 

 

Condition or disease  Intervention/treatment  

Psychological Strain Other: QuestionnairesOther: psychological and sociological interviews 

Study Design 

Study Type  : Observational 

Actual Enrollment  : 3080 participants 

Observational Model: Cohort 

Time Perspective: Prospective 

Official Title: Ethical and Psychological Support for Health Care Professions in Intensive Care Units in the COVID19 Pandemic Context: 

Adequacy With Needs and Psychological Impact Crisis and Post-crisis 

Actual Study Start Date  : April 21, 2020 

Actual Primary Completion Date  : December 21, 2020 

Actual Study Completion Date  : December 21, 2020 

Groups and Cohorts 

Group/Cohort  Intervention/treatment  

ICU staff Other: Questionnaires 

An online questionnaire (Limesurvey platform) will be made available at 4 different times (M0, M1, M2 and M6). 

 The first questionnaires (M0 and M1) will include a component for professional characterization. Generic and specific stress factors related to ICU and the current pandemic and collective 

and individual defensive strategies will also be collected in M0 and M1. 

 At M2 and M6, the traumatic impact of the crisis, burnout, signs of depression and recourse to internal or external support in the department (occupational medicine, support unit) will be 

collected. 

Other: psychological and sociological interviews 

conducting semi-directive psychological interviews (40 interviews in M2, 40 interviews in M6). 

sociological interviews: 40 (20 in M1-M2 then 20 in M6) in order to understand the consequences of the epidemic on daily life, both intra-family and micro-social. 

Outcome Measures 

Primary Outcome Measures  : 

1. PS-ICU Scale Score [ Time Frame: Through study completion, an average of 6 months after the epidemic peak ] 

This scale integrates generic stressors as well as factors specific to intensive care and crises. 

 

Eligibility Criteria 
 

Study Population 

nursing staff in French hospitals 

Criteria 

Inclusion Criteria: 

 The study population is the entire ICU staff of the participating centres, whether they are permanently or transiently assigned to these units and/or the institution, whether they are students or not. 

Professionals involved in psychological and ethical support structures may also be interviewed to provide the information necessary to describe and evaluate the organisations and their evolution. 

Exclusion Criteria: 

 NA 

Contacts and Locations 

Please refer to this study by its ClinicalTrials.gov identifier (NCT number): NCT04441476 

Ages Eligible for Study:   18 Years and older   (Adult, Older Adult) 

Sexes Eligible for Study:   All 

Accepts Healthy Volunteers:   No 

Sampling Method:   Probability Sample 
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Locations France 

Chu Dijon Bourgogne 
 

Dijon, France, 21000 

Sponsors and Collaborators 

Centre Hospitalier Universitaire Dijon 

Responsible Party: Centre Hospitalier Universitaire Dijon 

ClinicalTrials.gov Identifier: NCT04441476     History of Changes 

Other Study ID Numbers: QUENOT SERI 2020 

First Posted: June 22, 2020    Key Record Dates 

Last Update Posted: March 30, 2021 

Last Verified: June 2020 

Studies a U.S. FDA-regulated Drug Product: No 

Studies a U.S. FDA-regulated Device Product: No 

Additional relevant MeSH terms: 

COVID-19 
Respiratory Tract Infections 

Infections 

Pneumonia, Viral 

Pneumonia 

Virus Diseases 

Coronavirus Infections 

Coronaviridae Infections 

Nidovirales Infections 

RNA Virus Infections 

Lung Diseases 

Respiratory Tract Diseases 

Trial record 3 of 41 for:    intensive care unit AND psychological | Covid-19 

Evaluation of Psychological Impact of Group Therapy for Patients Who Have Been Hospitalized in Intensive Care During COVID-19 Pandemic: Exploratory Study (GPR COVID) 

ClinicalTrials.gov Identifier: NCT04747405 

Recruitment Status  : Active, not recruiting 

First Posted  : February 10, 2021 

Last Update Posted  : July 11, 2022 

Sponsor: 

Centre Hospitalier Metropole Savoie 

Information provided by (Responsible Party): 

Centre Hospitalier Metropole Savoie 

 

Study Details 

No Results Posted 

Study Description 

Brief Summary: 

Psychological impact of intensive care hospitalization for patients has been demonstrated during the last few years: anxiety, depression and post traumatic stress disorder. Hospitalizations during COVID-19 pandemic 

have been marked by factors such as confinement forbidding family members visits, stress on intensive care unit ...Those factors may have a psychological impact added to factors of long hospitalization and prolonged 

mechanical ventilation. 

For all these reasons the investigators fear that patients hospitalized in intensive care during COVID-19 pandemic develop psychological trouble with an increased risk for those who experienced COVID-19 infection. The 

hypothesis therapy group added to standard care might have a positive impact on psychological troubles such as anxiety, depression and post traumatic stress disorder for patients who have been hospitalized in intensive 

care during COVID-19 pandemic. 

The investigators will compare two groups: 

 group receiving standard of care 

 group receiving standard of care and therapy group 

https://clinicaltrials.gov/show/NCT04441476
https://clinicaltrials.gov/ct2/history/NCT04441476
https://clinicaltrials.gov/ct2/keydates/NCT04441476
https://clinicaltrials.gov/ct2/show/results/NCT04747405?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=3
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Condition or disease  Intervention/treatment  Phase  

Intensive Care Unit SyndromeCovid19AnxietyDepression Other: therapy group Not Applicable 

Study Design 

Study Type  : Interventional  (Clinical Trial) 

Estimated Enrollment  : 100 participants 

Allocation: Randomized 

Intervention Model: Parallel Assignment 

Masking: None (Open Label) 

Primary Purpose: Other 

Official Title: Evaluation of Psychological Impact of Group Therapy for Patients Who Have Been Hospitalized in Intensive Care During COVID-19 Pandemic: Exploratory Study 

Actual Study Start Date  : February 22, 2021 

Estimated Primary Completion Date  : July 22, 2022 

Estimated Study Completion Date  : December 22, 2022 

Resource links provided by the National Library of Medicine 
MedlinePlus related topics: COVID-19 (Coronavirus Disease 2019) 

U.S. FDA Resources 

 

Arms and Interventions 

Arm  Intervention/treatment  

No Intervention: A standard 

standard of care 

 

Experimental: B therapy group 

standard of care and therapy group 

Other: therapy group; therapy group of maximum 8 people repeated twice 

Outcome Measures 

Primary Outcome Measures  : 

1. prevalence of post traumatic stress syndrome [ Time Frame: 12 months after intensive care hospitalization ] 

the aim is to compare the prevalence of post traumatic stress syndrome between both groups 12 months after exiting intensive care unit 

 

Eligibility Criteria 

Ages Eligible for Study:   18 Years and older   (Adult, Older Adult) 

Sexes Eligible for Study:   All 

Accepts Healthy Volunteers:   No 

Criteria 

Inclusion Criteria: 

 18 years old and older 

 hospitalized at least 72h in intensive care during COVID-19 pandemic crisis 

 out of intensive care for at least 2 months and maximum 6 months 

 psychological evaluation done according to local practice and standard of care 

 speaking french 

 patient coming alone to the therapy group 

 patient agree to respect confidentiality rules and demonstrating goodwill with others participants 

 patient comite to respecting barriers rules against COVID-19 

 affiliated to social security system 

 no juridic protection engaged 

Exclusion Criteria: 

https://medlineplus.gov/
https://medlineplus.gov/covid19coronavirusdisease2019.html
https://clinicaltrials.gov/ct2/info/fdalinks
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 presenting psychological disease 

 drug addiction 

 participation to other interventional clinical trial 

Contacts and Locations 

 

Please refer to this study by its ClinicalTrials.gov identifier (NCT number): NCT04747405 

Locations France 

CH Métropole Savoie 
 

Chambéry, France, 73000 

Sponsors and Collaborators 

Centre Hospitalier Metropole Savoie 

Investigators 

Study Director: Romain PERCOT Cebtre Hospitalier Metropole Savoie 
 

Responsible Party: Centre Hospitalier Metropole Savoie 

ClinicalTrials.gov Identifier: NCT04747405     History of Changes 

Other Study ID Numbers: CHMS20009 

First Posted: February 10, 2021    Key Record Dates 

Last Update Posted: July 11, 2022 

Last Verified: July 2022 

Individual Participant Data (IPD) Sharing Statement: 

Plan to Share IPD: No 

Studies a U.S. FDA-regulated Drug Product: No 

Studies a U.S. FDA-regulated Device Product: No 

Additional relevant MeSH terms: 

COVID-19 
Respiratory Tract Infections 

Infections 

Pneumonia, Viral 

Pneumonia 

Virus Diseases 

Coronavirus Infections 

Coronaviridae Infections 

Nidovirales Infections 

RNA Virus Infections 

Lung Diseases 

Respiratory Tract Diseases 

Trial record 4 of 41 for:    intensive care unit AND psychological | Covid-19 

Psychological Impact of COVID-19 Outbreak on Caregivers (PSY-CO-ICU) 

ClinicalTrials.gov Identifier: NCT04511780 

Recruitment Status  : Not yet recruiting 

First Posted  : August 13, 2020 

Last Update Posted  : December 19, 2020 

See Contacts and Locations 

Sponsor: 

Centre Hospitalier Universitaire de Nīmes 

Information provided by (Responsible Party): 

Centre Hospitalier Universitaire de Nīmes 

 

 Study Details 

 Tabular View 

https://clinicaltrials.gov/show/NCT04747405
https://clinicaltrials.gov/ct2/history/NCT04747405
https://clinicaltrials.gov/ct2/keydates/NCT04747405
https://clinicaltrials.gov/ct2/show/NCT04511780?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=4#contacts
https://clinicaltrials.gov/ct2/show/record/NCT04511780?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=4


23 

 No Results Posted 

 Disclaimer 

 How to Read a Study Record 

Study Description 

Brief Summary: 

Based on the experience of previous pandemics, countries reacted by applying different upgrade strategies to prevent or delay the widespread of the disease. Therefore, measures such as border closure, school closure, 

restrict social gathering (even shutdown of workplaces), limit population movements, and confinement meaning quarantines at the scale of cities or regions. In public hospitals, several measures have been decided to 

concentrate the power of care on potential wave of admissions of patients with severe forms of Covid-19. In this purpose, the number of available beds in Intensive Care Units (ICU) has been increased by two-fold and 

scheduled non-emergency surgical procedure have been cancelled. That means: 

1. For the most severe patients, new personals (physician such as anesthesiologists, nurses of other units) have been transferred in ICUs. 

2. For the less severe patients, personals of non-busy units have been transferred in busier ones. 

All these measures lead to major daily-life change sets that could be stressful. In the general population, it has been well documented that quarantine or confinement or isolation could lead to the occurrence of Post-

Traumatic Stress Disorder (PTSD) syndrome in about 30% overall population. Importantly, high depressive symptoms have been reported in 9% of hospital staff. Numerous symptoms have been reported after quarantine 

or isolation such as emotional disturbance, depression, stress, low mood, irritability, insomnia, and post-traumatic stress symptoms. 

In hospital setting, few studies have been performed for assessing the psychological impact of quarantine and isolation. However, two studies reported a high prevalence of burn-out syndrome (BOS) in ICU physician and 

PTSD syndrome and depression in ICU nurses. As the consequences of all the measures decided and applied during Covid-19 pandemic could be important on caregivers, the present study primarily aims at assessing the 

prevalence of PTSD syndrome in a large population of caregivers implied or not in Intensive Care Units. The secondary objective were 1) to assess the prevalence of severe depression and anxiety and BOS 2) to isolate 

potential factors associated with PTSD, severe depression, anxiety or BOS. 

 

Condition or disease  Intervention/treatment  

Critical IllnessCovid19Stress Disorders, Post-Traumatic Other: questionnaire filling 

 

Study Design 

Study Type  : Observational 

Estimated Enrollment  : 5000 participants 

Observational Model: Cohort 

Time Perspective: Prospective 

Official Title: Psychological Impact of COVID-19 Outbreak on Caregivers Involved in Intensive Care Unit Patient Management: Impact on the Occurrence of Post-traumatic Stress 

Disorder, Anxiety, Depression and Burn Out Syndrome 

Estimated Study Start Date  : January 2021 

Estimated Primary Completion Date  : September 2022 

Estimated Study Completion Date  : September 2022 

Groups and Cohorts 

Group/Cohort  Intervention/treatment  

Caregivers 

• Caregivers (doctors senior and junior, nurses, aid nurses) involved in the 

staff (permanent or transient, full or partial time) of ICU patients during 

Covid-19 outbreak 

Other: questionnaire filling 

assessment of post-traumatic stress, anxiety and burn out 

 

 

 

Outcome Measures 

Primary Outcome Measures  : 

1. Post-Traumatic Stress Disorder [ Time Frame: 3-6 month after the Covid-19 outbreak ] 

PCL - 5 (Post-Traumatic Stress Disorder Checklist Scale, version DSM-5) 

Secondary Outcome Measures  : 

1. anxiety and depression [ Time Frame: 3-6 month after the Covid-19 outbreak ] 

HADS scale (Hospital Anxiety and Depression Scale) 

https://clinicaltrials.gov/ct2/show/results/NCT04511780?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=4
https://clinicaltrials.gov/ct2/about-site/disclaimer
https://clinicaltrials.gov/ct2/help/how-read-study
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2. Burn out [ Time Frame: 3-6 month after the Covid-19 outbreak ] 

Score MBI (Burn out syndrome) 

Eligibility Criteria 

Ages Eligible for Study:   18 Years and older   (Adult, Older Adult) 

Sexes Eligible for Study:   All 

Accepts Healthy Volunteers:   No 

Sampling Method:   Non-Probability Sample 

Study Population 

Caregivers (doctors senior and junior, nurses, aid nurses) involved in the staff (permanent or transient, full or partial time) of ICU patients during Covid-19 outbreak 

Criteria 

Inclusion Criteria: 

 Caregivers (doctors senior and junior, nurses, aid nurses) involved in the staff (permanent or transient, full or partial time) of ICU patients during Covid-19 outbreak 

 Approved to participate 

Exclusion Criteria: 

 Participation refusal 

 No internet connection for responding to the questionnaire with REDCAP file 

Contacts and Locations 

Please refer to this study by its ClinicalTrials.gov identifier (NCT number): NCT04511780 

Contacts 

Contact: Jean Yves LEFRANT +33466683331 jean.yves.lefrant@chu-nimes.fr  

 

Location France 

Intensive Care Unit, CHU d'Amiens, Amiens, France, 80054, Contact: Yazine MAHJOUB yazine.mahjoub@chu-amiens.fr Sub-Investigator: Hervé DUPONT, Intensive Care Unit, CHU d'Angers, Angers, France, 49933, 

Contact: Sigismond LASOCKI sigismond.lasocki@chu-angers.fr CHU de Besançon, Besançon, France, 25030, Contact: Sébastien PILI-FLOURY spilifloury@chu-besancon.fr Sub-Investigators: Gael PITON, Guillaume 

BESCH, Emmanuel SAMAIN; CHU de Bordeaux, Hôpital Pellegrin, Bordeaux, France, 33076, Contact: Matthieu BIAIS matthieu.biais@chu-bordeaux.fr Intensive care Unit CHU de Brest Hôpital Cavale Blanche, Brest, 

France, 29609 Contact: Olivier HUET olivier.huet@chu-brest.fr CHU de Caen, Caen, France, 14033. Contact: Mar Olivier FISCHER marcolivierfischer@yahoo.fr CHU de Clermont Ferrand, Clermont-Ferrand, France, 

63003, Contact: Jean Etienne BAZIN jebazin@chu-clermontferrand.fr Sub-Investigator: Emmanuel FUTIER; AP-HP, Hôpital Henri Mondor, Créteil, France, 94010, Contact: Olivier LANGERON 

olivier.langeron@aphp.fr Sub-Investigator: Nicolas MONGARDON; CHU de dijon, Dijon, France, 21079, Contact: Belaid BOUHEMAD belaid.bouhemad@chu-dijon.fr CHU de Grenoble, Hôpital Michalon, La Tronche, 

France, 38700, Contact: Jean François PAYEN jfpayen@ujf-grenoble.fr AP_HP, Hôpital du Kremlin Bicêtre, Le Kremlin-Bicêtre, France, 94275, Contact: Jacques DURANTEAU jacques.duranteau@bct.aphp.fr Intensive 

Care Unit, CHRU de Lille, Lille, France, 59037, Contact: Eric PIKNIS eric.kipnis@chru-lille.fr Intensive Care Unit, CHU de Limoges, Limoges, France, 87042, Contact: Nathalie NATHAN-DENIZOT 

nathalie.nathan@unilim.fr Hôpitaux civils de Lyon, Hôpital de la Croix Rousse, Lyon, France, 69317, Contact: Frédéric AUBRUN frederic.aubrun@chu-lyon.fr Hôpitaux civils de Lyon, Hôpital Louis Pradel, Lyon, 

France, 69394, Contact: Jean Luc FELLAHI jean-luc.fellahi@chu-lyon.fr Hôpitaux civils de Lyon, Hôpital Edouard Herriot, Lyon, France, 69437, Contact: Thomas RIMMELE Thomas.rimmele@chu-lyon.fr AP-HM, 

Hôpital Nord, Marseille, France, 13005, Contact: Marc LEONE marc.leone@ap-hm.fr AP-HM, Hôpital Timone adultes, Intensive Care Unit, Marseille, France, 13005, Contact: Lionel VELLY lionel.velly@ap-hm.fr AP-

HM, Hôpital Timone adultes, Neurotraumatology, Marseille, France, 13015, Contact: Nicolas BRUDER nicolas.bruder@ap-hm.fr AP-HM, Hôpital e la Conception, Marseille, France, 13385, Contact: Jacques 

ALBANESE jacques.albanese@ap-hm.fr CHU de Montpellier, Hôpital Guy de chauliac, Montpellier, France, 34295, Contact: Pierre François PERRIGAULT pf-perrigault@chu-montpellier.fr Sub-Investigator: Gérald 

CHANQUES, CHU de Montpellier, Hôpital Lapeyronie, Montpellier, France, 34295, Contact: Xavier CAPDEVILA x-capdevila@chu-montpellier.fr CHU de Montpellier, Hôpital St Eloi SAR B, Montpellier, France, 

34295, Contact: Géralde CHANQUES g-chanques@chu-montpellier.fr CHU De Montpellier, Hôpital St Eloi-DAR B, Montpellier, France, 34295, Contact: Audrey DE JONG a-de_jong@chu-montpellier.fr CHU De 

Montpellier, Hôpital St Eloi, Montpellier, France, 34295; Contact: Samir JABER s-jaber@chu-montpellier.fr Intensive Care Unit, CHU de Mulhouse, Mulhouse, France, 68051, Contact: Guylaine LABRO 

guylainelabro@hotmail.fr Intensive CAre Unit CHRU de Nancy, Hôpital Central, Nancy, France, 54000, Contact: Gérard AUDIBERT g.audibert@chru-nancy.fr Intensive Care Unit, CHU de Nantes, Hôtel Dieu, Nantes, 

France, 44093, Contact: Antoine ROQUILLY Antoine.ROQUILLY@chu-nantes.fr Intensive Care Unit, CHU de Nantes, Nantes, France, 44093, Contact: Karim ASEHNOUNE karim.asehnoune@chu-nantes.fr CHU de 

Nice, Nice, France, 06000, Contact: ICHAI Carole ichai@unice.fr Intensive care Unit CHU Nîmes, Nîmes, France, 30029, Contact: Jean Yves LEFRANT +33466683331 jean.yves.lefrant@chu-nimes.fr AP-HP, Hôpital 

de la Pitié, Paris, France, 75013, Contact: Jean Michel CONSTANTIN jean-michel.constantin@aphp.fr AP-HP, Hôpital Bichât, Paris, France, 75018, Contact: Philippe MONTRAVERS philippe.montravers@bch.aphp.fr 

Sub-Investigator: Aurélie GOUEL AP-HP, Hôpital Lariboisière, Paris, France, 75475, Contact: Etienne GAYAT etienne.gayat@aphp.fr Sub-Investigator: Matthieu LE DORZE, AP6HP, Hôpital St Loui, Paris, France, 

75475, Contact: Benoit PLAUD benoit.plaud@aphp.fr AP_HP, Hôpital G Pompidou, Paris, France, 75908, Contact: Bernard CHOLLEY bernard.cholley@aphp.fr AP-HP, Hôpital St Antoine, Paris, France, 75970, 

Contact: marc GARNIER marcgarnier@gmail.com CH de Perpignan, Perpignan, France, 66046, Contact: Olivier BARBOT olivier.barbot@ch-perpignan.fr CHU de Bordeaux, Hôpital Haut Leveque, Pessac, France, 

33604 

Contact: Olivier JOANNES BOYAU olivier.joannes.boyau@chu-bordeaux.fr Sub-Investigator: Alexandre OUATTARA, Intensive care Unit, Hôpitaux civils de Lyon, Lyon Sud, Pierre-Bénite, France, 69310, Contact: 

Bernard ALLAOUCHICHE bernard.allaouchiche@univ-lyon1.fr CHU de Poitiers, Poitiers, France, 86021, Contact: Claire DAHYOT FIZELIER claire.dahyot-fizelier@chu-poitiers.fr Sub-Investigators: Rémy BELLIER; 

Nathan FERRAND; Thomas KERFORNE; Corentin LACROIX. Intensive care Unit CHU de Rennes, Rennes, France, 35033, Contact: Philippe SEGUIN philippe.seguin@chu-rennes.fr Sub-Investigator: Claude 

ECOFFEY. CHU de Rouen, Rouen, France, 76031, Contact: Benoit VEBER Benoit.Veber@chu-rouen.fr Intensive Care Unit, CHU de Nantes, Hôpital Laennec, Saint-Herblain, France, 44800, Contact: Karim LAKHAL 

Lakhal_karim@yahoo.fr CHU de St Etienne, Hôpital Nord, Saint-Étienne, France, 42055, Contact: Jérôme MOREL jerome.morel@chu-st-etienne.fr Intesive Care Unit CHRU de Strasbourg, Hôpital civil, Strasbourg, 

France, 67091; Intesive Care Unit CHRU de Strasbourg, Hôpital Hautepierre, Strasbourg, France, 67098, Contact: Julien POTTECHER julien.pottecher@chru-strasbourg.fr CHU de Toulouse, Toulouse, France, 31059, 

mailto:jean.yves.lefrant%40chu-nimes.fr?subject=NCT04511780,%20Local/2020/JYL-03,%20Psychological%20Impact%20of%20COVID-19%20Outbreak%20on%20Caregivers
mailto:yazine.mahjoub@chu-amiens.fr
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Contact: Olivier FOURCADE fourcade.o@chu-toulouse.fr Intensive care unit CHU de Tours, Tours, France, 37044, Contact: Francis REMERAND f.remerand@chu-tours.fr Sub-Investigator: Marc LAFFON; Intensive 

CAre Unit CHRU de Nancy, Hôpital de Brabois, Vandœuvre-lès-Nancy, France, 54511, Contact: Marie reine LOSSER mr.losser@chru-nancy.fr Sub-Investigator: Philippe GUERCI; CH de Vesoul, Vesoul, France, 

70014, Contact: Bérangère VIVET bvivet@hotmail.fr Sponsors and Collaborators 

Centre Hospitalier Universitaire de Nīmes, Principal Investigator: Jean Yves LEFRANT Centre Hospitalier Universitaire de Nīmes 

More Information 

Responsible Party: Centre Hospitalier Universitaire de Nīmes 

ClinicalTrials.gov Identifier: NCT04511780     History of Changes 

Other Study ID Numbers: Local/2020/JYL-03 

First Posted: August 13, 2020    Key Record Dates 

Last Update Posted: December 19, 2020 

Last Verified: December 2020 

 

Studies a U.S. FDA-regulated Drug Product: No 

Studies a U.S. FDA-regulated Device Product: No 

Additional relevant MeSH terms: 

COVID-19 
Critical Illness 

Stress Disorders, Traumatic 

Stress Disorders, Post-Traumatic 

Respiratory Tract Infections 

Infections 

Pneumonia, Viral 

Pneumonia 

Virus Diseases 

Coronavirus Infections 

Coronaviridae Infections 

Nidovirales Infections 

RNA Virus Infections 

Lung Diseases 

Respiratory Tract Diseases 

Trauma and Stressor Related Disorders 

Mental Disorders 

Disease Attributes 

Pathologic Processes 

 

Trial record 5 of 41 for:    intensive care unit AND psychological | Covid-19 

Previous Study | Return to List | Next Study 

Copeptin and Psychological Stress of Medic During COVID-19 Pandemic (COVID-19) 

ClinicalTrials.gov Identifier: NCT04757285 

Recruitment Status  : Completed 

First Posted  : February 17, 2021 

Last Update Posted  : February 17, 2021 

Sponsor: 

Alexandria University 

Information provided by (Responsible Party): 

hala mourad demerdash, Alexandria University 

 Study Details 

 Tabular View 

 No Results Posted 

Study Description 

Brief Summary: 

Psychological stress (PSS) is one of the most common problems among healthcare providers during COVID-19 pandemic. PSS influences the homeostatic equilibrium of the body, involving activation of the sympathetic 

nervous system and hypothalamus pituitary adrenal (HPA) axis. Copeptin; C-terminal portion of Vasopressin (AVP) precursor is stable. Nevertheless, Evidence about influence of PSS on copeptin levels is lacking. The 

reason we are doing this research is to determine the level of psychological stress among healthcare providers exposed to at the time of work in intensive care unit (ICU) during COVID-19 pandemic; They will be 

appraised every assembly for psychological stress level; before start of duty shifts (first time), one week after start (second time) and two weeks after departure from shift duties in ICU (third time) for assessment of 

psychological stress level and stress hormones. 

mailto:fourcade.o@chu-toulouse.fr
mailto:f.remerand@chu-tours.fr
mailto:mr.losser@chru-nancy.fr
mailto:bvivet@hotmail.fr
https://clinicaltrials.gov/show/NCT04511780
https://clinicaltrials.gov/ct2/history/NCT04511780
https://clinicaltrials.gov/ct2/keydates/NCT04511780
https://clinicaltrials.gov/ct2/show?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=4
https://clinicaltrials.gov/ct2/results?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=5
https://clinicaltrials.gov/ct2/show?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=6
https://clinicaltrials.gov/ct2/show/record/NCT04757285?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=5
https://clinicaltrials.gov/ct2/show/results/NCT04757285?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=5
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Condition or disease  

Psychological StressHemostatic Disorder 

 

 

Detailed Description: 

A total of 70 healthcare personnel volunteers participated; 35 physicians and 35 nurses. All healthcare providers' volunteers are in good physical health, Exclusion criteria included hypertension, diabetes mellitus, obesity 

BMI ≥30, subjects with serum sodium ≤135 or ≥ 145 mmol /L at baseline or females receiving contraceptive pills. 

During the research participants will answer a questionnaire as well as three blood samples are taken. 

 In the first meeting, evaluation of participant general condition; determining BMI, blood pressure. Then a small amount of blood, equal to about two millimeters, will be taken from participant arm with a syringe. 

This blood will be tested for serum copeptin, cortisol (fasting morning sample). The investigator will ask participant few questions to evaluate the level of stress (as anxiety, insomnia, fear of infection through 

questionnaire) 

 The second meeting, one week after work in ICU, another blood sample will be taken from participant and determine level of psychological stress. 

 The third meeting, two weeks after leave from ICU participant blood sample will be taken from participant to determine stress hormones and determine level of psychological stress. 

Duration 

The research takes place over six months in total. 

Study Design 

Study Type  : Observational [Patient Registry] 

Actual Enrollment  : 90 participants 

Observational Model: Cohort 

Time Perspective: Prospective 

Target Follow-Up Duration: 4 Weeks 

Official Title: Evaluation of Serum Copeptin and Psychological Stress Level Among Healthcare Providers During COVID-19 Pandemic 

Actual Study Start Date  : May 10, 2020 

Actual Primary Completion Date  : October 30, 2020 

Actual Study Completion Date  : October 30, 2020 

Groups and Cohorts 

 

Group/Cohort  

control group 

25 healthcare personnel volunteers not working in quarantine hospitals of matched age 

healthcare providers worked in Intensive Care Units 

35 physicians (28 males and 7 females) and 35 nurses (10 males and 25 females). All volunteers were in good physical health Exclusion criteria included hypertension, diabetes mellitus, obesity BMI ≥30, 

subjects with serum sodium ≤135 or ≥ 145 mmol /L at baseline or females receiving contraceptive pills. 

Assigned participants were clinically evaluated for as hypertension, DM, dyslipidemia, renal function. 

 

 

Outcome Measures 

Primary Outcome Measures  : 

1. evaluation of psychological stress [ Time Frame: four weeks for each participant. ] 

- Primarily outcome determination of psychological stress among doctors and nurses working in ICU through a questionnaire before duty shifts [first time] and re-evaluate it after one week of work in ICU 

[second time], and lastly two weeks after departure from shift duties [third time]. 

2. determine stress hormones in serum cortisol and copeptin [ Time Frame: four weeks for each participant.. ] 

Second to determine stress hormones copeptin and cortisol (possible stress biomarkers) concurrently with questionnaire. 

Secondary Outcome Measures  : 

1. correlation of psychological stress with stress hormone copeptin [ Time Frame: four weeks for each participant.. ] 

correlate the level of psychological stress calculated from provided questionnaire in the three assemblies with stress biomarkers copeptin and cortisol in the three measurements. 
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Eligibility Criteria 

Ages Eligible for Study:   24 Years to 37 Years   (Adult) 

Sexes Eligible for Study:   All 

Accepts Healthy Volunteers:   Yes 

Sampling Method:   Probability Sample 

Study Population 

Healthcare providers worked in ICU: 35 physicians (28 males and 7 females) and 35 nurses (10 males and 25 females). Age ranged from 24 to 37 years All volunteers were in good physical health Exclusion criteria 

included hypertension, diabetes mellitus, obesity BMI ≥30, subjects with serum sodium ≤135 or ≥ 145 mmol /L at baseline or females receiving contraceptive pills. 

Group Information healthcare providers designated to take duty shifts at ICU in Alexandria quarantine hospitals for two weeks during COVID-19 pandemic. And a control group of healthcare providers not assigned to 

work in quarantine hospitals. 

First assembly one day before enrolling to work in ICU. Second assembly at the end of first week of work, third assembly two weeks after departure from work in ICU 

Criteria 

Inclusion Criteria: 

physicians and nurses under age of 37 years in good health 

Exclusion Criteria: 

 body mass index above 30 

 hypertension 

 Diabetes mellitus 

 females receiving contraceptive pills 

Contacts and Locations 

Please refer to this study by its ClinicalTrials.gov identifier (NCT number): NCT04757285 

Locations 

Egypt 

Alexandria University Faculty of Medicine 
 

Alexandria, Egypt, 21311 

Sponsors and Collaborators 

Alexandria University 

More Information 

Publications of Results: 
McEwen BS. Protective and damaging effects of stress mediators: central role of the brain. Dialogues Clin Neurosci. 2006;8(4):367-81. Review. 

Christ-Crain M, Fenske W. Copeptin in the diagnosis of vasopressin-dependent disorders of fluid homeostasis. Nat Rev Endocrinol. 2016 Mar;12(3):168-76. doi: 10.1038/nrendo.2015.224. Epub 2016 Jan 22. Review. 

Responsible Party: hala mourad demerdash, Consultant Clinical Pathology, Alexandria University 

ClinicalTrials.gov Identifier: NCT04757285     History of Changes 

Other Study ID Numbers: 0304842 

First Posted: February 17, 2021    Key Record Dates 

Last Update Posted: February 17, 2021 

Last Verified: February 2021 

Individual Participant Data (IPD) Sharing Statement: 

Plan to Share IPD: No 

Studies a U.S. FDA-regulated Drug Product: No 

Studies a U.S. FDA-regulated Device Product: No 

Keywords provided by hala mourad demerdash, Alexandria University: 

psychological stress 

copeptin 

hormones 

https://clinicaltrials.gov/ct2/bye/rQoPWwoRrXS9-i-wudNgpQDxudhWudNzlXNiZip9Ei7ym67VZRCwSKCt-KCBA6h9Ei4L3BUgWwNG0it.
https://clinicaltrials.gov/ct2/bye/rQoPWwoRrXS9-i-wudNgpQDxudhWudNzlXNiZip9Ei7ym67VZR0B-KCVWRF5A6h9Ei4L3BUgWwNG0it.
https://clinicaltrials.gov/show/NCT04757285
https://clinicaltrials.gov/ct2/history/NCT04757285
https://clinicaltrials.gov/ct2/keydates/NCT04757285
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Additional relevant MeSH terms: 

COVID-19 
Stress, Psychological 

Diabetes Insipidus 

Hemostatic Disorders 

Blood Coagulation Disorders 

Respiratory Tract Infections 

Infections 

Pneumonia, Viral 

Pneumonia 

Virus Diseases 

Coronavirus Infections 

Coronaviridae Infections 

Nidovirales Infections 

RNA Virus Infections 

Lung Diseases 

Respiratory Tract Diseases 

Behavioral Symptoms 

Kidney Diseases 

Urologic Diseases 

Pituitary Diseases 

Endocrine System Diseases 

Vascular Diseases 

Cardiovascular Diseases 

Hemorrhagic Disorders 

Hematologic Diseases 

Trial record 6 of 41 for:    intensive care unit AND psychological | Covid-19 

Psychological Symptoms and Families of COVID-19 Patients (Relieving the Burden of Psychological Symptoms Among Families of Critically Ill Patients With COVID-19) 

ClinicalTrials.gov Identifier: NCT04501445 

Recruitment Status  : Completed 

First Posted  : August 6, 2020 

Last Update Posted  : September 16, 2021 

Sponsor: 

Rush University Medical Center 

Collaborator: 

Central Michigan University 

Information provided by (Responsible Party): 

Rush University Medical Center 

 

 Study Details 

 Tabular View 

 Results Submitted 

 Disclaimer 

 How to Read a Study Record 

Study Description 

Brief Summary: 

Families of patients in Intensive Care Units (ICUs) are at increased risk for developing psychological symptoms that can last for months after the patient is discharged. These symptoms can have significant impact on 

both the patient and family member's quality of life. 

The investigators have found that families of patients admitted to the Rush University Medical Center ICU during to the COVID-19 pandemic were more likely to develop clinically significant psychological symptoms 

than families of patients admitted prior to the COVID-19 pandemic. The investigators suspect that this finding is due in part to the hospital-wide no visitation policy that altered our standard communication practices and 

may have prevented families from being active participants in the patient's medical care. 

The goals of this project are 1) to determine the prevalence of psychological disorders among families of COVID-19 patients after ICU discharge 2) to determine the characteristics of ICU care that were associated with 

the development of psychological disorders among family members and 3) to pilot a program in which families with psychological disorders after ICU discharge receive therapy from mental health professionals. 

 

Condition or disease  Intervention/treatment  Phase  

Family MembersPost Intensive Care Unit SyndromePost 

Traumatic Stress Disorder 

Behavioral: Written Summary of Rounds Not Applicable 

https://clinicaltrials.gov/ct2/show/record/NCT04501445?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2
https://clinicaltrials.gov/ct2/show/results/NCT04501445?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2
https://clinicaltrials.gov/ct2/about-site/disclaimer
https://clinicaltrials.gov/ct2/help/how-read-study
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Study Design 

Study Type  : Interventional  (Clinical Trial) 

Actual Enrollment  : 90 participants 

Allocation: Randomized 

Intervention Model: Parallel Assignment 

Masking: None (Open Label) 

Primary Purpose: Supportive Care 

Official Title: Relieving the Burden of Psychological Symptoms Among Families of Critically Ill Patients With COVID-19 

Actual Study Start Date  : September 14, 2020 

Actual Primary Completion Date  : April 8, 2021 

Actual Study Completion Date  : July 31, 2021 

 

Arms and Interventions 

Arm  Intervention/treatment  

Experimental: Rounding Summary 

Surrogates who were assigned to the intervention group 

received a written rounding summary every day or every other 

day that the patient is in the ICU. 

Behavioral: Written Summary of Rounds 

The summary was organized as follows for each of the most important ICU problems: 1) Description of the problem, 2) Ways the ICU team 

is addressing the problem i.e. consultations, diagnostic tests, and treatments. 3) An assessment of whether the problem is improving or 

worsening. 

No Intervention: Usual Care 
 

Outcome Measures 

Primary Outcome Measures  : 

1. Symptoms of Post-Traumatic Stress Disorder (PTSD) initial [ Time Frame: Measured once upon enrollment ] 

Score on Impact of Events Scale Revised (IES-R) questionnaire. 22 questions. Score 0-88 with higher scores indicating more stress. 

2. Symptoms of Anxiety and Depression initial [ Time Frame: Measured once upon enrollment ] 

Score on Hospital Anxiety and Depression Scale (HADS). Total score 0-21 for anxiety (7 questions) and 0-21 for depression (7 questions). Higher scores indicate greater symptom burden. 

Secondary Outcome Measures  : 

1. Surrogate Satisfaction with the Patient's ICU Care: [ Time Frame: Measured once upon enrollment ] 

Score on the Critical Care Family Needs Inventory (CCFNI) questionnaire. 14 questions. Total score range 14-56 with lower scores indicating better satisfaction. 

2. Symptoms of Post-Traumatic Stress Disorder (PTSD) final [ Time Frame: Measured before behavioral intervention (6-12 weeks after enrollment) ] 

Score on Hospital Anxiety and Depression Scale (HADS). Total score 0-21 for anxiety (7 questions) and 0-21 for depression (7 questions). Higher scores indicate greater symptom burden. 

3. Symptoms of Post-Traumatic Stress Disorder (PTSD) final [ Time Frame: Measured after behavioral intervention (12-24 weeks after enrollment) ] 

Score on Hospital Anxiety and Depression Scale (HADS). Total score 0-21 for anxiety (7 questions) and 0-21 for depression (7 questions). Higher scores indicate greater symptom burden. 

4. Symptoms of Anxiety and Depression final [ Time Frame: Measured before behavioral intervention (6-12 weeks after enrollment) ] 

Score on Hospital Anxiety and Depression Scale (HADS). Total score 0-21 for anxiety (7 questions) and 0-21 for depression (7 questions). Higher scores indicate greater symptom burden. 

5. Symptoms of Anxiety and Depression final [ Time Frame: Measured after behavioral intervention (12-24 weeks after enrollment) ] 

Score on Hospital Anxiety and Depression Scale (HADS). Total score 0-21 for anxiety (7 questions) and 0-21 for depression (7 questions). Higher scores indicate greater symptom burden. 

6. Interview initial [ Time Frame: Measured once upon enrollment ] 

Qualitative analysis of phone interview to determine the presence and reason(s) for psychological symptoms 

7. Interview final [ Time Frame: Measured after behavioral intervention (12-24 weeks after enrollment) ] 

Qualitative analysis of phone interview to determine the presence and reason(s) for psychological symptoms 

 

Eligibility Criteria 

Ages Eligible for Study:   18 Years and older   (Adult, Older Adult) 

Sexes Eligible for Study:   All 

Accepts Healthy Volunteers:   No 

Criteria 

Inclusion Criteria: 

 The patient's surrogate was enrolled in "ICU Rounding Summaries for Families of Critically Ill Patients" (NCT03969810) and the patient had COVID-19 

 The patient has been discharged from the hospital 
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Exclusion Criteria: 

- None 

Contacts and Locations 

Please refer to this study by its ClinicalTrials.gov identifier (NCT number): NCT04501445 

Location United States, Illinois, Rush University Medical Center, Chicago, Illinois, United States, 60612 

Sponsors and Collaborators 

Rush University Medical Center 

Central Michigan University 

More Information 

Publications: 
Davidson JE, Jones C, Bienvenu OJ. Family response to critical illness: postintensive care syndrome-family. Crit Care Med. 2012 Feb;40(2):618-24. doi: 10.1097/CCM.0b013e318236ebf9. Review. 

Nelson JE, Hanson LC, Keller KL, Carson SS, Cox CE, Tulsky JA, White DB, Chai EJ, Weiss SP, Danis M. The Voice of Surrogate Decision-Makers. Family Responses to Prognostic Information in Chronic Critical 

Illness. Am J Respir Crit Care Med. 2017 Oct 1;196(7):864-872. doi: 10.1164/rccm.201701-0201OC. 

Davidson JE, Aslakson RA, Long AC, Puntillo KA, Kross EK, Hart J, Cox CE, Wunsch H, Wickline MA, Nunnally ME, Netzer G, Kentish-Barnes N, Sprung CL, Hartog CS, Coombs M, Gerritsen RT, Hopkins RO, 

Franck LS, Skrobik Y, Kon AA, Scruth EA, Harvey MA, Lewis-Newby M, White DB, Swoboda SM, Cooke CR, Levy MM, Azoulay E, Curtis JR. Guidelines for Family-Centered Care in the Neonatal, Pediatric, and 

Adult ICU. Crit Care Med. 2017 Jan;45(1):103-128. Review. 

Responsible Party: Rush University Medical Center 

ClinicalTrials.gov Identifier: NCT04501445     History of 

Changes 

Other Study ID Numbers: 20071101 

First Posted: August 6, 2020    Key Record Dates 

Last Update Posted: September 16, 2021 

Last Verified: September 2021 

Individual Participant Data (IPD) Sharing Statement: 

Plan to Share IPD: Undecided 

Studies a U.S. FDA-regulated Drug Product: No 

Studies a U.S. FDA-regulated Device Product: No 

Product Manufactured in and Exported from the U.S.: No 

Additional relevant MeSH terms: 

Stress Disorders, Traumatic 

Stress Disorders, Post-Traumatic 

Trauma and Stressor Related Disorders 

Mental Disorders 

Trial record 7 of 41 for:    intensive care unit AND psychological | Covid-19 

Burnout Among Caregivers Facing COVID-19 Health Crisis at a Non-conventional Intensive Care Unit Compared to a Conventional Intensive Care Unit 

ClinicalTrials.gov Identifier: NCT04346810 

Recruitment Status  : Unknown 

Verified April 2020 by HARKOUK Hakim, Hôpital Raymond Poincaré. 

Recruitment status was:  Not yet recruiting 

First Posted  : April 15, 2020 

Last Update Posted  : April 17, 2020 

Sponsor: 

Hôpital Raymond Poincaré 

Collaborators: 

Dominique FLETCHER MD-PhD 

Guillaume GERI MD-PhD 

Clement DURET MD 

Information provided by (Responsible Party): 

https://clinicaltrials.gov/ct2/bye/rQoPWwoRrXS9-i-wudNgpQDxudhWudNzlXNiZip9Ei7ym67VZR0nEK4tcRFBA6h9Ei4L3BUgWwNG0it.
https://clinicaltrials.gov/ct2/bye/rQoPWwoRrXS9-i-wudNgpQDxudhWudNzlXNiZip9Ei7ym67VZR0JFK4wLRFJA6h9Ei4L3BUgWwNG0it.
https://clinicaltrials.gov/ct2/bye/rQoPWwoRrXS9-i-wudNgpQDxudhWudNzlXNiZip9Ei7ym67VZR0JFK4wLRFJA6h9Ei4L3BUgWwNG0it.
https://clinicaltrials.gov/ct2/bye/rQoPWwoRrXS9-i-wudNgpQDxudhWudNzlXNiZip9Ei7ym67VZR0wxK4VSgFJA6h9Ei4L3BUgWwNG0it.
https://clinicaltrials.gov/ct2/bye/rQoPWwoRrXS9-i-wudNgpQDxudhWudNzlXNiZip9Ei7ym67VZR0wxK4VSgFJA6h9Ei4L3BUgWwNG0it.
https://clinicaltrials.gov/ct2/bye/rQoPWwoRrXS9-i-wudNgpQDxudhWudNzlXNiZip9Ei7ym67VZR0wxK4VSgFJA6h9Ei4L3BUgWwNG0it.
https://clinicaltrials.gov/show/NCT04501445
https://clinicaltrials.gov/ct2/history/NCT04501445
https://clinicaltrials.gov/ct2/history/NCT04501445
https://clinicaltrials.gov/ct2/keydates/NCT04501445
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HARKOUK Hakim, Hôpital Raymond Poincaré 

 Study Details 

 Tabular View 

 No Results Posted 

 Disclaimer 

 How to Read a Study Record 

Study Description 

Brief Summary: 

The intense health crisis due to COVID-19 led to a profound reorganization of the activities at theatres, recovery rooms and the intensive care units. The caregivers are facing several issues and are daily exposed to an 

intensification of the work. Assessing the stress and the well-being of the caregivers is very important in this context. 

Condition or disease  Intervention/treatment  

COVID-19Burnout, CaregiverIntensive Care UnitStress, Psychological Other: Patient management suffering of coronavirus infection 

Detailed Description: 

The current period of intense and prolonged health crisis has necessitated a profound reorganization of the activities and organizations of the intensive care hospital services in order to be able to cope with it. 

Caregivers are at the heart of the management of this crisis and are exposed daily to these situations of repeated emergencies, an intensification of the pace of work and difficulties in care. 

In this context, it seemed important to us to try to quantify this pressure of care, in order to be able to offer in second care adapted to caregivers who would like it. 

The assessment of the mental state of the caregivers as well as the collection of the feelings and perceptions on the current crisis and its management will be carried out by anonymous and voluntary self-questionnaire in 

collaboration with the service of professional pathologies and occupational medicine of the hospital structure 

Study Design 

Study Type  : Observational 

Estimated Enrollment  : 100 participants 

Observational Model: Ecologic or Community 

Time Perspective: Prospective 

Official Title: Burnout Among Caregivers Facing COVID-19 Health Crisis at a Non-conventional Intensive Care Unit Compared to a Conventional Intensive Care Unit 

Estimated Study Start Date  : April 15, 2020 

Estimated Primary Completion Date  : August 15, 2020 

Estimated Study Completion Date  : September 1, 2020 

Groups and Cohorts 

Group/Cohort  Intervention/treatment  

Recovery room caregivers 

Caregivers working at a recovery room shifted into an intensive care unit for 

the management of patients suffering from coronavirus infection and needing a 

resuscitation 

Other: Patient management suffering of coronavirus infection 

Welle-being and stress of the caregivers 

 

Intensive care unit caregivers 

Caregivers working at a conventional intensive care unit for the management 

of patients suffering from coronavirus infection and needing a resuscitation 

Other: Patient management suffering of coronavirus infection 

Welle-being and stress of the caregivers 

 

Outcome Measures 

Primary Outcome Measures 

1. Stress in a recovery room transformed into an intensive care unit versus a conventional intensive care unit [ Time Frame: A 3 months period from the starting of the pandemic] 

stress level of caregivers managing patients with coronavirus infection needing airway support or resuscitation. The level of stress will be quantified with the Maslach burnout Inventory. 

Eligibility Criteria 

Ages Eligible for Study:   Child, Adult, Older Adult 

Sexes Eligible for Study:   All 

Accepts Healthy Volunteers:   No 

https://clinicaltrials.gov/ct2/show/record/NCT04346810?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=7
https://clinicaltrials.gov/ct2/show/results/NCT04346810?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=7
https://clinicaltrials.gov/ct2/about-site/disclaimer
https://clinicaltrials.gov/ct2/help/how-read-study
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Sampling Method:   Non-Probability Sample 

Study Population 

Caregivers working in the recovery room shifted into an intensive care unit or in the conventional intensive care unit 

Criteria 

Inclusion Criteria: 

 Consent to participation; caregivers working at recovery room; caregiver working at intensive care unit 

Exclusion Criteria: 

 refusal of participation 

Contacts and Locations 

Contacts Hakim Harkouk, M.D. 0033149095422 hakim.harkouk@aphp.fr Dominique Fletcher, MD, PhD 0033149094675 dominique.fletcher@aphp.fr 

Sponsors and Collaborators 

Hôpital Raymond Poincaré, 104 Bd Raymond Poincaré, 92380 Garches, France 

Dominique FLETCHER MD-PhD 

Guillaume GERI MD-PhD 

Clement DURET MD 

More Information 

Publications: 
Staloff J, Diop M, Matuk R, Riese A, White J. Caring for Caregivers: Burnout and Resources for Caregivers in Rhode Island. R I Med J (2013). 2018 Nov 1;101(9):10-11. 

Pastores SM. Burnout Syndrome in ICU Caregivers: Time to Extinguish! Chest. 2016 Jul;150(1):1-2. doi: 10.1016/j.chest.2016.03.024. 

Responsible Party: HARKOUK Hakim, Principal Investigator, Hôpital Raymond Poincaré 

ClinicalTrials.gov Identifier: NCT04346810     History of Changes 

Other Study ID Numbers: CSC19APR 

First Posted: April 15, 2020    Key Record Dates 

Last Update Posted: April 17, 2020 

Last Verified: April 2020 

Individual Participant Data (IPD) Sharing Statement: 

Plan to Share IPD: No 

Plan Description: No plan to share data with other researchers 

 

Studies a U.S. FDA-regulated Drug Product: No 

Studies a U.S. FDA-regulated Device Product: No 

Additional relevant MeSH terms: 

COVID-19 
Burnout, Psychological 

Stress, Psychological 

Caregiver Burden 

Respiratory Tract Infections 

Infections 

Pneumonia, Viral 

Pneumonia 

Virus Diseases 

Coronavirus Infections 

Coronaviridae Infections 

Nidovirales Infections 

RNA Virus Infections 

Lung Diseases 

Respiratory Tract Diseases 

Behavioral Symptoms 

Trial record 8 of 41 for:    intensive care unit AND psychological | Covid-19 

FOLLOW-UP OF PATIENTS WITH COVID-19. (TeleRea'nCo) 

 ClinicalTrials.gov Identifier: NCT04609839 

Recruitment Status  : Recruiting 

First Posted  : October 30, 2020 

Last Update Posted  : October 30, 2020 

Sponsor: 

University Hospital, Strasbourg, France 

Information provided by (Responsible Party): 

mailto:hakim.harkouk%40aphp.fr?subject=NCT04346810,%20CSC19APR,%20Burnout%20Among%20Caregivers%20Facing%20COVID-19%20Health%20Crisis%20at%20a%20Non-conventional%20Intensive%20Care%20Unit%20Compared%20to%20a%20Conventional%20Intensive%20Care%20Unit
mailto:dominique.fletcher%40aphp.fr?subject=NCT04346810,%20CSC19APR,%20Burnout%20Among%20Caregivers%20Facing%20COVID-19%20Health%20Crisis%20at%20a%20Non-conventional%20Intensive%20Care%20Unit%20Compared%20to%20a%20Conventional%20Intensive%20Care%20Unit
https://clinicaltrials.gov/ct2/bye/rQoPWwoRrXS9-i-wudNgpQDxudhWudNzlXNiZip9Ei7ym67VZRFtFK4VLRCnA6h9Ei4L3BUgWwNG0it.
https://clinicaltrials.gov/ct2/bye/rQoPWwoRrXS9-i-wudNgpQDxudhWudNzlXNiZip9Ei7ym67VZR0wFKCB-g0JA6h9Ei4L3BUgWwNG0it.
https://clinicaltrials.gov/show/NCT04346810
https://clinicaltrials.gov/ct2/history/NCT04346810
https://clinicaltrials.gov/ct2/keydates/NCT04346810
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University Hospital, Strasbourg, France 

 Study Details 

 Tabular View 

 No Results Posted 

 Disclaimer 

 How to Read a Study Record 

Study Description 

Brief Summary: 

Some patients admitted to intensive care for a severe form of COVID-19 could have respiratory, cardiac, renal and neurological sequelae in the medium or long term. 

The results of this research will allow an improvement in the understanding and management of patients in the medium and long term. 

Condition or disease  Intervention/treatment  

Patient Admitted to Intensive Care Unit for COVID-19 Other: Follow-up of patients with COVID-19 

Study Design 

Study Type  : Observational 

Estimated Enrollment  : 200 participants 

Observational Model: Case-Only 

Time Perspective: Prospective 

Official Title: TeleRea'nCo : FOLLOW-UP OF PATIENTS WITH COVID-19. 

Estimated Study Start Date  : October 27, 2020 

Estimated Primary Completion Date  : April 27, 2023 

Estimated Study Completion Date  : April 27, 2023 

Groups and Cohorts 

Group/Cohort  Intervention/treatment  

Patient admitted to intensive care unit for 

COVID-19 

Other: Follow-up of patients with COVID-19 

The presence of sequelae, number of re-hospitalizations, date of death and cost of health expenditure will be collected. 

The Quality of life score (SF-36 questionnaire) and the Pittsburgh sleep quality index (PSQI questionnaire) will be completed by patients. 

Outcome Measures 

Primary Outcome Measures  : 

1. The presence of respiratory, renal, cardiac, motor, neurological, and psychological sequelae will be assessed by specialist doctors during the 12 months following the patient's discharge from intensive care. [ 

Time Frame: The primary endpoint will be measured during 12 months following the patient's discharge from intensive care. ] 

Secondary Outcome Measures  : 

1. 1) The sequelae by type of impairment will be assessed by specialist doctors at 3, 6 and 12 months [ Time Frame: At M3 (+/-15 days) : 3 months after patient inclusion-At M6 (+/-15 days) : 6 months after patient 

inclusion-At M12 (+/-15 days) : 12 months after patient inclusion ] 

2. 2) Number of re-hospitalizations at 3, 6 and 12 months [ Time Frame: At M3 (+/-15 days) : 3 months after patient inclusion-At M6 (+/-15 days) : 6 months after patient inclusion-At M12 (+/-15 days) : 12 months 

after patient inclusion ] 

3. 3) Date of death [ Time Frame: Date of death will be collected from inclusion to M12 (12 months after patient inclusion) ] 

4. 4.1) Quality of life score (SF-36 questionnaire) at 3, 6 and 12 months [ Time Frame: At M3 (+/-15 days) : 3 months after patient inclusion-At M6 (+/-15 days) : 6 months after patient inclusion-At M12 (+/-15 

days) : 12 months after patient inclusion ] 

5. 4.2) The Pittsburgh sleep quality index (PSQI questionnaire) at 3, 6 and 12 months [ Time Frame: At M3 (+/-15 days) : 3 months after patient inclusion-At M6 (+/-15 days) : 6 months after patient inclusion-At 

M12 (+/-15 days) : 12 months after patient inclusion ] 

6. 5) Cost of health expenditure [ Time Frame: The cost of health expenditure will be collected from inclusion to M12 (12 months after patient inclusion) ] 

Eligibility Criteria 

Ages Eligible for Study:   18 Years and older   (Adult, Older Adult) 

Sexes Eligible for Study:   All 

Accepts Healthy Volunteers:   No 

https://clinicaltrials.gov/ct2/show/record/NCT04609839?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=8
https://clinicaltrials.gov/ct2/show/results/NCT04609839?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=8
https://clinicaltrials.gov/ct2/about-site/disclaimer
https://clinicaltrials.gov/ct2/help/how-read-study
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Sampling Method:   Non-Probability Sample 

Study Population 

Patient admitted to intensive care unit for COVID-19. 

Criteria 

Inclusion Criteria: 

 Patient admitted to intensive care unit for COVID-19 

 Adult patient ≥ 18 years old 

 Subject having expressed his non-opposition to the research 

 Subject affiliated to a social health insurance protection scheme or beneficiary of such a scheme 

Exclusion Criteria: 

 Subject under safeguard of justice 

 Patient under guardianship or curatorship 

Contacts and Locations 

Please refer to this study by its ClinicalTrials.gov identifier (NCT number): NCT04609839 

Contacts Eric DEMONSANT +33 3 88 11 54 15 eric.demonsant@chru-strasbourg.fr 

Location: France Hopitaux Universitaires de Strasbourg, Strasbourg, France, 67091 Contact: Laurence KESSLER, Pr; Principal Investigator: Laurence KESSLER, Pr Recruiting 

Sponsors and Collaborators 

University Hospital, Strasbourg, France 

More Information 

Responsible Party: University Hospital, Strasbourg, France 

ClinicalTrials.gov Identifier: NCT04609839     History of Changes 

Other Study ID Numbers: TeleRea'nCo 

7883 ( Other Identifier: Hôpitaux Universitaires de Strasborug ) 

First Posted: October 30, 2020    Key Record Dates 

Last Update Posted: October 30, 2020 

Last Verified: October 2020 

Individual Participant Data (IPD) Sharing Statement: 

Plan to Share IPD: No 

Studies a U.S. FDA-regulated Drug Product: No 

Studies a U.S. FDA-regulated Device Product: No 

Additional relevant MeSH terms: 

COVID-19 
Respiratory Tract Infections 

Infections 

Pneumonia, Viral 

Pneumonia 

Virus Diseases 

Coronavirus Infections 

Coronaviridae Infections 

Nidovirales Infections 

RNA Virus Infections 

Lung Diseases 

Respiratory Tract Diseases 

Trial record 9 of 41 for:    intensive care unit AND psychological | Covid-19 

Tele-based Psychological Emotional Support for Informal CARegivers of COVID-19 Patients in Intensive Care (CO-CarES)  

ClinicalTrials.gov Identifier: NCT04409821 

Recruitment Status  : Recruiting 

First Posted  : June 1, 2020 

Last Update Posted  : February 3, 2021 

Sponsor: 

Rigshospitalet, Denmark 

Information provided by (Responsible Party): 

Annika von Heymann, Rigshospitalet, Denmark 

mailto:eric.demonsant%40chru-strasbourg.fr?subject=NCT04609839,%20TeleRea%27nCo,%20FOLLOW-UP%20OF%20PATIENTS%20WITH%20COVID-19.
https://clinicaltrials.gov/show/NCT04609839
https://clinicaltrials.gov/ct2/history/NCT04609839
https://clinicaltrials.gov/ct2/keydates/NCT04609839
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Study Details 

Tabular View 

No Results Posted 

Study Description 

Brief Summary: 

The experience of a loved one's stay in a COVID-19 intensive care unit (ICU), either intubated or on respiratory support, forces family caregivers (hereafter 'caregivers') to face core existential fears, such as uncertainty 

and death. It also poses a serious threat to basic human needs for autonomy, competence, and relatedness, as family caregivers have no control over the illness, and limited prior competence in dealing with critical illness. 

COVID-19 likely aggravates this experience, as social distancing cuts caregivers off from visiting patients in the ICU, from using their usual social supportive network and the threat of infection extends to caregivers 

themselves, their children and family. Combined, these extreme circumstances put caregivers in emotional turmoil and in need of psychological support and assistance in managing difficult emotions. ICU caregivers are at 

risk of developing clinically relevant symptoms of anxiety or posttraumatic stress. During the patient's ICU stay, caregivers experience peri-traumatic distress, such as helplessness, grief, frustration and anger, that may 

predict later posttraumatic stress disorder (PTSD). Symptoms of anxiety and PTSD may last for months to years after the patient's discharge. Further, caregivers of patients who die in an ICU may be at greater risk of 

prolonged grief disorder. Supportive interventions may reduce psychological late effects in ICU caregivers, but the primary focus of the majority of interventions has been on communication or surrogate decision making. 

The CO-CarES study aims to develop and test the feasibility of a tele-delivered psychological intervention to enable caregivers of ICU patients with COVID-19 to better endure the overwhelming uncertainty and 

emotional strain and reduce the risk of posttraumatic stress and prolonged grief. The study hypothesizes that providing psychological intervention during and after the patients' hospitalization, can decrease peri-traumatic 

distress during ICU hospitalization and decrease risk of post-traumatic stress, anxiety, depression and perceived stress following discharge, as well as prolonged grief in bereavement. A secondary hypothesis is that 

changes in emotion regulation mediate effects of the intervention on long-term psychological outcomes. 

Condition or disease  Intervention/treatment  Phase  

Posttraumatic Stress DisorderProlonged Grief DisorderCOVID Behavioral: Tele-delivered psychological intervention Not Applicable 

 

Study Design 

Study Type  : Interventional  (Clinical Trial) 

Estimated Enrollment  : 50 participants 

Allocation: N/A 

Intervention Model: Single Group Assignment 

Intervention Model Description: Feasibility study 

Masking: None (Open Label) 

Primary Purpose: Supportive Care 

Official Title: COVID-19 Caregiver Emotional Support 

Actual Study Start Date  : May 29, 2020 

Estimated Primary Completion Date  : February 2022 

Estimated Study Completion Date  : February 2022 

Arms and Interventions 

Arm  Intervention/treatment  

Experimental: Tele-delivered 

psychological intervention 

Weekly tele-delivered psychological 

intervention 

Behavioral: Tele-delivered psychological intervention 

The intervention consists of two (or one, if preferred by caregivers) weekly tele-sessions during the ICU stay, lasting up to 30 minutes, and two sessions in the month 

after discharge from or death in the ICU. Sessions will be conducted via phone-calls or video-conferencing. Therapists will 1) validate caregivers' subjective experience, 

2) normalize and psychoeducate about emotional reactions, and 3) offer emotion regulation drawing on contemporary cognitive treatment packages of decentering, 

acceptance and emotion tolerance. Sessions for bereaved caregivers will include psycho-education about grief, assessment of risk for adverse outcomes and information 

about available support, if needed. The intervention will be performed based on an intervention manual. The content of the intervention will be continually adapted and 

tailored to the needs of the participating caregivers by involving all caregivers in co-creating the intervention trough brief post-session interviews. 

Outcome Measures 

Primary Outcome Measures  : 

1. Recruitment rate [ Time Frame: At inclusion ] 

Rate of consent among informed eligible participants 

2. Completion rate [ Time Frame: During and post-intervention (1 month) ] 

Rates of completion of intervention sessions among participants 

https://clinicaltrials.gov/ct2/show/record/NCT04409821?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=9
https://clinicaltrials.gov/ct2/show/results/NCT04409821?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=9
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3. Peri-traumatic distress inventory (negative emotions) [ Time Frame: Pre-post intervention (1 month after discharge/death) ] 

Symptoms of peri-traumatic distress, min. score 0, max score 24, higher score corresponds to worse distress 

4. Impact of Events Scale (6 item) [ Time Frame: 1 month post intervention ] 

Posttraumatic stress, min. score 6, max score 24, higher score corresponds to worse distress 

5. Impact of Events Scale (6 item) [ Time Frame: 6 months post intervention ] 

Posttraumatic stress, min. score 6, max score 24, higher score corresponds to worse distress 

6. Impact of Events Scale (6 item) [ Time Frame: 12/13 months post intervention ] 

Posttraumatic stress, min. score 6, max score 24, higher score corresponds to worse distress 

Secondary Outcome Measures  : 

1. Prolonged Grief-13-scale [ Time Frame: 6 and 13 months ] 

Prolonged Grief, scored according to diagnostic criteria for prolonged grief disorder 

2. PROMIS Depression (8 item scale) [ Time Frame: Baseline to 1, 6, and 12/13 months ] 

Symptoms of depression, min. score 8, max score 40, higher score corresponds to worse symptoms 

3. PROMIS Anxiety (8 item scale) [ Time Frame: Baseline to 1, 6, and 12/13 months ] 

Symptoms of anxiety, min. score 8, max score 40, higher score corresponds to worse symptoms 

4. Perceived Stress Scale (4 item) [ Time Frame: Baseline to 1, 6, and 12/13 months ] 

Perceived stress, min. score 0, max score 16, higher score corresponds to worse stress 

Other Outcome Measures: 

1. Short Penn State Worry Questionnaire (3 items) [ Time Frame: Baseline to 1, 6, and 12/13 months ] 

Worry, min. score 3, max score 15, higher score corresponds to greater worry 

2. Brooding subscale of Ruminative Responses Scale [ Time Frame: Baseline to 1, 6, and 12/13 months ] 

Brooding, min. score 5, max score 20, higher score corresponds to greater brooding/rumination 

3. Intolerance of uncertainty Scale (2 item) [ Time Frame: Baseline to 1, 6, and 12/13 months ] 

Intolerance of uncertainty, min score 2, max score 8, greater score indicates greater uncertainty intolerance 

Eligibility Criteria 

Ages Eligible for Study:   18 Years and older   (Adult, Older Adult) 

Sexes Eligible for Study:   All 

Accepts Healthy Volunteers:   No 

Criteria 

Inclusion Criteria: 

 close relatives or friends of a patient hospitalized in an intensive care or intermediary care wards with COVID-19 

 capable of completing online questionnaires 

 speak Danish sufficiently for a therapeutic dialogue 

 provide informed consent 

Exclusion Criteria: 

 suffering from a severe psychiatric disorder (such as schizophrenia) or in ongoing psychotherapeutic treatment for a psychiatric disorder (such as major depression generalized anxiety disorder or others), that 

cannot be paused 

 unable to complete verbal phone- or videoconferencing calls 

 unable to complete electronic questionnaires 

Contacts and Locations 

Please refer to this study by its ClinicalTrials.gov identifier (NCT number): NCT04409821 

Contacts 

Contact: Annika von Heymann, PhD 0045 35 45 40 90 annika.von.heymann@regionh.dk 

 

Locations Denmark 

Skejby Hospital Recruiting 

Aarhus, Denmark 

Contact: Anne Aagaard          

Rigshospitalet Recruiting 

Copenhagen, Denmark, 2100 

mailto:annika.von.heymann%40regionh.dk?subject=NCT04409821,%20P-2020-544,%20Tele-based%20Psychological%20Emotional%20Support%20for%20Informal%20CARegivers%20of%20COVID-19%20Patients%20in%20Intensive%20Care
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Contact: Annika von Heymann          

Hospitalsenheden Vest, Horsens Recruiting 

Horsens, Denmark 

Contact: Anne H Nielsen          

Hvidovre Hospital Recruiting 

Hvidovre, Denmark 

Contact: Klaus T Kristiansen          

Sygehus Lillebælt, Kolding Recruiting 

Kolding, Denmark 

Contact: Annika von Heymann          

Odense University Hospital Recruiting 

Odense, Denmark 

Contact: Eva Lærkner          

Sponsors and Collaborators 

Rigshospitalet, Denmark 

Investigators 

Principal Investigator: Annika von Heymann, PhD Department of Oncology, Rigshospitalet, Denmark 
 

More Information 

Responsible Party: Annika von Heymann, Postdoc, Rigshospitalet, Denmark 

ClinicalTrials.gov Identifier: NCT04409821     History of Changes 

Other Study ID Numbers: P-2020-544 

0216-00030B ( Other Grant/Funding Number: Independent Research Fund Denmark ) 

First Posted: June 1, 2020    Key Record Dates 

Last Update Posted: February 3, 2021 

Last Verified: February 2021 

Individual Participant Data (IPD) Sharing Statement: 

Plan to Share IPD: No 

Studies a U.S. FDA-regulated Drug Product: No 

Studies a U.S. FDA-regulated Device Product: No 

Keywords provided by Annika von Heymann, Rigshospitalet, Denmark: 

Informal caregiver 

COVID-19 

 

Additional relevant MeSH terms: 

COVID-19 
Disease 

Stress Disorders, Post-Traumatic 

Pathologic Processes 

Respiratory Tract Infections 

Infections 

Pneumonia, Viral 

Pneumonia 

Virus Diseases 

Coronavirus Infections 

Coronaviridae Infections 

Nidovirales Infections 

RNA Virus Infections 

Lung Diseases 

Respiratory Tract Diseases 

Stress Disorders, Traumatic 

Trauma and Stressor Related Disorders 

Mental Disorders 

Trial record 10 of 41 for:    intensive care unit AND psychological | Covid-19 

Chronic Pain in COVID-19 Patients Discharged From Intensive Care Unit 

ClinicalTrials.gov Identifier: NCT04940208 

Recruitment Status  : Completed 

https://clinicaltrials.gov/show/NCT04409821
https://clinicaltrials.gov/ct2/history/NCT04409821
https://clinicaltrials.gov/ct2/keydates/NCT04409821
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First Posted  : June 25, 2021 

Last Update Posted  : February 2, 2022 

Sponsor: 

Mikhail Dziadzko, MD, PhD 

Collaborators: 

Hôpital Raymond Poincaré 

Bicetre Hospital 

Information provided by (Responsible Party): 

Mikhail Dziadzko, MD, PhD, Hôpital de la Croix-Rousse 

 Study Details 

 Tabular View 

 No Results Posted 

Study Description 

Brief Summary: 

More than six million French were affected by SARS-COV2 epidemic. About 20% of infected peoples were hospitalized, and about 5% were admitted to the intensive care units (ICU) for severe SARS-COV2 acute 

respiratory distress syndrome (ARDS) management. 

A spectrum of neuropsychiatric sequelae, specific for the ICU exposure, was already described, including post-intensive care syndrome and persistent pain. 

A growing body of evidence suggests the impact of SARS-COV2 exposure on the occurrence of neurological disorders and chronic pain syndrome development in COVID-19 patients. 

Taking together, one can expect a large number of patients discharged from ICU after severe COVID-19 with high prevalence of persistent pain and psychological disorders. To date, no study has evaluated neither the 

incidence of persistant pains in ICU COVID-19 survivors, nor pain phenotypes. 

The knowledge of such data is crucial in order to anticipate the management of such patients by specialized pain team, and to quantify the possible incurred burden of care. 

Our study aims to evaluate the incidence of pain, pain localization and severity, associated pain-related psychological disorders, and to perform quantitative sensory testing in severe COVID-19 patients, admitted to the 

ICU for more than 48 hours and successfully discharged home during the first French pandemic wave. 

 

Condition or disease  Intervention/treatment  

COVID-19 PandemicICUPain, ChronicPost Intensive 

Care Unit SyndromeNeuropathic Pain 

Other: Pain and neuropsychological questionnairesDiagnostic Test: Quantitative Sensory testing 

Study Design 

Study Type  : Observational 

Actual Enrollment  : 143 participants 

Observational Model: Cohort 

Time Perspective: Cross-Sectional 

Official Title: Chronic Pain in COVID-19 Patients Discharged From Intensive Care Unit - a Multicenter Observational Cohort Study 

Actual Study Start Date  : January 11, 2021 

Actual Primary Completion Date  : January 1, 2022 

Actual Study Completion Date  : February 1, 2022 

Groups and Cohorts 

Group/Cohort  Intervention/treatment  

post COVID-19 ICU survivors 

Patients hospitalized to the ICU in the context of severe COVID-19 and 

discharged alive during the first French COVID-19 pandemic wave 

Other: Pain and neuropsychological questionnaires 

Patient-reported outcomes, listed in the Secondary Outcome Measure Section 

Diagnostic Test: Quantitative Sensory testing 

Summation pain threshold test and Heat pain threshold skin test 

Outcome Measures 

Primary Outcome Measures  : 

1. Incidence of secondary chronic pain [ Time Frame: starting 6 month after discharge ] 

https://clinicaltrials.gov/ct2/show/record/NCT04940208?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=10
https://clinicaltrials.gov/ct2/show/results/NCT04940208?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=10
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Secondary chronic pain as defined by International Classification of Disease -11th revision (ICD-11). 

Chronic secondary pain is organized into the following six categories: 

a. Chronic cancer-related pain (ICD-11 code MG30.1) 

b. Chronic postsurgical or post-traumatic pain (ICD-11 code MG30.2) 

c. Chronic secondary musculoskeletal pain (ICD-11 code MG30.3) 

d. Chronic secondary visceral pain (ICD-11 code MG30.4) 

e. Chronic neuropathic pain (ICD-11 code MG30.5) 

f. Chronic secondary headache or orofacial pain (ICD-11 code MG30.6) 

Any pain detected in the population of interest and fitting in one of 6 categories will be accounted. 

Secondary Outcome Measures  : 

1. Frequency of different secondary chronic pain classes [ Time Frame: starting 6 month after discharge ] 

as defined by ICD-11 and the International Association for the Study of Pain (IASP) 

Chronic secondary pain is organized into the following six categories: 

a. Chronic cancer-related pain (ICD-11 code MG30.1) 

b. Chronic postsurgical or post-traumatic pain (ICD-11 code MG30.2) 

c. Chronic secondary musculoskeletal pain (ICD-11 code MG30.3) 

d. Chronic secondary visceral pain (ICD-11 code MG30.4) 

e. Chronic neuropathic pain (ICD-11 code MG30.5) 

f. Chronic secondary headache or orofacial pain (ICD-11 code MG30.6) 

For each category of detected pain the frequency will be reported. 

2. Pain sensitivity level [ Time Frame: starting 6 month after discharge ] 

Pain sensitivity level is tested with a Pain sensitivity questionnaire (PSQ). PSQ contains 17 items assessing pain with 11 level scoring from 0 (not at all painful) to 10 (most severe pain imaginable). Maximal 

summation score is 170, higher score mean worse outcome. 

3. Pain localization [ Time Frame: starting 6 month after discharge ] 

A Michigan Body Map will be used for pain localization inventory. A Michigan Body Map is a self-report measure to assess body areas where chronic pain is experienced. 

4. The severity of pain and its impact on functioning [ Time Frame: starting 6 month after discharge ] 

A Brief Pain Inventory (BPI) will be used to assess the severity of pain and its impact on functioning. The BPI pain scales defines pain as follows: Worst Pain Score: 1 - 4 = Mild Pain. Worst Pain Score: 5 - 6 = 

Moderate Pain. Worst Pain Score: 7 - 10 = Severe Pain. BPI Interference Items use 0 (less) to 10 (worth) scoring, the arithmetic mean of the interference items is used as a measure of pain interference, higher 

score mean worse outcome. 

5. Neuropathic pain [ Time Frame: starting 6 month after discharge ] 

A DN4 scale will be used to detect a neuropathic pain. The DN4 (which stands for Douleur Neuropathique 4) is a clinician-administered questionnaire consisting of 10 items. Seven items related to pain quality 

(i.e. sensory and pain descriptors) are based on an interview with the patient and 3 items based on the clinical examination. Each item has binary value (yes/no), maximal summation score is 10, and the threshold 

for neuropathic pain is 4. 

6. Spiegel Sleep Quality Questionnaire [ Time Frame: starting 6 month after discharge ] 

Spiegel Sleep Questionnaire is a self-rated questionnaire which assesses the current sleep quality and disturbances. It has six 5 point Likert-like items rated from worst to best value. The total summation score is 

30, less score values indicates worth outcome. The threshold of bad sleep is less than 15, and the score 20 indicates a good sleep. 

7. Posttraumatic Stress Disorder [ Time Frame: starting 6 month after discharge ] 

Posttraumatic Stress Disorder Checklist Scale is a 20-item self-report measure that assesses the symptoms of Posttraumatic Stress Disorder. Respondents rate each item from 0 ("not at all") to 4 ("extremely") to 

indicate the degree to which they have been bothered by that particular symptom over the past month. 

A total symptom severity score is obtained by summing the scores for each of the 20 items. The score superior of 31 is indicative of probable Posttraumatic Stress Disorder. 

8. Anxiety and Depression [ Time Frame: starting 6 month after discharge ] 

Hospital Anxiety Depression scale will be used, it measures anxiety and depression in a general medical population of patients. The questionnaire comprises seven questions for anxiety and seven questions for 

depression. Greater score values indicates worth outcome. 

For both scales, scores of less than 7 indicate non-cases; 8-10 - mild depression or anxiety; 11-14 - moderate depression or anxiety; and 15-21 - severe depression or anxiety. 

9. Pain Catastrophizing Level [ Time Frame: starting 6 month after discharge ] 

Pain Catastrophizing Scale quantifies an individual's pain experience. It has 13 items rated on 5-point Likert-like scales (0 - not at all to 4 - all the time). A total score is yielded (ranging from 0-52), the threshold 

above 30 is considered clinically relevant. Higher score indicates higher level of catastrophizing and bad outcome. 

10. Perceived Stress Level [ Time Frame: starting 6 month after discharge ] 

Perceived Stress Scale (PSS-10) is a self stress assessment instrument. It has 10 items rated on 5-point Likert-like scales (0 - never to 4 - very often). Individual scores on the PSS-10 can range from 0 to 40 with 

higher scores indicating higher perceived stress. 

11. Summation pain threshold [ Time Frame: starting 6 month after discharge ] 
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Mechanical temporal summation will be evoked using methodology described by Weissman-Fogel, 2008, by Von Frey Filaments, using a 180-gr filament that will be applied to the volar aspect of the dominant 

forearm. Patients will be exposed to a single stimulus and will be asked to rate the level of pinprick pain intensity using 11 items numeric pain scale. This pain score serve as an index for mechanical 

suprathreshold pain. Subsequently, 1 Hz repetitive stimuli will be applied within an area of 1 cm in diameter, using the same filament, and subjects will be asked to rate the pain intensity of the last stimulus. The 

magnitude of mechanical temporal summation will be calculated as the difference between the last and the first pain scores. Higher values indicates worth outcome. 

12. Heat pain threshold [ Time Frame: starting 6 month after discharge ] 

A heat pain threshold will be realized using Thermal Stimulator for Sensory testing (SOMEDIC(R)). A thermode (heating stick) of 7 square centimeters will be applied to the volar aspect of the dominant 

forearm. Patients will be exposed to 3 repetitive gradual increase in temperature from 32° to 52°C. The skin contact will be withdrawn if an individual is not able to tolerate such stimulation, and the temperature 

threshold of tolerance will be noted. The final reading will be the median of three measurements, higher values indicate better tolerance. 

Eligibility Criteria 

Ages Eligible for Study:   18 Years and older   (Adult, Older Adult) 

Sexes Eligible for Study:   All 

Accepts Healthy Volunteers:   No 

Sampling Method:   Non-Probability Sample 

Study Population 

adult patients, infected with SARS COV2 and developed severe COVID, requiring hospitalisation to the ICU during the first French wave of COVID 19, with length of stay > 48 hours, survived and successfully 

discharged, and approached from 6th month post discharge. 

Criteria 

Inclusion Criteria: 

 adults (>=18 y.o.) 

 hospitalized in the ICU for at least 48 hours 

 with SARS-Cov2 infection confirmed by Polymerase Chain Reaction (PCR)/serology and/or a suggestive chest Computed Tomography scan 

 during the first wave of COVID 19 from March to December 2020 at three investigator sites (2 in Paris and 1 in Lyon) 

 discharged alive from the ICU 

 at least 6 months after discharge 

Exclusion Criteria: 

 patient refusal 

 inability to communicate or to have in-person appointment 

 death in the period from ICU discharge to the first phone call for interview 

Contacts and Locations 

Please refer to this study by its ClinicalTrials.gov identifier (NCT number): NCT04940208 

Locations France: Hôpital Raymond Poincare - AP-HP; Garches, Hauts-de-Seine, France, 92380; Hôpital Bicêtre AP-HP, Le Kremlin-Bicêtre, France, Le Kremlin-Bicêtre; Hopital de la Croix Rousse - Hospices Civils de 

Lyon, Lyon, France, 69004 

Sponsors and Collaborators 

Mikhail Dziadzko, MD, PhD, Hôpital Raymond Poincaré, Bicetre Hospital 

Publications: 
Carfì A, Bernabei R, Landi F; Gemelli Against COVID-19 Post-Acute Care Study Group. Persistent Symptoms in Patients After Acute COVID-19. JAMA. 2020 Aug 11;324(6):603-605. doi: 10.1001/jama.2020.12603. 

Needham EJ, Chou SH, Coles AJ, Menon DK. Neurological Implications of COVID-19 Infections. Neurocrit Care. 2020 Jun;32(3):667-671. doi: 10.1007/s12028-020-00978-4. 

Asadi-Pooya AA, Simani L. Central nervous system manifestations of COVID-19: A systematic review. J Neurol Sci. 2020 Jun 15;413:116832. doi: 10.1016/j.jns.2020.116832. Epub 2020 Apr 11. 

Lee AM, Wong JG, McAlonan GM, Cheung V, Cheung C, Sham PC, Chu CM, Wong PC, Tsang KW, Chua SE. Stress and psychological distress among SARS survivors 1 year after the outbreak. Can J Psychiatry. 2007 

Apr;52(4):233-40. 

Responsible Party: Mikhail Dziadzko, MD, PhD, Attending Pain Physician, Hôpital de la Croix-Rousse 

ClinicalTrials.gov Identifier: NCT04940208     History of Changes 

Other Study ID Numbers: 2020-A02929-30 

First Posted: June 25, 2021    Key Record Dates 

Last Update Posted: February 2, 2022 

Last Verified: February 2022 

Individual Participant Data (IPD) Sharing Statement: 

Plan to Share IPD: No 

Plan Description: individual participant data are the property of investigator's centers and will not be shared 

https://clinicaltrials.gov/ct2/bye/rQoPWwoRrXS9-i-wudNgpQDxudhWudNzlXNiZip9Ei7ym67VZRFncg4VaR05A6h9Ei4L3BUgWwNG0it.
https://clinicaltrials.gov/ct2/bye/rQoPWwoRrXS9-i-wudNgpQDxudhWudNzlXNiZip9Ei7ym67VZRFnFg4BOg4RA6h9Ei4L3BUgWwNG0it.
https://clinicaltrials.gov/ct2/bye/rQoPWwoRrXS9-i-wudNgpQDxudhWudNzlXNiZip9Ei7ym67VZRFnSKC5ERCwA6h9Ei4L3BUgWwNG0it.
https://clinicaltrials.gov/ct2/bye/rQoPWwoRrXS9-i-wudNgpQDxudhWudNzlXNiZip9Ei7ym67VZRCwLR4tFR4VA6h9Ei4L3BUgWwNG0it.
https://clinicaltrials.gov/ct2/bye/rQoPWwoRrXS9-i-wudNgpQDxudhWudNzlXNiZip9Ei7ym67VZRCwLR4tFR4VA6h9Ei4L3BUgWwNG0it.
https://clinicaltrials.gov/show/NCT04940208
https://clinicaltrials.gov/ct2/history/NCT04940208
https://clinicaltrials.gov/ct2/keydates/NCT04940208
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Studies a U.S. FDA-regulated Drug Product: No 

Studies a U.S. FDA-regulated Device Product: No 
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Additional relevant MeSH terms: 

COVID-19 
Neuralgia 

Chronic Pain 

Respiratory Tract Infections 

Infections 

Pneumonia, Viral 

Pneumonia 

Virus Diseases 

Coronavirus Infections 

Coronaviridae Infections 

Nidovirales Infections 

RNA Virus Infections 

Lung Diseases 

Respiratory Tract Diseases 

Pain 

Neurologic Manifestations 

Peripheral Nervous System Diseases 

Neuromuscular Diseases 

Nervous System Diseases 

Trial record 11 of 41 for:    intensive care unit AND psychological | Covid-19 

Mental Health of Professionals Working in Pediatric Intensive Care Units During the COVID-19 Pandemic 

ClinicalTrials.gov Identifier: NCT04846907 

Recruitment Status  : Active, not recruiting 

First Posted  : April 15, 2021 

Last Update Posted  : January 13, 2022 

Sponsor: 

D'Or Institute for Research and Education 

Collaborator: 

Conselho Nacional de Desenvolvimento Científico e Tecnológico 

Information provided by (Responsible Party): 

D'Or Institute for Research and Education 

 Study Details 

 No Results Posted 

Study Description 

Brief Summary: 

Health professionals are extremely exposed to psychosocial risks, as they experience, in general, high levels of stress, anxiety, fatigue and suffering, due to the nature and location of their work. As a result, the health and 

well being of these professionals can be significantly compromised. In outbreaks of serious infectious diseases and pandemics, these risks become amplified and the health team is at greater risk of falling ill, presenting 

changes in mental health and psychological trauma, while caring for infected patients and becoming potential contaminants in their family and community. 

The objective is to study the mental health of professionals who work in Pediatric Intensive Care Units (PICUs) in Brazil, during and after the COVID-19 pandemic. The primary outcome will be the prevalence of 

burnout in the team involved with the care of critically ill children. Secondary outcomes such as anxiety, depression, quality of professional life, compassionate fatigue and post-traumatic stress disorder will be measured. 

Possible associations between demographic, work and coping variables (social support and resilience) with mental and emotional health outcomes will be investigated, in an exploratory character. 

It is a multicenter, observational, longitudinal study, with a descriptive and exploratory analytical component. Data collection will be carried out through an electronic survey during and after the COVID-19 pandemic. 

Condition or disease  

Covid19Burnout, ProfessionalStress Disorders, Post-TraumaticAnxietyDepressionCompassion Fatigue 

Detailed Description: 

Health professionals are extremely exposed to psychosocial risks, as they experience, in general, high levels of stress, anxiety, fatigue and suffering, due to the nature and location of their work. As a result, the health and 

well being of these professionals can be significantly compromised. In outbreaks of serious infectious diseases and pandemics, these risks become amplified and the health team is at greater risk of falling ill, presenting 

changes in mental health and psychological trauma, while caring for infected patients and becoming potential contaminants in their family and community. 

https://clinicaltrials.gov/ct2/show/results/NCT04846907?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=11
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The objective is to study the mental health of professionals who work in Pediatric Intensive Care Units (PICUs) in Brazil, during and after the COVID-19 pandemic. The primary outcome will be the incidence of burnout 

in the team involved with the care of critically ill children. Secondary outcomes such as anxiety, depression, quality of professional life, compassionate fatigue and post-traumatic stress disorder will be measured. Possible 

associations between demographic, work and coping variables (social support and resilience) with mental and emotional health outcomes will be investigated, in an exploratory character. 

It is a multicenter, observational, longitudinal study, with a descriptive and exploratory analytical component. Data collection will be carried out through an electronic survey during and after the COVID-19 pandemic. 

Study Design 

Study Type  : Observational 

Actual Enrollment  : 1148 participants 

Observational Model: Cohort 

Time Perspective: Cross-Sectional 

Official Title: Mental Health and Emotional Aspects of Professionals Working in Pediatric Intensive Care Units During the COVID-19 Pandemic 

Actual Study Start Date  : July 1, 2020 

Estimated Primary Completion Date  : July 2022 

Estimated Study Completion Date  : December 2022 

Groups and Cohorts 

Group/Cohort  Intervention/treatment  

Healthcare personnel working in pediatric intensive care units during COVID-19 pandemic 

Physicians, registered nurses, nurse technicians, physical therapists and other professionals; on duty, routine 

staff or fellow/residents working in participants PICU 

Other: Web-based survey 

Eligible participants received emails or text messages with links to a REDCap-created and 

managed web-based questionnaire 

Outcome Measures 

Primary Outcome Measures  : 

1. Prevalence of burnout as measured by Maslach Burnout Inventory (MBI) [ Time Frame: Baseline ] 

Proportion of participants positive for Burnout as measured by MBI (Maslach et al), a self-report standardized 22-item questionnaire covering 3 domains: emotional exhaustion (EE), depersonalization (DP) and 

personal accomplishment (PA). Each subscale includes Likert-scaled questions ranging from 0 (never) to 6 (every day). Higher EE and DP scores and lower PA scores, more severe Burnout. Further analysis will 

be done to evaluate associations between Burnout presence and severity and demographic and laboral characteristics. 

Secondary Outcome Measures  : 

1. Prevalence of anxiety as measured by Hospital Anxiety and Depression Scale (HADS) [ Time Frame: Baseline ] 

Proportion of participants positive for anxiety as measured by HADS (Zigmond and Snaith), a self-report standardized 14-item questionnaire covering 1 anxiety 7-question subscale and 1 depression 7-question 

subscale. Each subscale includes Likert-scaled questions ranging from 0 to 3. Presence of anxiety symptoms when 9 or more points on anxiety subscale. Further analysis will be done to evaluate associations 

between anxiety presence and severity and demographic and laboral characteristics. 

 

2. Prevalence of depression as measured by Hospital Anxiety and Depression Scale (HADS) [ Time Frame: Baseline ] 

Proportion of participants positive for depression as measured by HADS (Zigmond and Snaith), a self-report standardized 14-item questionnaire covering 1 anxiety 7-question subscale and 1 depression 7-

question subscale. Each subscale includes Likert-scaled questions ranging from 0 to 3. Presence of depression symptoms when 9 or more points on depression subscale. Further analysis will be done to evaluate 

associations between depression presence and severity and demographic and laboral characteristics. 

 

3. Prevalence of Post-traumatic Stress Disorder (PTSD) as measured by PTSD Checklist DSM-5 (PCL-5) [ Time Frame: Baseline ] 

Proportion of participants positive for PTSD as measured by PCL-5 (Weathers et al), a self-report standardized 20-item questionnaire covering 4 dimensions of symptoms: intrusions, avoidance, negative 

alterations in cognitions and mood and alterations in arousal and reactivity. Each subscale includes Likert-scaled questions ranging from 0 (not at all) to 4 (extremely). Presence of PTSD symptoms when 33 or 

more total points or positivity in each dimension. Further analysis will be done to evaluate associations between PTSD presence and severity and demographic and laboral characteristics. 

 

4. Prevalence of Compassion Fatigue as measured by Professional Quality of Life 5 (ProQOL 5) scale [ Time Frame: Baseline ] 

Proportion of participants positive for compassion fatigue and satisfaction as measured by ProQOL 5 scale (Stamm), a self-report standardized 30-item questionnaire covering 3 domains: compassion satisfaction 

(CS), Burnout (BO), secondary traumatic stress (ST). Each subscale includes Likert-scaled questions ranging from 1 (never) to 5 (very often). Scores are scaled between low (22 or less points), moderate (23 to 

41) and high (42 or more) levels in each domain. Further analysis will be done to evaluate associations between CS, BO and ST presence and severity and demographic and laboral characteristics. 

Eligibility Criteria 

Ages Eligible for Study:   18 Years and older   (Adult, Older Adult) 

Sexes Eligible for Study:   All 

Accepts Healthy Volunteers:   Yes 

Sampling Method:   Non-Probability Sample 

Study Population 
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Physicians, registered nurses, nurse technicians, physical therapists and other professionals; on duty, routine staff or fellow/residents working in participants PICU 

Criteria 

Inclusion Criteria: 

 Eligible participants that signed informed consent form 

Exclusion Criteria: 

 Refused to sign informed consent form 

Contacts and Locations 

Please refer to this study by its ClinicalTrials.gov identifier (NCT number): NCT04846907 

Location Brazil D'Or Institute for Research and Education, Rio De Janeiro, Brazil, 22281-100 

Sponsors and Collaborators 

D'Or Institute for Research and Education 

Conselho Nacional de Desenvolvimento Científico e Tecnológico 

Investigators 

Principal Investigator: Fernanda L Setta D'Or Institute for Research and Education 
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Stress Biomarkers Leading to Professional Burnout Among People Involved in a Mobile Intensive Care Unit During the COVID-19 Pandemic (AUTONOMIC) 
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Recruitment Status  : Completed 
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Last Update Posted  : March 9, 2021 
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Direction Centrale du Service de Santé des Armées 
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Institut de Recherche Biomedicale des Armees 

Information provided by (Responsible Party): 

Direction Centrale du Service de Santé des Armées 

 Study Details 

 Tabular View 

 No Results Posted 

 Disclaimer 

 How to Read a Study Record 

Study Description 

Brief Summary: 

This study is aiming at investigating whether professional burnout in people involved in the mobile intensive care unit (in French: Element Mobile de Réanimation, EMR) in Mulhouse (France) can be predicted upstream 

by a low mindfulness level (as a protective factor) or by a dysregulation of stress pathways with a high level of perceived stress towards an emotional event (psychological index of allostatic load), i.e. an early and silent 

dysfunctional physiological response (measured by the electrophysiological and biological measurements of allostasis load and parasympathetic brake). 

It is part of a global approach aiming at identifying levers to prevent the allostatic load of occupational stress related to large-scale health crises. 

Condition or disease  Intervention/treatment  

Occupational Stress Behavioral: Assessment of work-related stressBiological: Saliva sample collectionOther: Cardiac and electrodermal recordingsBehavioral: Assessment of behavioral response to 

emotional stimulation 

Study Design 

Study Type  : Observational 

Actual Enrollment  : 50 participants 

Observational Model: Cohort 

Time Perspective: Prospective 

Official Title: Stress Biomarkers Leading to Professional Burnout Among People Involved in a Mobile Intensive Care Unit During the COVID-19 Pandemic 

Actual Study Start Date  : April 25, 2020 

Actual Primary Completion Date  : June 12, 2020 

Actual Study Completion Date  : June 12, 2020 

https://clinicaltrials.gov/ct2/show/record/NCT04365335?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=12
https://clinicaltrials.gov/ct2/show/results/NCT04365335?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=12
https://clinicaltrials.gov/ct2/about-site/disclaimer
https://clinicaltrials.gov/ct2/help/how-read-study
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Groups and Cohorts 

Intervention Details: 

 Behavioral: Assessment of work-related stress 

Assessment of burnout, mindfulness, interoceptive awareness, anxiety, post-traumatic stress disorder, coping flexibility and sleep through questionnaires. 

 Biological: Saliva sample collection 

Saliva sample is collected before and after emotional stimulation in order to measure resting-state allostatic load biomarkers: DHEA, cortisol and chromogranine A levels 

 Other: Cardiac and electrodermal recordings 

Electrocardiogram and electrodermal activity (tonic and phasic) is collected at rest and after emotional stimulation. 

 Behavioral: Assessment of behavioral response to emotional stimulation 

Emotional stimulation involves asking the participants to remember a recent event related to the COVID-19 crisis that has been emotionally difficult for them. 

Perceived stress, situational awareness and emotions is assessed after emotional stimulation through questionnaires. 

Outcome Measures 

Primary Outcome Measures  : 

1. Professional burnout [ Time Frame: 21 days after enrollment (Day 21) ] 

Professional burnout is measured at D21 by the Burnout Measure Short Version (BMS) questionnaire It is a 10-item questionnaire used to assess burnout regardless of the occupational category. 

Each item is rated from 0 to 6 ("never" to "always"). An average score (sum/10) below 2.4 indicates a very low degree of burnout exposure; a score between 2.5 and 3.4 indicates a low degree of burnout 

exposure; a score between 3.5 and 4.4 indicates the presence of burnout; a score between 4.5 and 5.4 indicates a high degree of burnout exposure; a score above 5.5 indicates a very high degree of burnout 

exposure. 

2. Mindfulness level [ Time Frame: Day 1 ] 

Mindfulness level is assessed at D0 thanks to the Freiburg Mindfulness Inventory. 

It is a 14 item scale. Each item is rated from 1 to 4 ("almost never" to "almost always"). The total score is between 14 and 56. The mean value in a population of young adults under 36 years of age is 38.5 (+/- 5.1 

standard deviation). 

Secondary Outcome Measures  : 

1. Perceived stress level following the emotional stimulation [ Time Frame: Day 1 ] 

Perceived stress level is assessed with the Perceived Stress Scale (PSS). It is a 14 item scale. Each item is rated from 0 to 5 ("never" to "very often"). The total score ranges from 0 to 56 with higher scores 

indicating greater perceived stress. 

2. Parasympathetic flexibility evolution during emotional recall [ Time Frame: Day 1 ] 

Parasympathetic flexibility is assessed through dynamic electro-physiological analysis of cardiac and electrodermal conductance recordings. 

Physiological and cognitive reserve of emotional regulation is assessed through the analysis of the spectral power of the 0.1 Hz frequency band at emotional recall. 

3. Sympathetic tone at rest [ Time Frame: Day 1 ] 

The activity of the sympathetic tone is assessed by the measurement of the resting state salivary Chromogranin A. 

Physiological and cognitive reserve of emotional regulation is assessed through the analysis of the spectral power of the 0.1 Hz frequency band at emotional recall. 

The activity of the sympathetic tone is assessed by the measurement of the resting salivary Chromogranin A. 

4. Corticotropic activation at rest [ Time Frame: Day 1 ] 

Corticotropic activation at rest is assessed through the DHEA/cortisol level ratio 

5. Mood disorders (anxiety / depression) [ Time Frame: Day 1 ] 

The Hospital Anxiety and Depression Scale (HAD-s32) is used to assess mood disorders in the general non-psychiatric population. It is used to discriminate between anxiety and depression. Scores greater than 

11 are indicative of charcaterized anxiety/depression. 

6. Post-traumatic stress disorder [ Time Frame: Day 1 ] 

Post-traumatic disorder is assessed with the PCL-5. It is a 20-item self-administered questionnaire representing DSM-5 PTSD diagnosis symptoms rated by the subject on a scale from 0 ("not at all") to 4 

("extremely") during the past month. Scores range from 0 to 80. A score greater than of 33 evokes the presence of post-traumatic stress disorder. 

7. Sleep quality [ Time Frame: Day 1 ] 

Sleep quality is assesses thanks to the Leeds Sleep Evaluation questionnaire (LEEDS). It consists of ten visual analogue scales assessing four aspects of sleep: (i) quality of falling asleep and degree of 

drowsiness, (ii) quality of sleep, (iii) quality of wakefulness, and (iv) quality of post-wakefulness and performance. 

Biospecimen Retention:   Samples Without DNA 

Saliva sample 

Eligibility Criteria 
Ages Eligible for Study:   18 Years to 60 Years   (Adult) 

Sexes Eligible for Study:   All 

Accepts Healthy Volunteers:   Yes 

Sampling Method:   Non-Probability Sample 

Study Population 
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The study population is composed of people who have been deployed to serve at the mobile intensive care unit in Mulhouse (France) during the Covid-19 crisis. 

Criteria 

Inclusion Criteria: 

 Volunteer staff member of the Mulhouse mobile intensive care unit (in French: Elément mobile de réanimation, EMR), including military reservists. 

Exclusion Criteria: 

 Pregnant or breastfeeding woman, 

 Person deprived of liberty by a judicial or administrative decision, 

 Person subject to a legal protection measure or unable of giving consent 

 Intercurrent pathology with inability to work 

 History of psychiatric disorder or cardiac pathology 

Contacts and Locations 

Please refer to this study by its ClinicalTrials.gov identifier (NCT number): NCT04365335 

Sponsors and Collaborators 

Direction Centrale du Service de Santé des Armées 

Institut de Recherche Biomedicale des Armees 

More Information 

Responsible Party: Direction Centrale du Service de Santé des Armées 

ClinicalTrials.gov Identifier: NCT04365335     History of Changes 

Other Study ID Numbers: 2020-COVID19-11 

2020-A01058-31 ( Other Identifier: IDRCB ) 

First Posted: April 28, 2020    Key Record Dates 

Last Update Posted: March 9, 2021 

Last Verified: March 2021 

Studies a U.S. FDA-regulated Drug Product: No 

Studies a U.S. FDA-regulated Device Product: No 

Additional relevant MeSH terms: 

COVID-19 
Burnout, Psychological 

Stress, Psychological 

Occupational Stress 

Burnout, Professional 

Respiratory Tract Infections 

Infections 

Pneumonia, Viral 

Pneumonia 

Virus Diseases 

Coronavirus Infections 

Coronaviridae Infections 

Nidovirales Infections 

RNA Virus Infections 

Lung Diseases 

Respiratory Tract Diseases 

Behavioral Symptoms 

Occupational Diseases 

Tria record 13 of 41 for: intensive care unit AND psychological | Covid-19 

Social and Psychological Impacts of SARS-Cov-2 Pandemic Period in the Obese Population. (OBIMPACOV) 

ClinicalTrials.gov Identifier: NCT04910607 

Recruitment Status  : Recruiting 

First Posted  : June 2, 2021 

Last Update Posted  : March 10, 2022 

See Contacts and Locations 

Sponsor: 

University Hospital, Bordeaux 

Collaborator: 

Région Nouvelle Aquitaine 

Information provided by (Responsible Party): 

University Hospital, Bordeaux 

 Study Details 

https://clinicaltrials.gov/show/NCT04365335
https://clinicaltrials.gov/ct2/history/NCT04365335
https://clinicaltrials.gov/ct2/keydates/NCT04365335
https://clinicaltrials.gov/ct2/show/NCT04910607?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2#contacts
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 Tabular View 

 No Results Posted 

Study Description 

Brief Summary: 

The population suffering from obesity is particularly at risk during this pandemic period. The Nouvelle Aquitaine region is not spared, since according to the regional epidemiological report of 7 May 2020, carried out by 

Santé Publique France, 39.2% of cases admitted to the intensive care unit in Nouvelle Aquitaine and presenting risk factors are overweight or obese. 

Other risk factors, such as social-environmental factors, must be taken into consideration. Socio-demographic surveys in this area highlight the socio-economic and territorial inequalities that interfere with obesity issues. 

Similarly, the issues of stigmatisation and isolation seem to be at the heart of the question of how to deal with these people. 

Condition or disease  Intervention/treatment  

ObesityCovid19 Other: QuestionnaireOther: Interview 

Detailed Description: 

This is a prospective multicentre study. Participating patients will be recruited from the Specialised Obesity Centres (CHU and SSR, as well as patient associations) to fill in a questionnaire and take part in an interview (a 

varied panel representative of the target population in terms of place of residence, socio-professional category, sex and age). 

The medical and paramedical staff involved in the partner CSOs and the patients' resources (identified by the patients' associations) will also be asked to participate in a semi-directive interview. 

Study Design 

Study Type  : Observational 

Estimated Enrollment  : 310 participants 

Observational Model: Other 

Time Perspective: Prospective 

Official Title: Social and Psychological Impacts of SARS-Cov-2 Pandemic Period in the Obese Population. 

Actual Study Start Date  : January 21, 2022 

Estimated Primary Completion Date  : October 2022 

Estimated Study Completion Date  : October 2022 

Groups and Cohorts 

Group/Cohort  Intervention/treatment  

Patient 

Participating patients will be recruited from the Specialised Obesity Centres 

=CSO (CHU and Follow-up and rehabilitation care (SSR), as well as patient 

associations) to fill in a questionnaire and take part in an interview (varied 

panel representative of the target population in terms of place of residence, 

socio-professional category, sex and age). 

Other: Questionnaire 

Questionnaire with 4 axes: 

sociological, reflexive medical, prospective medical, transversal 

Other: Interview 

Interview concerning health pathways, experience of confinement, consequences of confinement on health, representations of 

obesity. 

Professional 

Medical and paramedical staff involved in the partner CSOs will also be 

asked to participate in a semi-structured interview. 

Other: Interview 

Interview concerning health pathways, experience of confinement, consequences of confinement on health, representations of 

obesity. 

Outcome Measures 

Primary Outcome Measures  : 

1. Analysed social and psychological impacts of containment [ Time Frame: 9 months after inclusion day ] 

Thanks to sociology questionnaire based on the experience and paths of individuals (not a score). 

The treatments carried out will be limited to cross sorting and flat sorting, factorial analyzes and -previously- the chi-square analysis. 

2. Consequences of social distancing during the containment [ Time Frame: 9 months after inclusion day ] 

Thanks to sociology questionnaire based on the experience and paths of individuals(not a score). 

The treatments carried out will be limited to cross sorting and flat sorting, factorial analyzes and -previously- the chi-square analysis. 

Eligibility Criteria 

Information from the National Library of Medicine 
Ages Eligible for Study:   18 Years and older   (Adult, Older Adult) 

Sexes Eligible for Study:   All 

https://clinicaltrials.gov/ct2/show/record/NCT04910607?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2
https://clinicaltrials.gov/ct2/show/results/NCT04910607?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2
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Accepts Healthy Volunteers:   No 

Sampling Method:   Non-Probability Sample 

Study Population 

The obese population is the target population of the study. 

Criteria 

Inclusion Criteria: 

 Patients 18 years of age. 

 Be registered in an active file of the 3 partner CSOs. 

Exclusion Criteria: 

 Patients under 18 years of age. 

 Patients under protective measures or deprived of liberty: 

o pregnant or breastfeeding woman, 

o under guardianship, 

o under guardianship, 

o safeguard of justice, 

o incarcerated. 

Contacts and Locations 

Please refer to this study by its ClinicalTrials.gov identifier (NCT number): NCT04910607 

Contacts 

Contact: Blandine Gatta-Cherifi, Pr 5 57 65 60 78 ext +33 blandine.gatta-cherifi@chu-bordeaux.fr  

 

Contact: Maud Monsaingeon-Henry, Dr 5 57 62 32 07 ext +33 maud.monsaingeon-henry@chu-bordeaux.fr  

 

Locations France CHU de Limoges, Limoges, France, 87042, Contact: Pierre JESUS, Pr pierre.jesus@chu-limoges.fr Recruiting 

Hôpital Haut-Lévêque, Pessac, France, 33604 Contact: Blandine GATTA-CHERIFI, Pr    5 57 65 60 78 ext +33    blandine.gatta-cherifi@chu-bordeaux.fr Recruiting 

CHU de Poitiers, Poitiers, France, 86000, Contact: Xavier PIGUEL, Dr Xavier.PIGUEL@chu-poitiers.fr Recruiting 

Sponsors and Collaborators 

University Hospital, Bordeaux 

Région Nouvelle Aquitaine 

Investigators 

Study Chair: Arnaud Alessandrin, Dr Universite de Bordeaux 
 

More Information 

Responsible Party: University Hospital, Bordeaux 

ClinicalTrials.gov Identifier: NCT04910607     History of Changes 

Other Study ID Numbers: CHUBX 2020/38 

First Posted: June 2, 2021    Key Record Dates 

Last Update Posted: March 10, 2022 

Last Verified: February 2022 

Individual Participant Data (IPD) Sharing Statement: 

Plan to Share IPD: No 

Studies a U.S. FDA-regulated Drug Product: No 

Studies a U.S. FDA-regulated Device Product: No 

Keywords provided by University Hospital, Bordeaux: 

Obesity 

COVID19 
semi-directive interview 

 

Additional relevant MeSH terms: 

COVID-19 
Respiratory Tract Infections 

Coronavirus Infections 

Coronaviridae Infections 

mailto:blandine.gatta-cherifi%40chu-bordeaux.fr?subject=NCT04910607,%20CHUBX%202020/38,%20Social%20and%20Psychological%20Impacts%20of%20SARS-Cov-2%20Pandemic%20Period%20in%20the%20Obese%20Population.
mailto:maud.monsaingeon-henry%40chu-bordeaux.fr?subject=NCT04910607,%20CHUBX%202020/38,%20Social%20and%20Psychological%20Impacts%20of%20SARS-Cov-2%20Pandemic%20Period%20in%20the%20Obese%20Population.
mailto:pierre.jesus@chu-limoges.fr
mailto:blandine.gatta-cherifi%40chu-bordeaux.fr?subject=NCT04910607,%20CHUBX%202020/38,%20Social%20and%20Psychological%20Impacts%20of%20SARS-Cov-2%20Pandemic%20Period%20in%20the%20Obese%20Population.
mailto:Xavier.PIGUEL@chu-poitiers.fr
https://clinicaltrials.gov/show/NCT04910607
https://clinicaltrials.gov/ct2/history/NCT04910607
https://clinicaltrials.gov/ct2/keydates/NCT04910607
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Infections 

Pneumonia, Viral 

Pneumonia 

Virus Diseases 

Nidovirales Infections 

RNA Virus Infections 

Lung Diseases 

Respiratory Tract Diseases 

Trial record 14 of 41 for:    intensive care unit AND psychological | Covid-19 

Stress Related Disorders in Family Members of COVID-19 Patients Admitted to the ICU 

ClinicalTrials.gov Identifier: NCT04476914 

Recruitment Status  : Completed 

First Posted  : July 20, 2020 

Last Update Posted  : June 22, 2021 

Sponsor: 

University of Colorado, Denver 

Collaborators: 

University of Washington 

Tulane University 

University of Vermont 

Penn State University 

Columbia University 

South Shore Hospital 

Evergreen Hospital 

Brigham and Women's Hospital 

Information provided by (Responsible Party): 

University of Colorado, Denver 

 Study Details 

 Tabular View 

 No Results Posted 

Study Description 

Brief Summary: 

Coronavirus disease 2019 (COVID-19) is a novel infectious disease caused by severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2). This syndrome has been associated with high mortality, estimated to be 

about 1.7% of all infected in the US, though in those who develop acute respiratory distress syndrome (ARDS) in the context of the infection, mortality rates appear to be much higher, perhaps up to 70%. To avoid 

transmission of the virus, patient isolation has become the standard of care, with many hospitals eliminating visitors of any type, and particularly eliminating visitation to patients infected with COVID-19. These necessary, 

but restrictive, measures add stress to the ICU and particularly to the family members who are not only left with fear, but also many unanswered questions. In contrast to the Society of Critical Care Guidelines (SCCM) 

which recommend family engagement in the ICU and recent data from this study team which suggests engaging families in end-of-life situations reduces symptoms of Post-Traumatic Stress Disorder (PTSD) in family 

members, family members are now unable to say good-bye and unable to provide support to their loved-one throughout the process of the patients' ICU stay. The study hypothesizes is that these restrictive visiting 

regulations will increase rates of Post-intensive care syndrome- family (PICS-F) which includes symptoms of PTSD, depression, and anxiety and aim to evaluate for factors that either exacerbate these symptoms or protect 

from them. 

Condition or disease  

Respiratory FailureSARS-CoV 2Corona Virus InfectionPost Intensive Care Unit SyndromeFamily MembersPost Traumatic Stress DisorderAnxietyDepression 

Detailed Description: 

The study aims to define the prevalence of PICS-F in the study population 3-4 months after ICU admission of patient, specifically symptoms of PTSD as the primary outcome, and symptoms of depression and anxiety as 

secondary outcomes. The study hypothesizes prevalence will be higher than seen in other studies. 

An additional aim is to identify predisposing or mitigating exposures for PICS-F. The study hypothesizes that increased psychological symptoms will be associated less exposure to virtual patient visits (tablet/video 

conferencing), higher number of patient comorbidities (using the Charleston comorbidity index), preexisting family member psychological conditions. 

The study also plans to evaluate the association between family perception of quality of communication or decision-making using items from the validated Family Satisfaction in the ICU (FS-ICU) and psychological 

symptoms. The study hypothesizes that the quality of communication and decision-making will be associated with lower psychological symptoms. 

https://clinicaltrials.gov/ct2/show/record/NCT04476914?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=14
https://clinicaltrials.gov/ct2/show/results/NCT04476914?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=14
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Finally, the plan is to, using qualitative methods, explore and describe family members' stress, experiences with communication with healthcare providers and their satisfaction with ICU care while being physically distant 

from their loved ones. The aim is to use qualitative findings about family members' experiences to contextualize and explain results differences in stress, satisfaction and communication quality between low vs high PICS-

F scores. 

Study Design 

Study Type  : Observational 

Actual Enrollment  : 330 participants 

Observational Model: Cohort 

Time Perspective: Prospective 

Official Title: Psychological Distress Symptoms in Family Members of Patients With COVID-19 Respiratory Failure in Intensive Care Units 

Actual Study Start Date  : June 29, 2020 

Actual Primary Completion Date  : June 15, 2021 

Actual Study Completion Date  : June 15, 2021 

Groups and Cohorts 

Group/Cohort  

Family Member 

Family members of ICU patients admitted with respiratory failure from COVID-19 

Outcome Measures 

Primary Outcome Measures  : 

1. Symptoms of Post-Traumatic Stress Disorder (PTSD) [ Time Frame: 90-120 days after admission of patient to the ICU ] 

Using Impact of Events Scale-Revised-6 , family members will be screened for symptoms of PTSD. Scale returns scores of 0-24, with higher scores indicating more likely to have symptoms of PTSD 

Secondary Outcome Measures  : 

1. Symptoms of Anxiety [ Time Frame: 90-120 days after admission of patient to the ICU ] 

Using the Hospital Anxiety and Depression Score, family members will be screened for symptoms of anxiety. The HADS anxiety scale is scored between 0 and 21, with higher scores indicating more likely to 

have symptoms of anxiety 

2. Symptoms of Depression [ Time Frame: 90-120 days after admission of patient to the ICU ] 

Using the Hospital Anxiety and Depression Score, family members will be screened for symptoms of Depression. The HADS depression scale is scored between 0 and 21, with higher scores indicating more 

likely to have symptoms of depression 

3. Family Satisfaction with Communication and Decision Making [ Time Frame: 90-120 days after admission of patient to the ICU ] 

Using preselected questions from the Family Satisfaction in the ICU-27 questionnaire, we will survey families to evaluate their satisfaction with communication and decision making. Higher scores will indicate 

more satisfication 

Eligibility Criteria 

Ages Eligible for Study:   18 Years and older   (Adult, Older Adult) 

Sexes Eligible for Study:   All 

Accepts Healthy Volunteers:   Yes 

Sampling Method:   Non-Probability Sample 

Study Population 

The study population will be consenting family members of COVID-19 positive patients who are admitted to the intensive care unit with respiratory failure 

Criteria 

Inclusion Criteria: 

 Family members of COVID-19 positive patients admitted to the Intensive Care Unit with respiratory failure 

Exclusion Criteria: 

 Family members will be excluded if they: are under 18 or unable to complete the survey's due to language barriers 

Contacts and Locations 

Please refer to this study by its ClinicalTrials.gov identifier (NCT number): NCT04476914 

Locations United States, Colorado Eastern Colorado Veterans Affairs Health Care System, University Of Colorado, Aurora, Colorado, United States, 80045 Louisiana Tulane Medical Center New Orleans, Louisiana, 

United States, 70112 Massachusetts Brigham and Women's Medical Center Boston, Massachusetts, United States, 02115 South Shore Medical Center Weymouth, Massachusetts, United States, 02910, Columbia Milstein 

and Allen Hospitals, New York, New York, United States, 10034 Pennsylvania Penn State Hershey Milton S Hershey Medical Center, Hershey, Pennsylvania, United States, 17033 Vermont University of Vermont 

Medical Center Burlington, Vermont, United States, 05401 Washington University of Washington, Seattle, Washington, United States, 98104 

Sponsors and Collaborators 
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University of Colorado, Denver; University of Washington; Tulane University; University of Vermont; Penn State University; Columbia University; South Shore Hospital; Evergreen Hospital; Brigham and Women's 

Hospital 
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Mental Disorders 

Respiration Disorders 

Trial record 15 of 41 for:    intensive care unit AND psychological | Covid-19 

Psychological and Ethical Support for Hospital Professionals During the COVID-19 Pandemic: Suitability and Post-crisis Implications for the Experience of All Professionals (PsyCOVID All P) 

ClinicalTrials.gov Identifier: NCT04944394 

Recruitment Status  : Completed 

First Posted  : June 29, 2021 

Last Update Posted  : June 29, 2021 

Sponsor: 

Centre Hospitalier Universitaire Dijon 

Information provided by (Responsible Party): 

Centre Hospitalier Universitaire Dijon 

 Study Details 

 Tabular View 

 No Results Posted 

Study Description 

Brief Summary: 

SARS-COV-2 has created an unprecedented health crisis, resulting in unprecedented mobilization of all hospital professionals. The massive influx of patients overwhelmed the human, therapeutic and material resources 

available, and teams were confronted with an unusually heavy workload in a highly stressful emergency context. These professionals were thus exposed to a risk of over-investment in a context of acute and repetitive stress 

over an indefinite period of time, combining a heavy workload, emotional challenges and specific ethical issues. These factors simultaneously affected the professional sphere but also the personal and family spheres 

(lockdown, risk of contamination). In this context, the mental health of hospital staff is considered to be more important than ever, as emphasized on numerous occasions by the Director General of Health and the French 

Minister for Health and Solidarity. Mental health involves the way in which individuals respond specifically to work-related suffering by developing individual and collective defensive strategies. Thus, the question of the 

mental health of hospital professionals cannot be considered without taking into account the strategies implmented to combat stress, and the factors that contribute or not to the construction and stabilization of the work 

environment (collaboration, support). 

Condition or disease  Intervention/treatment  

Psychological Stress Other: online questionnaireOther: questionnaire survey 

Study Design 

Study Type  : Observational 

Actual Enrollment  : 4522 participants 

Observational Model: Cohort 

Time Perspective: Prospective 

Official Title: Psychological and Ethical Support for Hospital Professionals During the COVID-19 Pandemic: Suitability and Post-crisis Implications for the Experience of All 

Professionals 

Actual Study Start Date  : June 10, 2020 

Actual Primary Completion Date  : September 22, 2020 

Actual Study Completion Date  : September 22, 202 

Groups and Cohorts 

Group/Cohort  Intervention/treatment  

hospital professionals 

all professionals working in hospitals in France 

Other: online questionnaire 

Administration of an online questionnaire (Limesurvey platform) at M0 

- This questionnaire includes a characterization of the professional (center, profession, usual department and department during the health crisis, family 

situation). Generic stress factors, the traumatic impact of the crisis and collective and individual coping strategies are also collected. 

 

Other: questionnaire survey 

https://clinicaltrials.gov/ct2/show/record/NCT04944394?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=15
https://clinicaltrials.gov/ct2/show/results/NCT04944394?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=15
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Group/Cohort  Intervention/treatment  

A questionnaire survey of the chief physician of the intensive care unit of each hospital will make it possible to characterize the support provided by the 

institution and how it changed over time 

 

Outcome Measures 

Primary Outcome Measures  : 

1. Score assessed by Global Health Questionnaire GHQ-12 [ Time Frame: at baseline ] 

Eligibility Criteria 

Information from the National Library of Medicine 
Ages Eligible for Study:   18 Years and older   (Adult, Older Adult) 

Sexes Eligible for Study:   All 

Accepts Healthy Volunteers:   Yes 

Sampling Method:   Non-Probability Sample 

Study Population 

all professionals working in hospitals 

Criteria 

Inclusion Criteria: 

All professionals working in hospitals Professionals involved in the organization of psychological and ethical support may also be interviewed to provide the information necessary to describe and evaluate the support 

provided and how it changed over time. 

Exclusion Criteria: 

None 

Contacts and Locations 

Please refer to this study by its ClinicalTrials.gov identifier (NCT number): NCT04944394 

Locations France, Chu Dijon Bourogne, Dijon, France 

Sponsors and Collaborators Centre Hospitalier Universitaire Dijon 

More Information 

Responsible Party: Centre Hospitalier Universitaire Dijon 

ClinicalTrials.gov Identifier: NCT04944394     History of Changes 

Other Study ID Numbers: QUENOT 2020-3 

First Posted: June 29, 2021    Key Record Dates 

Last Update Posted: June 29, 2021 

Last Verified: June 2021 

Studies a U.S. FDA-regulated Drug Product: No 

Studies a U.S. FDA-regulated Device Product: No 

Additional relevant MeSH terms: 

COVID-19 
Stress, Psychological 

Respiratory Tract Infections 

Infections 

Pneumonia, Viral 

Pneumonia 

Virus Diseases 

Coronavirus Infections 

Coronaviridae Infections 

Nidovirales Infections 

RNA Virus Infections 

Lung Diseases 

Respiratory Tract Diseases 

Behavioral Symptoms 

Trial record 16 of 41 for:    intensive care unit AND psychological | Covid-19 

The Usability, Feasibility, and Tolerability of Virtual Reality for Rehabilitation From COVID-19 (COVRehab) 

ClinicalTrials.gov Identifier: NCT04505761 

Recruitment Status  : Completed 

First Posted  : August 10, 2020 

Last Update Posted  : April 6, 2021 

https://clinicaltrials.gov/show/NCT04944394
https://clinicaltrials.gov/ct2/history/NCT04944394
https://clinicaltrials.gov/ct2/keydates/NCT04944394
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Sponsor: 

Radboud University Medical Center 

Information provided by (Responsible Party): 

Radboud University Medical Center 

 

 Study Details 

 Tabular View 

 No Results Posted 

Study Description 

Brief Summary: 

Patients who receive intensive care are known to be at high risk for physical, psychological, and cognitive impairments, a constellation known as PICS. COVID-19 patients are expected to have high chances of suffering 

from PICS (PICS-COV) as they frequently require several weeks of intensive care and traditional PICS preventive measures are virtually impossible due to infection control precautions, prone positioning, and deprivation 

of social contact. To prevent PICS after ICU discharge in COVID-19 patients, physical therapy is recommended. From recent but limited experience it appears that even patients with COVID-19 who have not been 

admitted to the ICU can suffer from impairments in the same domains and sometimes to a similar degree of severity. Also for these patient group rehabilitation seems warranted. 

Yet, the resources needed to provide rehabilitation treatment to COVID-19 patients are inadequate because healthcare systems faced a shortage of high-quality treatment for these impairments already before the COVID-19 

crisis emerged. Virtual Reality (VR) provides potential to healthcare practitioners to administer fast, temporary, and tailor-made rehabilitation services at a distance, and offers a solution to address the impending surge of 

demand for rehabilitation after COVID-19 infection. VR consists of a head mounted display (HMD) that can bring the user by computer-generated visuals into an immersive, realistic multi-sensory environment. Current 

VR technology is accessible, easy in use for a large audience, and safe in use. There already exist multiple VR applications for providing physical, psychological, and cognitive rehabilitation. These applications have been 

brought together in a VR suite for rehabilitation after COVID-19. Patients visiting a physiotherapist for rehabilitation from COVID-19 will be asked to participate in this study. They receive a VR HMD for training 

purposes. This study aims to understand the usability, feasibility, and tolerability of VR for rehabilitation after COVID-19, and to pilot the effectiveness of VR improving the physical ability, mental and cognitive status of 

patients. 

Condition or disease  Intervention/treatment  Phase  

CoronavirusPost Intensive Care Unit Syndrome Device: Virtual Reality Not Applicable 

Study Design 

Study Type  : Interventional  (Clinical Trial) 

Actual Enrollment  : 48 participants 

Allocation: N/A 

Intervention Model: Single Group Assignment 

Intervention Model Description: Participants are asked to use Virtual Reality as an add-on to standard physiotherapy for revalidation after COVID-19. 

Masking: None (Open Label) 

Primary Purpose: Treatment 

Official Title: The Usability, Feasibility, and Tolerability of Virtual Reality for Rehabilitation From COVID-19: An Explorative Study 

Actual Study Start Date  : August 1, 2020 

Actual Primary Completion Date  : February 1, 2021 

Actual Study Completion Date  : March 31, 2021 

Arms and Interventions 

Arm  Intervention/treatment  

Experimental: Intervention group 

Participants will receive Virtual Reality as an add-

on to standard physiotherapy after COVID-19. 

Device: Virtual Reality 

Participants will use a Virtual Reality headset with a range of applications applicable for rehabilitation after COVID-19. Applications target physical, 

psychological, and cognitive rehabilitation. VR headset will be used for six weeks first at the physiotherapist's practice, and when possible, at home. 

Outcome Measures 

Primary Outcome Measures  : 

1. Semi-structured interview with 15 patients on their experiences of VR for rehabilitation from COVID-19. [ Time Frame: Day 42 ] 

At the end of the study, 15 patients will be interviewed about their experiences using VR for rehabilitation from COVID-19. The interview will be semi-structured, including questions on usability, tolerability 

and efficacy of VR according to the patients. The interviews will be recorded, written out and coded by means of grounded theory analysis in Atlas.ti. Themes and subthemes will be constructed. 

https://clinicaltrials.gov/ct2/show/record/NCT04505761?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=16
https://clinicaltrials.gov/ct2/show/results/NCT04505761?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=2&rank=16
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2. Use of VR [ Time Frame: Day 42 ] 

By means of digital tracking in the VR goggles, we aim to understand what games are used most often by the participants. 

3. Semi-structured interviews with physiotherapists on their experiences of VR for rehabilitation from COVID-19. [ Time Frame: Day 42 ] 

At the end of the study, 10 physiotherapists will be interviewed about their experiences using VR for rehabilitation from COVID-19. The interview will be semi-structured, including questions on usability, 

tolerability and efficacy of VR according to the physiotherapists. The interviews will be recorded, written out and coded by means of grounded theory analysis in Atlas.ti. Themes and subthemes will be 

constructed. 

Secondary Outcome Measures  : 

1. Change in baseline performance test (guidelines KNGF) - Patient specific complaints. [ Time Frame: Day 0, day 42 ] 

To investigate whether adding VR to rehabilitation (perceivably) improves physical performance, we use a baseline performance test as constructed by the COVID-19 recommendations (RL 2.0) as issued by the 

Royal Dutch Society for Physical Therapy (KNGF). Measurements will be done at the start of the intervention period and the end of the intervention period for tracking progress. 

The baseline performance test consists of several items of which the patient specific complaints is the first. 

Patient specific complaints refer to complaints the patients aim to improve by means of physiotherapy. Outcomes are qualitative outcomes. 

2. Change in baseline performance test (guidelines KNGF) - 6 minute walk test [ Time Frame: Day 0, Day 42 ] 

To investigate whether adding VR to rehabilitation (perceivably) improves physical performance, we use a baseline performance test as constructed by the COVID-19 recommendations (RL 2.0) as issued by the 

Royal Dutch Society for Physical Therapy (KNGF). Measurements will be done at the start of the intervention period and the end of the intervention period for tracking progress. 

The baseline performance test consists of several items of which the 6 minute walk test is the second. 

The 6 minute walk test studies the physical capacity of a patient. We measure at day 0 how many meter a patient can walk in 6 minutes and compare this to the meters a patient is able to walk at day 42. 

3. Change in baseline performance test (guidelines KNGF) - one-repetition maximum test [ Time Frame: Day 0, Day 42 ] 

To investigate whether adding VR to rehabilitation (perceivably) improves physical performance, we use a baseline performance test as constructed by the COVID-19 recommendations (RL 2.0) as issued by the 

Royal Dutch Society for Physical Therapy (KNGF). Measurements will be done at the start of the intervention period and the end of the intervention period for tracking progress. 

The baseline performance test consists of several items of which hand grip strength is the third. 

The hand grip strength is measured by the One-repetition maximum test which measures the amount of kg's a patient can grip at his peakforce. Measurements are done at day 0 and day 42 and compared. 

4. Change in baseline performance test (guidelines KNGF) - 30 sec sit to stand [ Time Frame: Day 0, Day 42 ] 

To investigate whether adding VR to rehabilitation (perceivably) improves physical performance, we use a baseline performance test as constructed by the COVID-19 recommendations (RL 2.0) as issued by the 

Royal Dutch Society for Physical Therapy (KNGF). Measurements will be done at the start of the intervention period and the end of the intervention period for tracking progress. 

The baseline performance test consists of several items of which the 30 sec sit to stand test for lower extremities is the fourth. 

The 30 seconds sit to stand test is for testing leg strength and endurance. A patient has to do as many sit to stand exercises in 30 seconds. Measurements are done at day 0 and compared to day 42. 

5. Change in baseline performance test (guidelines KNGF) - Borgscale for fatigue [ Time Frame: Day 0, Day 42 ] 

To investigate whether adding VR to rehabilitation (perceivably) improves physical performance, we use a baseline performance test as constructed by the COVID-19 recommendations (RL 2.0) as issued by the 

Royal Dutch Society for Physical Therapy (KNGF). Measurements will be done at the start of the intervention period and the end of the intervention period for tracking progress. 

The baseline performance test consists of several items of which the Borgscale for fatigue is the final item. 

The borgscale for fatigue is a numerical scale (1-10) to rate physical exertion and fatigue. Patients fill in the scale at day 0 and day 42. Results are compared. 

6. Change in activities of daily life. [ Time Frame: Day 0, Day 42 ] 

To investigate whether adding VR to rehabilitation (perceivably) improves physical performance, we will as well measure change in activities of Daily Life. This questionnaire (ADL) measures the ease of 

participating in activities of daily life (ADL) of the patient. The questionnaire consists of 22 questions ranging from 0 (not at all) to 3 (easily autonomous). Maximum score is 63. 

7. Change in HADS. [ Time Frame: Day 0, Day 42 ] 

To investigate whether adding VR to rehabilitation (perceivably) improves psychological rehabilitation, we will measure change in HADS. The HADS (Hospital Anxiety and Depression Scale) is used to 

measure change in psychological outcomes before and after the intervention period. Questionnaire consists out of 14 questions with answers ranging from 0 (often) to 3 (almost never). All questions are summed 

up to a total of 42 points. 

8. Change in CFQ. [ Time Frame: Day 0, Day 42 ] 

To investigate whether adding VR to rehabilitation (perceivably) improves cognitive rehabilitation, we will use the CFQ. The CFQ (Cognitive Failure Questionnaire) is used to measure change in cognitive 

outcomes before and after the intervention period. Questionnaire consists out 25 questions ranging from 0 to 5. All questions are summed up to a total of 100 points. 

9. Change in SF12. [ Time Frame: Day 0, Day 42 ] 

To investigate whether adding VR to rehabilitation (perceivably) improves quality of life, we will use the SF12. The SF12 questionnaire is used to measure change in quality of life before and after the 

intervention period. 

SF12: SF12 measures via different scaled questions eight concepts: physical functioning, role limitations due to physical health problems, bodily pain, general health, vitality, social functioning, role limitations 

due to emotional problems, and mental health. The first four items together form the physical health scale. The latter four items form the mental health scale. The higher the scores, the better the physical and 

mental health. Highest possible score: 56. Lowest possible score: 12. 

10. Change in positive health. [ Time Frame: Day 0, Day 42 ] 

To investigate whether adding VR to rehabilitation (perceivably) improves quality of life, we will as well use the Positive Health questionnaire. The Positive Health questionnaire is used to measure change in 

quality of life before and after the intervention period. 
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Positive Health:Positive health consists out of 42 statements separated in 6 categories: bodily functioning, mental functioning, spiritual dimension, quality of life, social participation, daily functioning. Each 

question should be rated with a 0 (worst) to a 10 (best). The higher the scores, the better the quality of life. 

Other Outcome Measures: 

1. Patient characteristics related to use of VR [ Time Frame: Day 0 ] 

Age, gender, education, employment, lifestyle, experience with technology - qualitative measures. 

Eligibility Criteria 

Ages Eligible for Study:   16 Years and older   (Child, Adult, Older Adult) 

Sexes Eligible for Study:   All 

Accepts Healthy Volunteers:   No 

Criteria 

Inclusion Criteria: 

1. Patient has had COVID-19. 

2. Patient has an indication for physical therapy in the context of rehabilitation after COVID-19. 

3. At the day of recruitment, the estimated length of the physical therapy is at least 3 weeks after inclusion. 

4. Patient is willing and able to comply with the study protocol. 

5. Patient is at least 16 years old on the day the informed consent form will be signed. 

6. Patient can read and understand the Dutch language. 

Exclusion Criteria: 

1. The patient is participating in another study interfering with this study. 

2. Patient has difficulties to handle virtual reality: 

a. Patient suffers from delirium or acute confusional state. 

b. Patient has (a history of) dementia, seizure, or epilepsy. 

c. Patient has severe hearing/visual impairment not corrected. 

d. The skin of the patient's head or face is not intact (for example head wounds, psoriasis, eczema). 

3. Patient has a high risk of contamination with a therapy resistant micro-organism e.g. MRSA. 

4. Patients suffers from severe anxiety or depression (HADS≥16). 

5. Red flags (see Appendix 1). 

Contacts and Locations 

Please refer to this study by its ClinicalTrials.gov identifier (NCT number): NCT04505761 

Locations Netherlands Radboud university medical center Nijmegen, Gelderland, Netherlands, 6525 GA 

Sponsors and Collaborators 

Radboud University Medical Center 

Investigators Principal Investigators: Harry van Goor, MD, PhD Radboud University Medical Center, Bart Staal, PT, PhD, Radboud University Medical Center 

More Information 

Publications automatically indexed to this study by ClinicalTrials.gov Identifier (NCT Number): 
Groenveld T, Achttien R, Smits M, de Vries M, van Heerde R, Staal B, van Goor H; COVID Rehab Group. Feasibility of Virtual Reality Exercises at Home for Post-COVID-19 Condition: Cohort Study. JMIR Rehabil 

Assist Technol. 2022 Aug 15;9(3):e36836. doi: 10.2196/36836. 

Responsible Party: Radboud University Medical Center 

ClinicalTrials.gov Identifier: NCT04505761     History of Changes 

Other Study ID Numbers: COVRehab 

First Posted: August 10, 2020    Key Record Dates 

Last Update Posted: April 6, 2021 

Last Verified: June 2020 

Individual Participant Data (IPD) Sharing Statement: 

Plan to Share IPD: No 

Plan Description: Only upon asking. 

 

Studies a U.S. FDA-regulated Drug Product: No 

Studies a U.S. FDA-regulated Device Product: No 

Keywords provided by Radboud University Medical Center: 

https://clinicaltrials.gov/ct2/bye/rQoPWwoRrXS9-i-wudNgpQDxudhWudNzlXNiZip9Ei7ym67VZRF8OgCJSgCVA6h9Ei4L3BUgWwNG0it.
https://clinicaltrials.gov/ct2/bye/rQoPWwoRrXS9-i-wudNgpQDxudhWudNzlXNiZip9Ei7ym67VZRF8OgCJSgCVA6h9Ei4L3BUgWwNG0it.
https://clinicaltrials.gov/show/NCT04505761
https://clinicaltrials.gov/ct2/history/NCT04505761
https://clinicaltrials.gov/ct2/keydates/NCT04505761
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Virtual Reality 

Rehabilitation 

Post-intensive care syndrome 

Additional relevant MeSH terms: 

Coronavirus Infections 

Syndrome 

Disease 

Pathologic Processes 

Coronaviridae Infections 

Nidovirales Infections 

RNA Virus Infections 

Virus Diseases 

Infections 

Trial record 17 of 41 for:    intensive care unit AND psychological | COVID-19 

French Cohort of COVID-19 Patients With Post-intensive Care Syndrome (COREADOM) 

ClinicalTrials.gov Identifier: NCT04590170 

Recruitment Status  : Recruiting 

First Posted  : October 19, 2020 

Last Update Posted  : January 8, 2021 

See Contacts and Locations 

Sponsor: 

Assistance Publique - Hôpitaux de Paris 

Information provided by (Responsible Party): 

Assistance Publique - Hôpitaux de Paris 

 Study Details 

 Tabular View 

 No Results Posted 

Study Description 

Brief Summary: 

The purpose of this study is to describe post-intensive care syndrome (PICS) of patients surviving to coronavirus disease 2019 (COVID19) and their rehabilitation and recovery process from hospital to home return 

Condition or disease  Intervention/treatment  

Covid19 Behavioral: Post-intensive Care unit syndrome 

Study Design 

Study Type  : Observational 

Estimated Enrollment  : 100 participants 

Observational Model: Cohort 

Time Perspective: Retrospective 

Official Title: French Cohort of covid19 Patients With Post-intensive Care Syndrome : Rehabilitation From Intensive Care Unit to Home Return 

Actual Study Start Date  : October 30, 2020 

Estimated Primary Completion Date  : October 30, 2022 

Estimated Study Completion Date  : April 30, 2023 

Groups and Cohorts 

Intervention Details: 

 Behavioral: Post-intensive Care unit syndrome 

Post-intensive Care unit syndrome after an intensive care unit stay for the COVID19 

Outcome Measures 

Primary Outcome Measures  : 

1. Change on cognitive Impairment: Vigilance (RASS) [ Time Frame: Between 10 days and 1 month after ICU's discharge ] Used to measure the agitation or sedation level of a person. Range -5 to +4 

2. Change on cognitive Impairment: Cooperation [ Time Frame: Between 10 days and 1 month after ICU's discharge ] Yes/no 

3. Change on cognitive Impairment: Communication [ Time Frame: Between 10 days and 1 month after ICU's discharge ] Yes/no 

https://clinicaltrials.gov/ct2/show/NCT04590170?term=intensive+care+unit+AND+psychological&cond=COVID-19&draw=3&rank=17#contacts
https://clinicaltrials.gov/ct2/show/record/NCT04590170?term=intensive+care+unit+AND+psychological&cond=COVID-19&draw=3&rank=17
https://clinicaltrials.gov/ct2/show/results/NCT04590170?term=intensive+care+unit+AND+psychological&cond=COVID-19&draw=3&rank=17
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4. Change on cognitive Impairment: Agitation [ Time Frame: Between 10 days and 1 month after ICU's discharge ]Yes/no 

5. Change on cognitive Impairment: Delirium [ Time Frame: Between 10 days and 1 month after ICU's discharge ] Yes/no 

6. Change on cognitive Impairment : Introduction of neuroleptic [ Time Frame: Between 10 days and 1 month and 3 months and 6 months after ICU's discharge ] Yes/no 

7. Change on cognitive Impairment: temporo-spatial disorientation [ Time Frame: Between 10 days and 1 month after ICU's discharge ] Yes/no 

8. Change on physical Impairment : dyspnea [ Time Frame: Between 10 days and 1 month and 3 months and 6 months after ICU's discharge ] Yes/No 

9. Change on physical Impairment: Modified Borg scale dyspnea score. [ Time Frame: Between 10 days and 1 month and 3 months and 6 months after ICU's discharge ] Verbal and numerical scale that asks you to 

rate the difficulty of your breathing Patients are asked to tick the boxes that reflect their dyspnea perception best range 0-10 lesser is better 

10. Change on physical Impairment : cough [ Time Frame: Between 10 days and 1 month and 3 months and 6 months after ICU's discharge ] Yes/No 

11. Change on physical Impairment : respiratory rate [ Time Frame: Between 10 days and 1 month and 3 months and 6 months after ICU's discharge ] Number of breaths/per minute. 

12. Change on physical Impairment : ventilation mode [ Time Frame: Between 10 days and 1 month and 3 months and 6 months after ICU's discharge ] Tracheotomy/ ambient air / OXYGEN THERAPY Other 

13. Change on physical Impairment : Peripheral capillary oxygen saturation (SpO2) at rest [ Time Frame: Between 10 days and 1 month and 3 months and 6 months after ICU's discharge ] measured by pulse 

oximetry, which provides an indirect measurement of arterial oxygenation (SaO2) based on the differential absorption of light by oxygenated and deoxygenated blood during pulsatile blood flow 

14. Change on physical Impairment : respiratory rate on activity [ Time Frame: Between 10 days and 1 month and 3 months and 6 months after ICU's discharge ] respiratory rate breathing rate on activity 

15. Change on physical Impairment : Peripheral capillary oxygen saturation (SpO2) on activity [ Time Frame: Between 10 days and 1 month and 3 months and 6 months after ICU's discharge ] measured by pulse 

oximetry, which provides an indirect measurement of arterial oxygenation (SaO2) based on the differential absorption of light by oxygenated and deoxygenated blood during pulsatile blood flow during activity 

16. Change on physical Impairment : orthostatic hypotension [ Time Frame: Between 10 days and 1 month and 3 months and 6 months after ICU's discharge ] Yes/no drop in blood pressure that occurs when moving 

from a laying down (supine) position to a standing (upright) position. 

17. Change on physical Impairment : electrocardiogram at rest [ Time Frame: Between 10 days and 1 month and 3 months and 6 months after ICU's discharge ] electrocardiogram at rest 

18. Change on physical impairment : numeric verbal scales of fatigue [ Time Frame: Between 10 days and 1 month and 3 months and 6 months after ICU's discharge ] self-evaluation numeric verbal scales of fatigue 

ranges (0-10) lesser is better 

19. Change on physical Impairment: numeric verbal scales of pain [ Time Frame: Between 10 days and 1 month and 3 months and 6 months after ICU's discharge ] self-evaluation numeric verbal scales of pain 

ranges (0-10) lesser is better 

20. Change on physical Impairment : stiffness or pain involving joints [ Time Frame: Between 10 days and 1 month and 3 months and 6 months after ICU's discharge ] Yes/No small joints (wrists, fingers, toes) and 

large joints (shoulders, elbows, hips, knees, ankles) 

21. Change on physical Impairment : stability of the trunk in siting [ Time Frame: Between 10 days and 1 month and 3 months and 6 months after ICU's discharge ] Yes/no 

22. Change on physical Impairment : autonomy for bed-chair transfers [ Time Frame: Between 10 days and 1 month and 3 months and 6 months after ICU's discharge ] 

Yes/no 

23. Change on physical Impairment autonomy for walking [ Time Frame: Between 10 days and 1 month and 3 months and 6 months after ICU's discharge ] Yes/no 

24. Change on physical Impairment : sores [ Time Frame: Between 10 days and 1 month and 3 months and 6 months after ICU's discharge ] 

Yes/no Localisation 

25. Change on Imagery cerebral [ Time Frame: Between 10 days and 1 month and 3 months and 6 months after ICU's discharge ] 

date and result if applicable 

26. Change on physical Impairment neurologic exam [ Time Frame: Between 10 days and 1 month and 3 months and 6 months after ICU's discharge ] 

motor or sensory deficits involving the upper and the lower limbs (yes/no) Anosmia Yes/no taste loss Yes/no 

27. Change on physical Impairment Medical Research Council (MRC-SS MRC Sum score) [ Time Frame: Between 10 days and 1 month and 3 months and 6 months after ICU's discharge ] 

assess muscle strength from Grade 5 (normal) to Grade 0 (no visible contraction). 

MRC-SS score was defined as the sum of MRC scores from six muscles in the upper and lower limbs on both sides so that the score ranged from 60 (normal) to 0 (quadriplegic). 

28. Change on physical Impairment five times sit to stand test [ Time Frame: Between 10 days and 1 month and 3 months and 6 months after ICU's discharge ] 

The score is the amount of time (to the nearest decimal in seconds) it takes a patient to transfer from a seated to a standing position and back to sitting five times without use of arms, Equipment • Standard height 

chair (43-45 cm, 17-18 inches) with a backrest. If the patient cannot perform five stands to complete the test without use of arms, a score of 0 seconds should be documented. 

29. Change on cognitive Impairment The Montreal Cognitive Assessment (MoCA) [ Time Frame: Between 10 days and 1 month and 3 months and 6 months after ICU's discharge ] 

Designed as a rapid screening instrument for mild cognitive dysfunction. It assesses different cognitive domains: attention and concentration, executive functions, memory, language, visuoconstruction skills, 

conceptual thinking, calculations, and orientation. Range 0 -30 higher is better 

30. Cognitive Impairment Frontal Assessment Battery (FAB) [ Time Frame: Between 10 days and 1 month and 3 months and 6 months after ICU's discharge ] 

Total score is from a maximum of 18, higher scores indicating better performance. 

31. Change on psychological Impairment : sadness [ Time Frame: Between 10 days and 1 month and 3 months and 6 months after ICU's discharge ] Yes/no 

32. Change on psychological Impairment : anxiety [ Time Frame: Between 10 days and 1 month and 3 months and 6 months after ICU's discharge ] Yes/no 

33. Change on psychological Impairment: Insomnia [ Time Frame: Between 10 days and 1 month and 3 months and 6 months after ICU's discharge ] Yes/no 

34. Change on psychological Impairment : Apathy [ Time Frame: Between 10 days and 1 month and 3 months and 6 months after ICU's discharge ] Yes/no 

35. Change on psychological Impairment : sideration [ Time Frame: Between 10 days and 1 month and 3 months and 6 months after ICU's discharge ] Yes/no 

36. Change on psychological Impairment : Despair [ Time Frame: Between 10 days and 1 month and 3 months and 6 months after ICU's discharge ] Yes/no 

37. Change on psychological Impairment : Culpability [ Time Frame: Between 10 days and 1 month and 3 months and 6 months after ICU's discharge ]Yes/no 
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38. Change on psychological Impairment : Conduit addictive [ Time Frame: Between 10 days and 1 month and 3 months and 6 months after ICU's discharge ] Yes/no 

39. Change on psychological Impairment : psychiatric or psychologic care [ Time Frame: Between 10 days and 1 month and 3 months and 6 months after ICU's discharge ] 

Yes/nossess type of psychiatric treatment [ Time Frame: Between 10 days and 1 month and 3 months and 6 months after ICU's discharge ] Type 

40. Change on psychological Impairment : Hospital Anxiety and Depression Scale (HADS) [ Time Frame: Between 10 days and 1 month and 3 months and 6 months after ICU's discharge ] 

A 14-item self-report screening scale that was originally developed to indicate the possible presence of anxiety and depressive states It contains two 7-item scales: one for anxiety and one for depression both with 

a score range of 0-21. 

41. Change on psychological Impairment : Posttraumatic Stress Disorder Checklist Scale (PCL-S) [ Time Frame: Between 10 days and 1 month and 3 months and 6 months after ICU's discharge ] 20-item 

questionnaire, corresponding to the Manual of Mental Disorders (DSM-5) symptom criteria for PTSD. 

42. assess psychological Impairment [ Time Frame: Change between 10 days and 1 month and 3 months and 6 months after ICU's discharge ] 

Introduction of antidepressant drugs Type 

43. assess psychological Impairment [ Time Frame: change between 10 days and 1 month and 3 months and 6 months after ICU's discharge ] Introduction of neuroleptic Type 

Secondary Outcome Measures  : 

1. asses demographics information [ Time Frame: Between 10 days and 1 month after ICU's discharge ] Age, sex, formal education, marital status, occupation, place of living, socio-professional category 

2. assess comorbidities [ Time Frame: Between 10 days and 1 month after ICU's discharge ] number of comorbidities 

3. assess past and current medications [ Time Frame: Between 10 days and 1 month and 3 months and 6 months after ICU's discharge ] Precise 

4. assess related symptoms nature of COVID-19 [ Time Frame: Between 10 days and 1 month after ICU's discharge ] 

duration of COVID-19-related symptoms nature Laboratory-confirmed SARS-CoV-2 infection as determined by PCR, or other commercial or public health assay and/or CT-scan showing typical radiological 

findings 

5. assess characteristics of ongoing hospitalization [ Time Frame: Between 10 days and 1 month after ICU's discharge ] 

number of characteristics of ongoing hospitalization (invasive ventilation, curare, others treatments ) 

6. assess medical complications in intensive care [ Time Frame: Between 10 days and 1 month after ICU's discharge ] 

Pneumopathy pulmonary embolism others 

7. Descriptive data of the rehabilitation care pathway after stay in intensive care until return home [ Time Frame: Between 10 days and 1 month and 3 months and 6 months after ICU's discharge ] 

Number of days to discharge from hospital Service of rehabilitation care hospital at home (HAH) return at home 

8. Number of new medical qualifying events since last contact [ Time Frame: Between 10 days and 1 month and 3 months and 6 months after ICU's discharge ] complications 

9. Social status [ Time Frame: Between 10 days and 1 month and 3 months and 6 months after ICU's discharge ] professional activity unemployment retirement others 

10. Activities of Daily Living (ADL) scale [ Time Frame: 3 months and 6 months after ICU's discharge ] Related to personal care (self-performance) looks at four of these tasks: transfer, bed mobility, toileting and 

eating. The resident's self- performance and the amount of staff support provided are evaluated for all of these tasks ranges from 0 (independent) to 4 (total dependence) 

11. Quality of life Medical outcome study short form 12 items (MOS-SF-12 ) questionnaire [ Time Frame: 3 months and 6 months after ICU's discharge ] Self-reported outcome measure assessing the impact of 
health on an individual's everyday life Patients fill out a 12-question survey which is then scored by a clinician or researcher. 
Questionnaire consisting of 12 questions that measure 8 health domains to assess physical and mental health. Physical health-related domains include General Health (GH), Physical Functioning (PF), Role 

Physical (RP), and Body Pain (BP). Mental health-related scales include Vitality (VT), Social Functioning (SF), Role Emotional (RE), and Mental Health (MH). 

12. Gait analysis 6-minute walk test (6MWT) [ Time Frame: 3 months and 6 months after ICU's discharge ] 

Sub-maximal exercise test used to assess aerobic capacity and endurance. The distance covered over a time of 6 minutes is used as the outcome by which to compare changes in performance capacity. 

13. Balance and Gait analysis [ Time Frame: 3 months and 6 months after ICU's discharge ] 

Inertial Sensors to Assess Gait Quality 

Eligibility Criteria 

Information from the National Library of Medicine 
Choosing to participate in a study is an important personal decision. Talk with your doctor and family members or friends about deciding to join a study. To learn more about this study, you or your doctor may contact the 

study research staff using the contacts provided below. For general information, Learn About Clinical Studies. 

Ages Eligible for Study:   18 Years and older   (Adult, Older Adult) 

Sexes Eligible for Study:   All 

Sampling Method:   Non-Probability Sample 

Study Population 

Patients hospitalized in cochin or Corentin-celton hospitals after an intensive care unit stay for a COVID19 infection 

Criteria 

Inclusion Criteria: 

 COVID 19 infection (PCR or CT-scan) 

 ICU stay requiring mechanical ventilation 

 Age ≥18 years old 

Exclusion Criteria: 

- Inability to give consent 

https://clinicaltrials.gov/ct2/about-studies/learn


60 

Contacts and Locations 

Contacts 

Contact: Marie-Martine Marie-Martine, MD, PhD +33630480893 marie-martine.lefevre-colau@aphp.fr  

 

Contact: Marie Benhammani-Godard +33158411211 marie.godard@aphp.fr  

 

Locations France 

Department of Physical Medicine and Rehabilitation Recruiting 

Issy-les-Moulineaux, France, 92130 

Contact: Anita DUMITRACHE       alina.dumitrache@aphp.fr    

Department of Rehabilitation, Institute of Rheumatology Cochin Not yet recruiting 

Paris, France, 75014 

Contact: Camille Camille, MD    +33659064885    camille.daste@aphp.fr    

Sponsors and Collaborators 

Assistance Publique - Hôpitaux de Paris 

Investigators 

Principal Investigator: Camille : Camille, MD Study Principal Investigator 

More Information 

Responsible Party: Assistance Publique - Hôpitaux de Paris 

ClinicalTrials.gov Identifier: NCT04590170     History of Changes 

Other Study ID Numbers: APHP200812 

First Posted: October 19, 2020    Key Record Dates 

Last Update Posted: January 8, 2021 

Last Verified: December 2020 

Individual Participant Data (IPD) Sharing Statement: 

Plan to Share IPD: Undecided 

Studies a U.S. FDA-regulated Drug Product: No 

Studies a U.S. FDA-regulated Device Product: No 

Additional relevant MeSH terms: 

COVID-19 

Respiratory Tract Infections 

Infections 

Pneumonia, Viral 

Pneumonia 

Virus Diseases 

Coronavirus Infections 

Coronaviridae Infections 

Nidovirales Infections 

RNA Virus Infections 

Lung Diseases 

Respiratory Tract Diseases 

Trial record 18 of 41 for:    intensive care unit AND psychological | COVID-19 

Post-intensive Care Follow-up of Patients Hospitalized for an Acute Respiratory Distress Syndrome Caused by COVID-19 (RE-CoV-ERY) 

ClinicalTrials.gov Identifier: NCT04619368 

Recruitment Status  : Recruiting 

First Posted  : November 6, 2020 

Last Update Posted  : June 9, 2022 

See Contacts and Locations 

Sponsor: 

University Hospital, Toulouse 

Information provided by (Responsible Party): 

University Hospital, Toulouse 

mailto:marie-martine.lefevre-colau%40aphp.fr?subject=NCT04590170,%20APHP200812,%20French%20Cohort%20of%20COVID-19%20Patients%20With%20Post-intensive%20Care%20Syndrome
mailto:marie.godard%40aphp.fr?subject=NCT04590170,%20APHP200812,%20French%20Cohort%20of%20COVID-19%20Patients%20With%20Post-intensive%20Care%20Syndrome
mailto:alina.dumitrache%40aphp.fr?subject=NCT04590170,%20APHP200812,%20French%20Cohort%20of%20COVID-19%20Patients%20With%20Post-intensive%20Care%20Syndrome
mailto:camille.daste%40aphp.fr?subject=NCT04590170,%20APHP200812,%20French%20Cohort%20of%20COVID-19%20Patients%20With%20Post-intensive%20Care%20Syndrome
https://clinicaltrials.gov/show/NCT04590170
https://clinicaltrials.gov/ct2/history/NCT04590170
https://clinicaltrials.gov/ct2/keydates/NCT04590170
https://clinicaltrials.gov/ct2/show/NCT04619368?term=intensive+care+unit+AND+psychological&cond=COVID-19&draw=3&rank=18#contacts


61 

 Study Details 

 Tabular View 

 No Results Posted 

 Disclaimer 

 How to Read a Study Record 

Study Description 

Brief Summary: 

For the last years, studies have described the " Post-intensive care Syndrome " (PICS), which consists in alteration of quality of life, cognition, autonomy and psychological disorders within the months after intensive-

care. Patients with COVID-19 in intensive care units are at high risks to develop PICS. 

The primary objective is to analyse the incidence of the post-traumatic stress disorder at 12 months after intensive-care for a COVID-19 Acute Respiratory Distress Syndrome (ARDS). 

Condition or disease  Intervention/treatment  

Human ARDSCoronavirus Infection Other: Follow up calls 

Many studies have showed that ARDS survivors keep, even a long time after hospitalization, a functional respiratory disability, resulting on one hand from impaired diffusion of carbon monoxide, and on the other hand 

from a muscular weakness. Indeed, 67% of patients ventilated more than 10 days have a neuromyopathy whose recovery is uncertain. 

Beside this, Long-term quality of life is worse than in general population, due in particular to depressive and anxiety disorders such as post-traumatic syndrome disorder with a prevalence around 22% after one year. 

The follow-up will consist in phone call with an intensive care doctor. These visits would be the opportunity to screen the complications after intensive-care with, find solutions to cure them or decrease their impact on 

patient's life to improve quality of life and prevent the post-traumatic syndrome disorder PTSD. A review would be sent to the patients' General Practitioners at the end of each visit. 

Study Design 

Study Type  : Observational [Patient Registry] 

Estimated Enrollment  : 100 participants 

Observational Model: Cohort 

Time Perspective: Prospective 

Target Follow-Up Duration: 1 Year 

Official Title: Post-intensive Care Follow-up of Patients Hospitalized for an Acute Respiratory Distress Syndrome (ARDS) Caused by SARS-CoV-2 (COVID-19) 

Actual Study Start Date  : July 27, 2020 

Estimated Primary Completion Date  : July 2022 

Estimated Study Completion Date  : July 2022 

Resource links provided by the National Library of Medicine 
MedlinePlus related topics: COVID-19 (Coronavirus Disease 2019) 

Genetic and Rare Diseases Information Center resources: Respiratory Distress Syndrome, Infant Acute Respiratory Distress Syndrome Acute Graft Versus Host Disease 

U.S. FDA Resources 

Groups and Cohorts 

Intervention Details: 

 Other: Follow up calls 

The follow-up will consist in phone call with an intensive care doctor. These visits would be the opportunity to screen the complications after intensive-care with, find solutions to cure them or decrease their impact on 

patient's life to improve quality of life and prevent the post-traumatic syndrome disorder PTSD. A review would be sent to the patients' General Practitioners at the end of each visit. 

Outcome Measures 

Primary Outcome Measures  : 

1. Incidence of Post-traumatic Stress Disorder (PTSD) with the Post-traumatic Checklist-5 (PCL-5) 12 months after intensive-care [ Time Frame: month 12 ] 

Incidence of Post-traumatic Stress Disorder (PTSD) with the Post-traumatic Checklist-5 (PCL-5) 12 months after intensive-care 

Secondary Outcome Measures  : 

1. psychological disorders measured by QIDS [ Time Frame: Month 3 ] 

psychological disorders measured by QIDS, Quick Inventory of Depressive Symptomatology. results from 0 to 27; 27 is the higher score of depressive symptoms 

2. psychological disorders measured by STAI-YA [ Time Frame: Month 3 ] 

psychological disorders measured by STAI-YA, State Trait Inventory Anxiety. Results from 20 to 80. 80 is the higher score of anxiety 

3. psychological disorders measured by QIDS [ Time Frame: Month 6 ] 

psychological disorders measured by QIDS : Quick Inventory of Depressive Symptomatology. results from 0 to 27; 27 is the higher score of depressive symptoms 

https://clinicaltrials.gov/ct2/show/record/NCT04619368?term=intensive+care+unit+AND+psychological&cond=COVID-19&draw=3&rank=18
https://clinicaltrials.gov/ct2/show/results/NCT04619368?term=intensive+care+unit+AND+psychological&cond=COVID-19&draw=3&rank=18
https://clinicaltrials.gov/ct2/about-site/disclaimer
https://clinicaltrials.gov/ct2/help/how-read-study
https://medlineplus.gov/
https://medlineplus.gov/covid19coronavirusdisease2019.html
https://rarediseases.info.nih.gov/gard
https://rarediseases.info.nih.gov/diseases/112/respiratory-distress-syndrome-infant
https://rarediseases.info.nih.gov/diseases/5698/acute-respiratory-distress-syndrome
https://rarediseases.info.nih.gov/diseases/6544/acute-graft-versus-host-disease
https://clinicaltrials.gov/ct2/info/fdalinks
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4. psychological disorders measured by STAI-YA [ Time Frame: Month 6 ] 

psychological disorders measured by STAI-YA, State Trait Inventory Anxiety. Results from 20 to 80. 80 is the higher score of anxiety 

5. psychological disorders measured by QIDS [ Time Frame: Month 12 ] 

psychological disorders measured by QIDS, Quick Inventory of Depressive Symptomatology. results from 0 to 27; 27 is the higher score of depressive symptoms 

6. psychological disorders measured by STAI-YA [ Time Frame: Month 12 ] 

psychological disorders measured by STAI-YA, State Trait Inventory Anxiety. Results from 20 to 80. 80 is the higher score of anxiety 

7. quality of life by EQL-5 [ Time Frame: Month 3 ] 

Quality of life measured by European Quality of Life -5 scale (overall satisfaction of Europeans concerning different aspects of life) higher score is higher quality of life 

8. quality of life by EQL-5 [ Time Frame: Month 6 ] 

Quality of life measured by European Quality of Life -5 scale (overall satisfaction of Europeans concerning different aspects of life), higher score is higher quality of life 

9. quality of life by EQL-5 [ Time Frame: Month 12 ] 

Quality of life measured by European Quality of Life -5 scale (overall satisfaction of Europeans concerning different aspects of life), higher score is higher quality of life 

10. nutritional status [ Time Frame: Month 3 ] 

nutritional status measured by Nutritional Risk Screening 2002 

11. nutritional status [ Time Frame: Month 6 ] 

nutritional status measured by Nutritional Risk Screening 2002 

12. nutritional status [ Time Frame: Month 12 ] 

nutritional status measured by Nutritional Risk Screening 2002 

Eligibility Criteria 

Information from the National Library of Medicine 
Choosing to participate in a study is an important personal decision. Talk with your doctor and family members or friends about deciding to join a study. To learn more about this study, you or your doctor may contact the 

study research staff using the contacts provided below. For general information, Learn About Clinical Studies. 

Ages Eligible for Study:   18 Years and older   (Adult, Older Adult) 

Sexes Eligible for Study:   All 

Accepts Healthy Volunteers:   No 

Sampling Method:   Probability Sample 

Study Population 

cohort of all COVID patients who went out alive from intensive care 

Criteria 

Inclusion Criteria: 

 adult patient 

 hospitalized in intensive care of the CHU anesthesia-intensive care unit (Rangueil, URM, Neurosurgery) 

 intubated and ventilated 

 supported for an ARDS according to the Berlin criteria (PaO2 / FiO2 ratio <300 mmHg) 

 with an rt-PCR positive to SARS-CoV-2 

 affiliated to the french social security 

Exclusion Criteria: 

 minor patient 

 patient under protective measure 

 ARDS in the pandemic context but rt-PCR negative to SARS-CoV-2 

Contacts and Locations 

Please refer to this study by its ClinicalTrials.gov identifier (NCT number): NCT04619368 

Contacts 

Contact: Fanny BOUNES, PH 05 61 32 23 11 ext +33 Bounes.f@chu-toulouse.fr 

 

Locations France University Hospital of Toulouse Toulouse, France, 31000 Contact: Fanny BOUNES, PH         Recruiting 

Sponsors and Collaborators 

University Hospital, Toulouse 

Investigators 

Principal Investigator: Fanny BOUNES University Hospital, Toulouse 
 

https://clinicaltrials.gov/ct2/about-studies/learn
mailto:Bounes.f%40chu-toulouse.fr?subject=NCT04619368,%20RC31/20/0219,%20Post-intensive%20Care%20Follow-up%20of%20Patients%20Hospitalized%20for%20an%20Acute%20Respiratory%20Distress%20Syndrome%20Caused%20by%20COVID-19
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More Information 

Responsible Party: University Hospital, Toulouse 

ClinicalTrials.gov Identifier: NCT04619368     History of Changes 

Other Study ID Numbers: RC31/20/0219 

First Posted: November 6, 2020    Key Record Dates 

Last Update Posted: June 9, 2022 

Last Verified: June 2022 

Individual Participant Data (IPD) Sharing Statement: 

Plan to Share IPD: 

Undecided 

Studies a U.S. FDA-regulated Drug Product: No 

Studies a U.S. FDA-regulated Device Product: No 

Keywords provided by University Hospital, Toulouse: 

Post-intensive care Syndrome 

Acute Respiratory Distress Syndrome 

quality of life 

intensive care unit 

PTSD 

follow-up after ICU 

COVID-19 

Additional relevant MeSH terms: 

COVID-19 

Coronavirus Infections 

Respiratory Distress Syndrome 

Respiratory Distress Syndrome, Newborn 

Acute Lung Injury 

Syndrome 

Disease 

Pathologic Processes 

Respiratory Tract Infections 

Infections 

Pneumonia, Viral 

Pneumonia 

Virus Diseases 

Coronaviridae Infections 

Nidovirales Infections 

RNA Virus Infections 

Lung Diseases 

Respiratory Tract Diseases 

Respiration Disorders 

Infant, Premature, Diseases 

Infant, Newborn, Diseases 

Lung Injury 

Trial record 19 of 41 for:    intensive care unit AND psychological | COVID-19 

Previous Study | Return to List | Next Study 

One-year Outcomes in Survivors of the Severe COVID-19 Pneumonia (CO-Qo-ICU) (CO-Qo-ICU) 

ClinicalTrials.gov Identifier: NCT04401111 

Recruitment Status  : Unknown 

Verified May 2020 by Centre Hospitalier Universitaire de Nice. 

Recruitment status was:  Recruiting 

First Posted  : May 26, 2020 

Last Update Posted  : September 25, 2020 

Sponsor: 

Centre Hospitalier Universitaire de Nice 

Information provided by (Responsible Party): 

Centre Hospitalier Universitaire de Nice 

 Study Details 

 Tabular View 

 No Results Posted 

Study Description 

Brief Summary: 

Pneumonia caused by infection at SARS-CoV2 may be complicated by an acute respiratory detress syndrome need to take care in intensive care unit and can lead to mechanical ventilation. COVID-19 is a pandemic 

disease and lot of patients will survive of severe pneumoniae at SARS-CoV2 treat in ICU. At this time, there is no data about functional prognosis at long term. 

https://clinicaltrials.gov/show/NCT04619368
https://clinicaltrials.gov/ct2/history/NCT04619368
https://clinicaltrials.gov/ct2/keydates/NCT04619368
https://clinicaltrials.gov/ct2/show?term=intensive+care+unit+AND+psychological&cond=COVID-19&draw=3&rank=18
https://clinicaltrials.gov/ct2/results?term=intensive+care+unit+AND+psychological&cond=COVID-19&draw=3&rank=19
https://clinicaltrials.gov/ct2/show?term=intensive+care+unit+AND+psychological&cond=COVID-19&draw=3&rank=20
https://clinicaltrials.gov/ct2/show/record/NCT04401111?term=intensive+care+unit+AND+psychological&cond=COVID-19&draw=3&rank=19
https://clinicaltrials.gov/ct2/show/results/NCT04401111?term=intensive+care+unit+AND+psychological&cond=COVID-19&draw=3&rank=19
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This aim of this study is to evaluate the recovery of quality of life, respiratory function, neuromuscular function at long term and incidence of post-traumatic stress disorder. Patients will follow during 1year after out of 

ICU with 3 consultations at 3month, 6month and 12month. At each consultation patients will be evaluated about respiratory function, effort tolerance via 6minutes walking test, psychologic function with IES-R and HAD 

score and quality of life with SF36. 

The hypothesis is that patients who survived of ARDS post infection at SARS-CoV2 have persistent functional limitation and alteration of quality of life one year after being discharged from the ICU. 

Condition or disease  

COVIDARDSQuality of Life 

Study Design 

Study Type  : Observational 

Estimated Enrollment  : 150 participants 

Observational Model: Cohort 

Time Perspective: Prospective 

Official Title: Multiparametric Evaluation of One-year Outcomes in Survivors of the Severe COVID-19 Pneumonia After Intensive Care Unit 

Actual Study Start Date  : June 16, 2020 

Estimated Primary Completion Date  : June 15, 2021 

Estimated Study Completion Date  : June 15, 2021 

Groups and Cohorts 

Group/Cohort  

Survivors of Intensive care unit patients 

Survivors of severe COVID-19 pneumonia after intensive care unit 

Outcome Measures 

Primary Outcome Measures  : 

1. Evaluation of recovery of quality of life in first year after ICU discharged in patients hospitalised for severe pneumonia at SARS-CoV2 [ Time Frame: 1 year ] 

The primary outcome is the score SF36 at 3month, 6month, 12 month after discharged of ICU in study population 

Secondary Outcome Measures  : 

1. Evaluation of respiratory function during first year after ICU discharged in population studied [ Time Frame: 1 year ] 

Evaluation of functional respiratory exploratory 

2. Evaluation at 1 year of evolution of functional exercises capacity in population studied [ Time Frame: 1 year ] 

Mesure of the traveled distance in six-min walk test 

3. Evaluation of evolution of renal function during first year after ICU discharged in population studied [ Time Frame: 1 year ] 

Mesure of creatinine clairance and proteinuria 

4. Evaluation of evolution of right and left myocardic function during first year after ICU discharged in population studied [ Time Frame: 1 year ] 

Sudy of cardiac ultrasonography parameters 

5. Evaluation at 1 year of incidence of psychiatric pathology [ Time Frame: 1 year ] 

Occurence of post-traumatic stress disorder or anxious and depressive disorders in population studied 

6. Evaluation at 1 year of consequences in professional activity in population studied [ Time Frame: 1 year ] 

Rate of return to professional activity 

Biospecimen Retention:   Samples Without DNA, Whole blood 

Eligibility Criteria 

Ages Eligible for Study:   18 Years and older   (Adult, Older Adult) 

Sexes Eligible for Study:   All 

Sampling Method:   Non-Probability Sample 

Study Population 

Patients treated for COVID-19 in Intensive care unit 

Criteria 

Inclusion Criteria: 

All consecutive patients with COVID-19 pneumina with hypoxemia (need >6L/min d'O2) admitted to the ICU and survived of ICU will be included. Patients under 18 years or under guardianship will be excluded 

Contacts and Locations 

Information from the National Library of Medicine 
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To learn more about this study, you or your doctor may contact the study research staff using the contact information provided by the sponsor. 

Please refer to this study by its ClinicalTrials.gov identifier (NCT number): NCT04401111 

Contacts 

Contact: Clément SACCHERI 0033492035510 saccheri.c@chu-nice.fr  

 

Contact: Jean DELLAMONICA, MD, PhD 0033492035510 dellamonica.j@chu-nice.fr 

 

 

Locations France CHU de Nice Nice, France, 06200 Contact: Clément SACCHERI saccheri.c@chu-nice.fr Contact: Jean DELLAMONICA dellamonica.j@chu-nice.fr Recruiting 
 

Sponsors and Collaborators 

Centre Hospitalier Universitaire de Nice 

More Information 

Responsible Party: Centre Hospitalier Universitaire de Nice 

ClinicalTrials.gov Identifier: NCT04401111     History of Changes 

Other Study ID Numbers: 20reamedcovid04 

First Posted: May 26, 2020    Key Record Dates 

Last Update Posted: September 25, 2020 

Last Verified: May 2020 

Individual Participant Data (IPD) Sharing Statement: 

Plan to Share IPD: No 

Plan Description: No Data sharing plan has been established 

Studies a U.S. FDA-regulated Drug Product: No 

Studies a U.S. FDA-regulated Device Product: No 

Keywords provided by Centre Hospitalier Universitaire de Nice: 

Long term prognosis 

Six-minute walk test 

Restrictive syndrom 

Additional relevant MeSH terms: 

Pneumonia 

Respiratory Tract Infections 

Infections 

Lung Diseases 

Respiratory Tract Diseases 

Trial record 20 of 41 for:    intensive care unit AND psychological | COVID-19 

Anxiety and Burnout in Anesthetists and Intensive Care Unit Nurses During Covid-19 Pandemic 

ClinicalTrials.gov Identifier: NCT04604119 

Recruitment Status  : Completed 

First Posted  : October 27, 2020 

Last Update Posted  : October 28, 2020 

Sponsor: 

Sisli Hamidiye Etfal Training and Research Hospital 

Information provided by (Responsible Party): 

Sultan Acar Sevinç, Sisli Hamidiye Etfal Training and Research Hospital 

 

 Study Details 

 Tabular View 

 No Results Posted 

mailto:saccheri.c%40chu-nice.fr?subject=NCT04401111,%2020reamedcovid04,%20One-year%20Outcomes%20in%20Survivors%20of%20the%20Severe%20COVID-19%20Pneumonia%20(CO-Qo-ICU)
mailto:dellamonica.j%40chu-nice.fr?subject=NCT04401111,%2020reamedcovid04,%20One-year%20Outcomes%20in%20Survivors%20of%20the%20Severe%20COVID-19%20Pneumonia%20(CO-Qo-ICU)
mailto:saccheri.c%40chu-nice.fr?subject=NCT04401111,%2020reamedcovid04,%20One-year%20Outcomes%20in%20Survivors%20of%20the%20Severe%20COVID-19%20Pneumonia%20(CO-Qo-ICU)
mailto:dellamonica.j%40chu-nice.fr?subject=NCT04401111,%2020reamedcovid04,%20One-year%20Outcomes%20in%20Survivors%20of%20the%20Severe%20COVID-19%20Pneumonia%20(CO-Qo-ICU)
https://clinicaltrials.gov/show/NCT04401111
https://clinicaltrials.gov/ct2/history/NCT04401111
https://clinicaltrials.gov/ct2/keydates/NCT04401111
https://clinicaltrials.gov/ct2/show/record/NCT04604119?term=intensive+care+unit+AND+psychological&cond=COVID-19&draw=3&rank=20
https://clinicaltrials.gov/ct2/show/results/NCT04604119?term=intensive+care+unit+AND+psychological&cond=COVID-19&draw=3&rank=20
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Study Description 

Brief Summary: 

The aim is to measure anxiety level and burnout frequency of healthcare workers including attending physicians, residents and nurses working at intensive care unit during COVID-19 pandemic. 

The study protocol had consisted of three parts. The first part was related to demographic details including age, sex, marital status, working position, past medical history. 

The second part of the survey was validated Turkish form of Beck anxiety inventory (BAI) It has 21 questions. Every question is a somatic symptom of anxiety. Participants scored them regarding how this symptom 

bothered them past week. Items have four possible answers: not at all (0 point), mildly (1 point), moderate (2 point), severe (3 point). Total anxiety score can be between 0 and 63. Participants were categorized as no or 

mild anxiety if the total beck anxiety score was between 0-16, and moderate to severe anxiety if it was more than 16 The last part of the survey was validated Turkish form of Maslach Burnout Inventory (MBI) to evaluate 

components of BOS 

Condition or disease  

Sars-CoV2AnxietyBurnout 

Detailed Description: 

Our institution's ICU has served 31 beds for COVID-19 and 21 beds for other patients during pandemic with 27 attending physicians and 35 residents. Number of night shifts for attending physicians and residents were 3 

and 8 per month, respectively. The aim of the study was to evaluate the by measuring anxiety level and burnout frequency of HCWs including attending physicians, residents and nurses in our institution's ICU. 

Study Design 

Study Type  : Observational [Patient Registry] 

Actual Enrollment  : 104 participants 

Observational Model: Other 

Time Perspective: Cross-Sectional 

Target Follow-Up Duration: 10 Days 

Official Title: Anxiety and Burnout in Anesthetists and Intensive Care Unit Nurses During Covid-19 Pandemic 

Actual Study Start Date  : May 1, 2020 

Actual Primary Completion Date  : May 30, 2020 

Actual Study Completion Date  : June 1, 2020 

Resource links provided by the National Library of Medicine 
MedlinePlus related topics: Anxiety COVID-19 (Coronavirus Disease 2019) 

U.S. FDA Resources 

Groups and Cohorts 

Outcome Measures 

Primary Outcome Measures  : 

1. Anxiety [ Time Frame: 10-25 may ] 

Measured by Beck anxiety inventory. Total anxiety score can be between 0 and 63. Participants were categorized as no or mild anxiety if the total beck anxiety score was between 0-16, and moderate to severe 

anxiety if it was more than 16 

Secondary Outcome Measures  : 

1. Burnout [ Time Frame: 10-25 may ] 

Measured by Maslach Burnout Inventory. MBI has 7-point 22 Likerd type questions and subdivided into three parts to measure emotional exhaustion (EE) (9 items), depersonalization (DP) (5 items), personal 

accomplishment (PA) (8 items). High scores on EE and DP subscales and low score on PA subscale imply higher level of burnout 

Eligibility Criteria 

Ages Eligible for Study:   18 Years and older   (Adult, Older Adult) 

Sexes Eligible for Study:   All 

Accepts Healthy Volunteers:   No 

Sampling Method:   Non-Probability Sample 

Study Population 

Attending physicians, resident doctors, nurses working tertiary intensive care units of our institution 

Criteria 

Inclusion Criteria: 

Healthcare workers in our institute's intensive care units 

Exclusion Criteria: 

None 

Contacts and Locations 

Please refer to this study by its ClinicalTrials.gov identifier (NCT number): NCT04604119 

https://medlineplus.gov/
https://medlineplus.gov/anxiety.html
https://medlineplus.gov/covid19coronavirusdisease2019.html
https://clinicaltrials.gov/ct2/info/fdalinks
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Locations Turkey Sisli Hamidiye Etfal Education and Training Hospital, Istanbul, Turkey, 34771 
 

Sponsors and Collaborators 

Sisli Hamidiye Etfal Training and Research Hospital 

More Information 

Responsible Party: Sultan Acar Sevinç, medical doctor, Sisli Hamidiye Etfal Training and Research Hospital 

ClinicalTrials.gov Identifier: NCT04604119     History of Changes 

Other Study ID Numbers: 1577 

First Posted: October 27, 2020    Key Record Dates 

Last Update Posted: October 28, 2020 

Last Verified: October 2020 

Studies a U.S. FDA-regulated Drug Product: No 

Studies a U.S. FDA-regulated Device Product: No 

Keywords provided by Sultan Acar Sevinç, Sisli Hamidiye Etfal Training and Research Hospital: 

anxiety 

burnout 

covid 19 
Additional relevant MeSH terms: 

COVID-19 

Burnout, Psychological 

Stress, Psychological 

Anxiety Disorders 

Respiratory Tract Infections 

Infections 

Pneumonia, Viral 

Pneumonia 

Virus Diseases 

Coronavirus Infections 

Coronaviridae Infections 

Nidovirales Infections 

RNA Virus Infections 

Lung Diseases 

Respiratory Tract Diseases 

Mental Disorders 

Behavioral Symptoms 

Trial record 21 of 41 for:    intensive care unit AND psychological | COVID-19 

Prioritising Prevention of COVID-19 in Persons With Cancer in the French West Indies (RESILIENCE) 

ClinicalTrials.gov Identifier: NCT04768153 

Recruitment Status  : Active, not recruiting 

First Posted  : February 24, 2021 

Last Update Posted  : August 4, 2022 

Sponsor: 

University Hospital Center of Martinique 

Information provided by (Responsible Party): 

University Hospital Center of Martinique 

 

 Study Details 

 Tabular View 

 No Results Posted 

Study Description 

Brief Summary: 

The public health council (Haut Conseil de Santé Publique) published a statement on 14 March 2020 relating to the management of patients with severe forms of COVID-19, stipulating specific recommendations for 

patients with cancer. 

The statement notes that patients with cancer at much higher risk (four to five times higher) of several respiratory complications, which develop very rapidly, especially if they had recently undergone surgery or 

chemotherapy in the previous few weeks, and that this risk could be life-threatening, on top of the cancer-related risk. In addition, the statement noted that: 

 COVID-19 appears to be more frequent in patients with cancer than among the general population (1% vs 0.29%) 

 Among those infected, the risk of severe respiratory complications requiring admission to the intensive care unit (ICU) is higher in patients with cancer than among those without (39% vs 8%, P=0.0003). 

https://clinicaltrials.gov/show/NCT04604119
https://clinicaltrials.gov/ct2/history/NCT04604119
https://clinicaltrials.gov/ct2/keydates/NCT04604119
https://clinicaltrials.gov/ct2/show/record/NCT04768153?term=intensive+care+unit+AND+psychological&cond=COVID-19&draw=3&rank=21
https://clinicaltrials.gov/ct2/show/results/NCT04768153?term=intensive+care+unit+AND+psychological&cond=COVID-19&draw=3&rank=21
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 A history of chemotherapy or surgery in the previous months is an important prognostic factor for the development of severe respiratory complications (odds ratio (OR) = 5.34, P= 0.0026). 

 Deterioration of respiratory function occurs more quickly in patients with cancer (13 vs 43 days, hazard ratio (HR) 3.56, 95% confidence interval (CI) [1.65-7.69]). 

In addition, COVID-19 may lead to a change in the diagnostic and therapeutic management of patients with cancer, with potential consequences such as use of oral treatments at home, discontinuation of anticancer therapy 

depending on the context, or prioritization of management according to curative/palliative treatment type, age, and line of therapy. 

International studies previously reported the psychological repercussions of major epidemics on the emotional state. The impact of COVID-19 on patients with cancer therefore warrants evaluation, among cancer patients 

in the French West Indies, in the current situation of nationwide lockdown. 

 

Condition or disease  Intervention/treatment  

Cancer Biological: Serology 

 

Study Design 

Study Type  : Observational 

Estimated Enrollment  : 66 participants 

Observational Model: Cohort 

Time Perspective: Prospective 

Official Title: Prioritising Prevention of COVID-19 in Persons With Cancer in the French West Indies: Monitoring Psychological Impact to 

Optimize Healthcare Delivery Strategies in Unique Public Health Circumstances 

Actual Study Start Date  : July 15, 2020 

Actual Primary Completion Date  : December 31, 2021 

Estimated Study Completion Date  : December 31, 2024 

Groups and Cohorts 

Group/Cohort  Intervention/treatment  

Patients Biological: Serology 

Serological diagnosis of COVID-19 in patients with cancer from a sample of cancer patients, at 3 and 6 months after implementation of confinement in France 

 

Outcome Measures 

Primary Outcome Measures  : 

1. Evaluation of Psychiatric disorders [ Time Frame: 3 months after implementation of confinement in France ] 

Evaluation of presence of psychiatric disorders by questionnaire after the initiation of population-level confinement due to the COVID-19 epidemic 

2. Evaluation of Psychiatric disorders [ Time Frame: 6 months after implementation of confinement in France ] 

Evaluation of presence of psychiatric disorders by questionnaire after the initiation of population-level confinement due to the COVID-19 epidemic 

Biospecimen Retention:   Samples With DNA 

Realization of the COVID -19 serological profile of cancer patients 

Eligibility Criteria 

Ages Eligible for Study:   18 Years and older   (Adult, Older Adult) 

Sexes Eligible for Study:   All 

Accepts Healthy Volunteers:   Yes 

Sampling Method:   Probability Sample 

Study Population 

Cancer patients followed at the Martinique University Hospital 

Criteria 

Inclusion Criteria: 

 Patients aged 18 years or older living in the French West Indies 

 Patient with prevalent cancer of the prostate, breast, lung, colon or rectum 

 Patients who receive the information leaflet and do not express any opposition to the use of their personal medical data 

Exclusion Criteria: 

 Patients who are unable to answer the study questionnaires 
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 Patients who do not speak fluent French 

 Persons under legal protection 

Contacts and Locations 

Please refer to this study by its ClinicalTrials.gov identifier (NCT number): NCT04768153 

Locations Martinique CHU Martinique, Fort-de-France, Martinique, 97261 

Sponsors and Collaborators 

University Hospital Center of Martinique 

More Information 

Responsible Party: University Hospital Center of Martinique 

ClinicalTrials.gov Identifier: NCT04768153     History of Changes 

Other Study ID Numbers: 20_RIPH3_04 

First Posted: February 24, 2021    Key Record Dates 

Last Update Posted: August 4, 2022 

Last Verified: August 2022 

Individual Participant Data (IPD) Sharing Statement: 

Plan to Share IPD: No 

Studies a U.S. FDA-regulated Drug Product: No 

Studies a U.S. FDA-regulated Device Product: No 

Keywords provided by University Hospital Center of Martinique: 

Psychiatry 

Public health 

Trial record 22 of 41 for:    intensive care unit AND psychological | COVID-19 

Nursing Perspective on Burnout and Medical Errors in the Intensive Care Unit During Covid-19 Pandemic 

ClinicalTrials.gov Identifier: NCT04371302 

Recruitment Status  : Terminated (Logistical problems, administrative issues) 

First Posted  : May 1, 2020 

Last Update Posted  : October 8, 2021 

Sponsor: 

University of Malaya 

Information provided by (Responsible Party): 

Samuel E H Tsan, MD, BMedSc, University of Malaya 

 Study Details 

 Tabular View 

 No Results Posted 

Study Description 

Brief Summary: 

The investigators plan to perform an observational study to evaluate the prevalence of burnout, depression and medical errors in a designated exclusive Covid-19 patients hospital in Malaysia, during the Covid-19 

pandemic. In addition, the relationship between burnout and depression with medical errors will be assessed. The population studied will be the nurses working in the Intensive Care Unit, who are at higher risk due to the 

nature of their work at the frontlines of the pandemic. 

Condition or disease  Intervention/treatment  

Burnout, ProfessionalMedical ErrorsDepression Diagnostic Test: Questionnaire 

Detailed Description: 

https://clinicaltrials.gov/show/NCT04768153
https://clinicaltrials.gov/ct2/history/NCT04768153
https://clinicaltrials.gov/ct2/keydates/NCT04768153
https://clinicaltrials.gov/ct2/show/record/NCT04371302?term=intensive+care+unit+AND+psychological&cond=COVID-19&draw=2&rank=22
https://clinicaltrials.gov/ct2/show/results/NCT04371302?term=intensive+care+unit+AND+psychological&cond=COVID-19&draw=2&rank=22
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During this unprecedented Covid-19 pandemic crisis in the whole world, Malaysia is also affected, with more than 5000 patients infected in the whole country as of 20th April, 2020. Many Intensive Care Unit nurses, who 

are at the frontlines of managing Covid-19 patients, face increased workload, in addition to psychological stress from managing these patients, with stress also coming from being exposed to the risk of cross infection. 

Hence, they are possibly at high risk of burnout and depression. In such a time of increased stress, the investigators also seek to find out the prevalence of medical errors made by Intensive Care Unit nurses during this 

pandemic, and whether the medical errors are associated with burnout. Factors associated with burnout, depression and medical errors will also be evaluated. 

Study Design 

Study Type  : Observational 

Actual Enrollment  : 145 participants 

Observational Model: Cohort 

Time Perspective: Cross-Sectional 

Official Title: Nursing Perspective on Burnout and Medical Errors in the Intensive Care Unit of an Exclusively Covid-19 Hospital: the 

Malaysian Experience 

Actual Study Start Date  : May 1, 2020 

Actual Primary Completion Date  : June 30, 2020 

Actual Study Completion Date  : June 30, 2020 

Groups and Cohorts 

Group/Cohort  Intervention/treatment  

Intensive Care Unit nurses 

Nurses working in the Intensive care Unit of an exclusive Covid-19 hospital in Malaysia, during the Covid-19 pandemic 

Diagnostic Test: Questionnaire 

Assessment of demographics, burnout, depression and self-perceived medical errors 

Outcome Measures 

Primary Outcome Measures  : 

1. Prevalence of burnout among ICU nurses during Covid-19 [ Time Frame: 2 months ] 

Prevalence of burnout risk 

2. Prevalence of depression among ICU nurses during Covid-19 [ Time Frame: 2 months ] 

Prevalence of depression risk 

3. Prevalence of self-perceived medical errors among ICU nurses during Covid-19 [ Time Frame: 2 months ] 

Prevalence of self perceived medical errors 

4. Association of burnout, depression and medical errors among anaesthesiology clinicians during Covid-19 [ Time Frame: 2 months ] 

To find out if there exists a relationship between burnout, depression and medical errors 

Eligibility Criteria 

Information from the National Library of Medicine 
Choosing to participate in a study is an important personal decision. Talk with your doctor and family members or friends about deciding to join a study. To learn more about this study, you or your doctor may contact the 

study research staff using the contacts provided below. For general information, Learn About Clinical Studies. 

Ages Eligible for Study:   18 Years and older   (Adult, Older Adult) 

Sexes Eligible for Study:   All 

Sampling Method:   Non-Probability Sample 

Study Population 

All ICU nurses serving in Sungai Buloh Hospital, a nationally designated exclusive Covid-19 hospital in Malaysia during the Covid-19 pandemic. 

Criteria 

Inclusion criteria 

1. All nurses currently serving in the ICU, Sungai Buloh Hospital 

Exclusion criteria 

1. Subjects who refuse to participate 

2. Subjects working in ICU, Sungai Buloh Hospital, for less than 1 month 

Contacts and Locations 

Information from the National Library of Medicine 
Please refer to this study by its ClinicalTrials.gov identifier (NCT number): NCT04371302 

Locations Malaysia Sungai Buloh Hospital, Kuala Lumpur, Malaysia, 59000 

Sponsors and Collaborators 

University of Malaya 

More Information 

https://clinicaltrials.gov/ct2/about-studies/learn


71 

Responsible Party: Samuel E H Tsan, MD, 

BMedSc, Doctor, 

University of Malaya 

ClinicalTrials.gov Identifier: NCT04371302     

History of Changes 

Other Study ID Numbers: 54843 

First Posted: May 1, 2020    Key 

Record Dates 

Last Update Posted: October 8, 2021 

Last Verified: No 

Individual Participant Data (IPD) Sharing Statement: No 

Plan to Share IPD: No 
 

Studies a U.S. FDA-regulated Drug Product:  

Studies a U.S. FDA-regulated Device Product:  

Keywords provided by Samuel E H Tsan, MD, BMedSc, University of Malaya: 

Burnout 

Depression 

Medical errors 

Intensive Care Unit nurses 

Covid-19 
Additional relevant MeSH terms: 

COVID-19 

Burnout, Psychological 

Stress, Psychological 

Burnout, Professional 

Depression 

Respiratory Tract Infections 

Infections 

Pneumonia, Viral 

Pneumonia 

Virus Diseases 

Coronavirus Infections 

Coronaviridae Infections 

Nidovirales Infections 

RNA Virus Infections 

Lung Diseases 

Respiratory Tract Diseases 

Behavioral Symptoms 

Occupational Stress 

Occupational Diseases 

Trial record 23 of 41 for:    intensive care unit AND psychological | COVID-19 

Follow-up of Patients With Previous SARS-CoV-2 Infection: Long-term Damage Assessment 

ClinicalTrials.gov Identifier: NCT05359159 

Recruitment Status  : Recruiting 

First Posted  : May 3, 2022 

Last Update Posted  : May 3, 2022 

See Contacts and Locations 

Sponsor: 

University of L'Aquila 

Information provided by (Responsible Party): 

Clara Balsano, University of L'Aquila 

 Study Details 

 Tabular View 

 No Results Posted 

Study Description 

Brief Summary: 

https://clinicaltrials.gov/show/NCT04371302
https://clinicaltrials.gov/ct2/history/NCT04371302
https://clinicaltrials.gov/ct2/keydates/NCT04371302
https://clinicaltrials.gov/ct2/keydates/NCT04371302
https://clinicaltrials.gov/ct2/show/NCT05359159?term=intensive+care+unit+AND+psychological&cond=COVID-19&draw=2&rank=23#contacts
https://clinicaltrials.gov/ct2/show/record/NCT05359159?term=intensive+care+unit+AND+psychological&cond=COVID-19&draw=2&rank=23
https://clinicaltrials.gov/ct2/show/results/NCT05359159?term=intensive+care+unit+AND+psychological&cond=COVID-19&draw=2&rank=23
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People affected by SARS-CoV-2 infection, whether they have developed mild forms or a severe form of the disease, complain of nonspecific and entirely new symptoms or complain about the persistence pf them.We 

intend to follow over time the post-infectious phase of patients discharged from sub-intensive care unit. The aim is to identify symptoms and their frequency of presentation in the SARS-CoV-2 population in the post-

acute period. 

 

Condition or disease  Intervention/treatment  

COVID-19 Other: Data collection 

Study Design 

Study Type  : Observational 

Estimated Enrollment  : 100 participants 

Observational Model: Cohort 

Time Perspective: Prospective 

Official Title: Follow-up of Patients With Previous SARS-CoV-2 Infection: Long-term Damage Assessment 

Actual Study Start Date  : February 1, 2021 

Actual Primary Completion Date  : February 1, 2022 

Estimated Study Completion Date  : February 2023 

Resource links provided by the National Library of Medicine 
MedlinePlus related topics: COVID-19 (Coronavirus Disease 2019) 

U.S. FDA Resources 

Groups and Cohorts 

Group/Cohort  Intervention/treatment  

Post-COVID patients 

Patients recovered from Sars-CoV2 infection 

Other: Data collection 

Data collection 

healthy control patients 

Patients who did not have Sars-CoV2 

Other: Data collection 

Data collection 

Outcome Measures 

Primary Outcome Measures  : 

1. Greater understanding of SARS-CoV-2 disease [ Time Frame: 24 months ] 

Greater understanding of SARS-CoV-2 disease and its long-term manifestations. To this end, the clinical manifestations, any alterations in laboratory and instrumental parameters will be evaluated to identify 

organ damages and calculate its prevalence 

Secondary Outcome Measures  : 

1. Sequelae on daily life [ Time Frame: 24 months ] 

Understanding the impact of the disease and its sequelae on daily life and the impact on the psychological aspect of the person; 

Eligibility Criteria 

Information from the National Library of Medicine 
Choosing to participate in a study is an important personal decision. Talk with your doctor and family members or friends about deciding to join a study. To learn more about this study, you or your doctor may contact the 

study research staff using the contacts provided below. For general information, Learn About Clinical Studies. 

Ages Eligible for Study:   18 Years and older   (Adult, Older Adult) 

Sexes Eligible for Study:   All 

Gender Based Eligibility:   Yes 

Accepts Healthy Volunteers:   Yes 

Sampling Method:   Probability Sample 

Study Population 

Patients admitted to Ospedale San Salvatore dell'Aquila over 18 years during Sars-CoV2 pandemics, with or without Sars-CoV2 related disease 

Criteria 

Inclusion Criteria: 

 Patients over 18 

Exclusion Criteria: 

https://medlineplus.gov/
https://medlineplus.gov/covid19coronavirusdisease2019.html
https://clinicaltrials.gov/ct2/info/fdalinks
https://clinicaltrials.gov/ct2/about-studies/learn
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 Patients under 18 

Contacts and Locations 

Please refer to this study by its ClinicalTrials.gov identifier (NCT number): NCT05359159 

Contacts 

Contact: Clara Balsano 00390862434774 clara.balsano@univaq.it 

 

 

 

Locations Italy 

Clara Balsano Recruiting 

L'Aquila, Italy/L'Aquila, Italy, 67100 

Contact: Clara Balsano    +390862434774    clara.balsano@univaq.it    

University of L'Aquila Recruiting 

L'Aquila, Italy, 67100 

Contact: Clara Balsano    +39 0862434774    clara.balsano@univaq.it    

Sponsors and Collaborators 

University of L'Aquila 

More Information 

Responsible Party: Clara Balsano, Full professor, University of L'Aquila 

ClinicalTrials.gov Identifier: NCT05359159     History of Changes 

Other Study ID Numbers: 66848 

First Posted: May 3, 2022    Key Record Dates 

Last Update Posted: May 3, 2022 

Last Verified: April 2022 

 

Studies a U.S. FDA-regulated Drug Product: No 

Studies a U.S. FDA-regulated Device Product: No 

Keywords provided by Clara Balsano, University of L'Aquila: 

Long-COVID 

post-COVID 

SarS-CoV2 

Additional relevant MeSH terms: 

COVID-19 

Infections 

Respiratory Tract Infections 

Pneumonia, Viral 

Pneumonia 

Virus Diseases 

Coronavirus Infections 

Coronaviridae Infections 

Nidovirales Infections 

RNA Virus Infections 

Lung Diseases 

Respiratory Tract Diseases 

Trial record 24 of 41 for:    intensive care unit AND psychological | COVID-19 

Cohort Follow-up of Survivors of Hospitalization for COVID-19 During the 2nd Wave of the Epidemic in France (COMEBAC 2) 

ClinicalTrials.gov Identifier: NCT04934202 

Recruitment Status  : Recruiting 

First Posted  : June 22, 2021 

Last Update Posted  : June 22, 2021 

See Contacts and Locations 

Sponsor: 

Assistance Publique - Hôpitaux de Paris 

Information provided by (Responsible Party): 

Assistance Publique - Hôpitaux de Paris 

mailto:clara.balsano%40univaq.it?subject=NCT05359159,%2066848,%20Follow-up%20of%20Patients%20With%20Previous%20SARS-CoV-2%20Infection:%20Long-term%20Damage%20Assessment
mailto:clara.balsano%40univaq.it?subject=NCT05359159,%2066848,%20Follow-up%20of%20Patients%20With%20Previous%20SARS-CoV-2%20Infection:%20Long-term%20Damage%20Assessment
mailto:clara.balsano%40univaq.it?subject=NCT05359159,%2066848,%20Follow-up%20of%20Patients%20With%20Previous%20SARS-CoV-2%20Infection:%20Long-term%20Damage%20Assessment
https://clinicaltrials.gov/show/NCT05359159
https://clinicaltrials.gov/ct2/history/NCT05359159
https://clinicaltrials.gov/ct2/keydates/NCT05359159
https://clinicaltrials.gov/ct2/show/NCT04934202?term=intensive+care+unit+AND+psychological&cond=COVID-19&draw=2&rank=24#contacts
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 Study Details 

 Tabular View 

 No Results Posted 

Study Description 

Brief Summary: 

From July to September 2020, in a first uncontrolled cohort study, 478 patients who were hospitalized at Bicêtre hospital for COVID-19 and who survived were evaluated at 4 months (publication accepted at JAMA). The 

current project aims to bring together the means to continue this work during the 2nd epidemic wave. 

 

Condition or disease  Intervention/treatment  

SequelaeFibrosisPost-COVID SyndromePost-traumatic Stress Disorder Other: TeleconsultationOther: Outpatient clinic 

Detailed Description: 

From 15th July to 18th September, 2020, in a first uncontrolled cohort study (Multi-Expertise Consultation of Bicêtre After Covid-19, COMEBAC), we evaluated at four months the surviving patients who were 

hospitalized at the Bicêtre hospital for COVID-19 during the 1st wave of the epidemic in France and having survived this hospitalization. This cohort included 478 patients. The article resulting from the analysis of the data 

collected is accepted for publication in JAMA. 

This evaluation, the aim of which was both clinical and scientific, was carried out largely thanks to human and material resources then demobilized because of the epidemic and thanks to the investment of doctors and 

psychologists who carried out the work in addition to their usual work. 

The response to the current call for projects aims to bring together the means to continue this monitoring work during the 2nd epidemic wave, while the means and staff are this time completely mobilized by the care of 

patients with COVID-19 and other. It also aims to raise funds that will allow an in-depth analysis of the residual symptoms presented by the patients. 

The current project aims to continue the work started with the COMEBAC "1st wave" cohort with: 

 The inclusion of patients hospitalized after the 1st wave. 

 An assessment of symptoms according to the SARS-CoV-2 variant. 

 A 12-month follow-up of symptomatic patients during the evaluation in COMEBAC "1st wave". 

Study Design 

Study Type  : Observational 

Estimated Enrollment  : 500 participants 

Observational Model: Cohort 

Time Perspective: Prospective 

Official Title: Cohort Follow-up at 6-12 Months of Survivors of Hospitalization for COVID-19 During the 2nd Wave of the Epidemic From a University Hospital in France 

Actual Study Start Date  : May 5, 2021 

Estimated Primary Completion Date  : May 5, 2022 

Estimated Study Completion Date  : May 5, 2022 

Groups and Cohorts 

Group/Cohort  Intervention/treatment  

Patients from the 1st epidemic wave 

One year after their discharge from the initial hospitalization, 

patients who presented symptoms during the evaluation in 

COMEBAC "1st wave" in summer 2020 will benefit from a 

telephone assessment on the same schedule as that detailed 

above. If symptoms persist, they will be called to the day 

hospital for an assessment similar to the one detailed above. 

Other: Teleconsultation 

Teleconsulting physicians will subject patients to a standardized questionnaire that will look for the following symptoms: 

 General signs: Anorexia, fatigue, new hospitalization, weight loss, 

 Respiratory signs: recent dyspnoea, chest discomfort, chest pain, new cough, abnormal lung CT scan since discharge 

 Neurological signs: headache, paraesthesia, anosmia, limb paralysis 

 Digestive signs: abdominal pain, diarrhoea, constipation, nausea, vomiting 

Edition 2021 

◌ Cognitive signs using the Q3PC questionnaire (10): memory loss, slowness in reasoning, activity planning or problem solving, 

concentration, attention difficulties 

Other: Outpatient clinic 

https://clinicaltrials.gov/ct2/show/record/NCT04934202?term=intensive+care+unit+AND+psychological&cond=COVID-19&draw=2&rank=24
https://clinicaltrials.gov/ct2/show/results/NCT04934202?term=intensive+care+unit+AND+psychological&cond=COVID-19&draw=2&rank=24
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Group/Cohort  Intervention/treatment  

During a day hospitalization planned during the teleconsultation, patients will benefit from the following multidisciplinary assessment. 

 General clinical examination 

 Assessment of the state of health 

 Respiratory assessment 

 Pulmonary CT assessment 

 Cognitive evaluation 

 Cardiological evaluation 

 Renal assessment 

 Immunological evaluation 

Patients from the 2nd epidemic wave 

As during the evaluation carried out during the 1st wave, the 

detection of persistent symptoms will be done in two stages: 

 During a teleconsultation, to which all eligible patients will be 

invited, systematically looking for general, neurological, 

cognitive and respiratory symptoms 

 During a hospitalization in an outpatient clinic to which all 

survivors who have stayed in an intensive care unit (ICU) 

will be invited and, among patients who have not stayed in an 

ICU, those who have residual symptoms detected during the 

teleconsultation. 

Other: Teleconsultation 

Teleconsulting physicians will subject patients to a standardized questionnaire that will look for the following symptoms: 

 General signs: Anorexia, fatigue, new hospitalization, weight loss, 

 Respiratory signs: recent dyspnoea, chest discomfort, chest pain, new cough, abnormal lung CT scan since discharge 

 Neurological signs: headache, paraesthesia, anosmia, limb paralysis 

 Digestive signs: abdominal pain, diarrhoea, constipation, nausea, vomiting 

Edition 2021 

◌ Cognitive signs using the Q3PC questionnaire (10): memory loss, slowness in reasoning, activity planning or problem solving, 

concentration, attention difficulties 

Other: Outpatient clinic 

During a day hospitalization planned during the teleconsultation, patients will benefit from the following multidisciplinary assessment. 

 General clinical examination 

 Assessment of the state of health 

 Respiratory assessment 

 Pulmonary CT assessment 

 Cognitive evaluation 

 Cardiological evaluation 

 Renal assessment 

 Immunological evaluation 

Outcome Measures 

Primary Outcome Measures  : 

1. Prevalence of respiratory, cognitive and psychological symptoms presented at 6 months of hospitalization for COVID-19. [ Time Frame: 6 months ] 

nature and prevalence of symptoms persisting at 6 months of an episode of COVID-19 requiring hospitalization 

Secondary Outcome Measures  : 

1. Difference between the prevalence of residual symptoms between patients hospitalized during the 1st wave of the epidemic in France (from the COMEBAC "1st wave" study) and those of the current study [ 

Time Frame: 6 months ] 

risk factors for the various sequelae of COVID-19 

2. Association between patient characteristics and the prevalence of residual symptoms. [ Time Frame: 6 months ] 

effect of the therapeutic changes that occurred between the 1st and 2nd wave of COVID-19 on these persistent symptoms. 

3. Association between residual symptoms and the type of SARS-CoV-2 variant [ Time Frame: 6 months ] 

residual symptoms of COVID-19 according to the SARS-CoV-2 variants responsible 

4. Prevalence of respiratory, neurological, cognitive and psychological symptoms presented at 6 months of hospitalization for COVID-19 which occurred during the 1st epidemic wave. [ Time Frame: 6 months ] 

residual symptoms of COVID-19 one year after COVID-19 that occurred during the 1st epidemic wave 

Eligibility Criteria 

Ages Eligible for Study:   18 Years and older   (Adult, Older Adult) 

Sexes Eligible for Study:   All 
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Accepts Healthy Volunteers:   No 

Sampling Method:   Non-Probability Sample 

Study Population 

Patients from the 1st epidemic wave Patients from the 2nd epidemic wave 

Criteria 

For the 6-month evaluation of patients from the 2nd epidemic wave 

 Inclusion criteria 

o Age ≥18 years old 

o COVID-19 defined either by a reverse transcriptase-polymerase chain reaction (RT-PCR) or by a combination of clinical signs and compatible lung CT scan 

o Hospitalization for COVID-19 after 1st July 2020 

o Living out of the hospital 

 Exclusion criteria 

o Death occurring between index hospitalization and reassessment 

o Patient refusal 

o Discovery of a positive RT-PCR for SARS-CoV-2 during hospitalization for a reason other than COVID-19 

o Nosocomial COVID-19 

For the 12-month evaluation of patients from the 1st epidemic wave 

 Inclusion criteria 

◌ Presence of general, cognitive, psychological and respiratory symptoms during the assessment made at 4 months in COMEBAC "1st wave" 

 Exclusion criteria 

o Death occurring between the evaluation in COMEBAC "1st wave" and the re-evaluation 

o Patient refusal 

Contacts and Locations 

Please refer to this study by its ClinicalTrials.gov identifier (NCT number): NCT04934202 

Contacts 

Contact: Tai PHAM +33145217245 tai.pham@aphp.fr  

 

Locations France Bicetre hospital 
 

Recruiting 

Le Kremlin-Bicêtre, France, 94270 

Contact: Tai PHAM    0145217245    tai.pham@aphp.fr    

Sponsors and Collaborators 

Assistance Publique - Hôpitaux de Paris 

Investigators 

Principal Investigator: Tai PHAM Bicêtre Hospital 
 

More Information 

Responsible Party: Assistance Publique - Hôpitaux de Paris 

ClinicalTrials.gov Identifier: NCT04934202     History of Changes 

Other Study ID Numbers: COMEBAC 2 

First Posted: June 22, 2021    Key Record Dates 

Last Update Posted: June 22, 2021 

Last Verified: June 2021 

Individual Participant Data (IPD) Sharing Statement: 

Plan to Share IPD: No 

Studies a U.S. FDA-regulated Drug Product: No 

Studies a U.S. FDA-regulated Device Product: No 

Additional relevant MeSH terms: 

Stress Disorders, Traumatic 

Stress Disorders, Post-Traumatic 

mailto:tai.pham%40aphp.fr?subject=NCT04934202,%20COMEBAC%202,%20Cohort%20Follow-up%20of%20Survivors%20of%20Hospitalization%20for%20COVID-19%20During%20the%202nd%20Wave%20of%20the%20Epidemic%20in%20France
mailto:tai.pham%40aphp.fr?subject=NCT04934202,%20COMEBAC%202,%20Cohort%20Follow-up%20of%20Survivors%20of%20Hospitalization%20for%20COVID-19%20During%20the%202nd%20Wave%20of%20the%20Epidemic%20in%20France
https://clinicaltrials.gov/show/NCT04934202
https://clinicaltrials.gov/ct2/history/NCT04934202
https://clinicaltrials.gov/ct2/keydates/NCT04934202
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Trauma and Stressor Related Disorders 

Mental Disorders 

Trial record 25 of 41 for:    intensive care unit AND psychological | COVID-19 

Previous Study | Return to List | Next Study 

Impact and Sequelae of High Ventilatory Drive in Critically Ill COVID-19 Patients 

ClinicalTrials.gov Identifier: NCT05363332 

Recruitment Status  : Recruiting 

First Posted  : May 5, 2022 

Last Update Posted  : May 5, 2022 

See Contacts and Locations 

Sponsor: 

Corporacion Parc Tauli 

Collaborators: 

Althaia Xarxa Assistencial Universitària de Manresa 

Hospital Universitario Central de Asturias 

Information provided by (Responsible Party): 

Candelaria de Haro, Corporacion Parc Tauli 

 

 Study Details 

 Tabular View 

 No Results Posted 

Study Description 

Brief Summary: 

Critically ill COVID-19 patients with acute respiratory failure, in the intensive care unit (ICU), often feature high respiratory drive, determining large inspiratory efforts resulting in high pressures and global and regional 

over-distention, leading to lung injury. SARS-CoV-2 neurotropic-penetration in control centers in medulla oblongata might contribute to dysregulation and to excessively high respiratory drive observed in these patients. 

These pathophysiological conditions may often lead to the development of patient-ventilator asynchronies in aptients under mechanical ventilation, again leading to high tidal volumes and increased lung injury. These 

phenomena can contribute to prolonged duration of mechanical ventilation and ICU length of stay, but also can result in long term adverse outcomes like emotional/psychological and cognitive sequelae. All them 

compromising the quality of life of critically ill survivors after ICU discharge. 

The investigators will conduct a multicenter study in adult critically ill COVID-19 patients with hypoxemic respiratory failure, aiming to: 1) characterize incidence and clustering of high respiratory drive by developing 

algorithms, 2) apply artificial intelligence in respiratory signals to identify potentially harmful patient-ventilator interactions, 3) characterize cognitive and emotional sequelae in critically ill COVID-19 survivors after ICU 

discharge and 4) identify sets of genes and transcriptomic signatures whose quantified expression predisposed to asynchronies and cognitive impairment in critically ill COVID-19 patients. 

 

Condition or disease  

COVID-19Critical IllnessHypoxemic Respiratory FailureNeurocognitive DysfunctionMechanical Ventilation Complication 

 

Study Design 

Study Type  : Observational 

Estimated Enrollment  : 126 participants 

Observational Model: Cohort 

Time Perspective: Prospective 

Official Title: Impact and Sequelae of High Ventilatory Drive in Critically Ill COVID-19 Patients With Acute Respiratory Failure Requiring High Flow Oxygen or 

Mechanical Ventilation: Mechanistic and Genomic Characterization Using Artificial Intelligence 

Actual Study Start Date  : November 15, 2021 

Estimated Primary Completion Date  : May 15, 2023 

Estimated Study Completion Date  : November 15, 2024 

https://clinicaltrials.gov/ct2/show?term=intensive+care+unit+AND+psychological&cond=COVID-19&draw=2&rank=24
https://clinicaltrials.gov/ct2/results?term=intensive+care+unit+AND+psychological&cond=COVID-19&draw=2&rank=25
https://clinicaltrials.gov/ct2/show?term=intensive+care+unit+AND+psychological&cond=COVID-19&draw=2&rank=26
https://clinicaltrials.gov/ct2/show/NCT05363332?term=intensive+care+unit+AND+psychological&cond=COVID-19&draw=2&rank=25#contacts
https://clinicaltrials.gov/ct2/show/record/NCT05363332?term=intensive+care+unit+AND+psychological&cond=COVID-19&draw=2&rank=25
https://clinicaltrials.gov/ct2/show/results/NCT05363332?term=intensive+care+unit+AND+psychological&cond=COVID-19&draw=2&rank=25
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Resource links provided by the National Library of Medicine 
MedlinePlus related topics: COVID-19 (Coronavirus Disease 2019) 

Genetic and Rare Diseases Information Center resources: Acute Graft Versus Host Disease 

U.S. FDA Resources 

Groups and Cohorts 

Group/Cohort  

COVID-19 Cohort 

Patients with a diagnosis of moderate or severe pneumonia or ARDS secondary to COVID-19. 

Non COVID-19 Cohort 

Patients with a diagnosis of moderate or severe pneumonia or ARDS not secondary to COVID-19. 

 

 

Outcome Measures 

Primary Outcome Measures  : 

1. Respiratory drive [ Time Frame: From day 1 at ICU until the day were the criteria of PaFi > 300 is met, up to 30 days ] 

To characterize the high respiratory drive phenomena in critically ill COVID-19 patients undergoing mechanical ventilation. 

 

Secondary Outcome Measures  : 

1. Cluster of high respiratory drive [ Time Frame: From day 1 of mechanical ventilation until the day of mechanical ventilation discontinuation, up to 30 days ] 

To describe the incidence and clustering of high respiratory drive throughout mechanical ventilation period by the development of specific algorithms. 

2. Artificial intelligence algorithms [ Time Frame: From day 1 of mechanical ventilation until the day of mechanical ventilation discontinuation, up to 30 days ] 

To apply artificial intelligence (machine learning, deep learning, pattern/image recognition and entropy) in physiologic respiratory signals to identify potentially harmful patient-ventilator interactions. 

3. Neurocognitive disorders [ Time Frame: 1 month after ICU discharge and 1 year after ICU discharge ] 

To characterize cognitive and emotional sequelae in critically ill COVID-19 survivors at 1 month and 1 year after ICU discharge. 

4. Gene expression [ Time Frame: day 1 of ICU admission ] 

Application of massive sequencing of gene expression and circulating micro-RNA in blood samples to identify sets of genes and c-miRNA whose quantified expression is related to ventilatory asynchronies and 

cognitive and emotional impairment in critically ill COVID-19 patients. 

Eligibility Criteria 

Information from the National Library of Medicine 
Choosing to participate in a study is an important personal decision. Talk with your doctor and family members or friends about deciding to join a study. To learn more about this study, you or your doctor may contact the 

study research staff using the contacts provided below. For general information, Learn About Clinical Studies. 

Ages Eligible for Study:   18 Years and older   (Adult, Older Adult) 

Sexes Eligible for Study:   All 

Accepts Healthy Volunteers:   No 

Sampling Method:   Non-Probability Sample 

Study Population 

Adult patients admitted to ICU with acure respiratory failure secondary to COVID-19 infection and other etiologies. 

Criteria 

Inclusion Criteria: 

 Adults patients with hypoxemic respiratory failure. 

 Admitted to ICU. 

 Mechanical ventilation or high flow nasal cannula 

Exclusion Criteria: 

 Neurologic patients with brainsteam affection. 

Contacts and Locations 

Please refer to this study by its ClinicalTrials.gov identifier (NCT number): NCT05363332 

Locations 

Spain Candelaria De Haro Recruiting 

https://medlineplus.gov/
https://medlineplus.gov/covid19coronavirusdisease2019.html
https://rarediseases.info.nih.gov/gard
https://rarediseases.info.nih.gov/diseases/6544/acute-graft-versus-host-disease
https://clinicaltrials.gov/ct2/info/fdalinks
https://clinicaltrials.gov/ct2/about-studies/learn
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Sabadell, Barcelona, Spain, 08208 

Contact: Candelaria De Haro, MD, PhD    0034937231010 ext 21158    cdeharo@tauli.cat    

Principal Investigator: Josefina Lopez-Aguilar, PhD          

Fundació Althaia Recruiting 

Manresa, Spain 

Contact: Rafael Fernandez, PhD    938 75 93 00    rfernandez@althaia.cat    

Sub-Investigator: Montserrat Batlle, MD, PhD          

Hospital Universitario Central de Asturias Recruiting 

Oviedo, Spain 

Contact: Guilermo Muñiz-Albaiceta, PhD    985 10 80 00    gma@cri-lab.org    

Sponsors and Collaborators 

Corporacion Parc Tauli 

Althaia Xarxa Assistencial Universitària de Manresa 

Hospital Universitario Central de Asturias 

More Information 

Responsible Party: Candelaria de Haro, Medical doctor and Doctor of Philosophy, Corporacion Parc Tauli 

ClinicalTrials.gov Identifier: NCT05363332     History of Changes 

Other Study ID Numbers: HighDrive COVID-19 

First Posted: May 5, 2022    Key Record Dates 

Last Update Posted: May 5, 2022 

Last Verified: May 2022 

Individual Participant Data (IPD) Sharing Statement: 

Plan to Share IPD: Undecided 

Studies a U.S. FDA-regulated Drug Product: No 

Studies a U.S. FDA-regulated Device Product: No 

Additional relevant MeSH terms: 

COVID-19 

Respiratory Insufficiency 

Critical Illness 

Cognitive Dysfunction 

Respiratory Tract Infections 

Infections 

Pneumonia, Viral 

Pneumonia 

Virus Diseases 

Coronavirus Infections 

Coronaviridae Infections 

Nidovirales Infections 

RNA Virus Infections 

Lung Diseases 

Respiratory Tract Diseases 

Disease Attributes 

Pathologic Processes 

Respiration Disorders 

Cognition Disorders 

Neurocognitive Disorders 

Mental Disorders 

Trial record 26 of 41 for:    intensive care unit AND psychological | COVID-19 

Anxiety and Work Resilience Among Tertiary University Hospital Workers During the COVID-19 Outbreak: An Online Survey (PSY_CO_CHU) 

ClinicalTrials.gov Identifier: NCT04358640 

Recruitment Status  : Completed 

First Posted  : April 24, 2020 

Last Update Posted  : December 19, 2020 

Sponsor: 

Centre Hospitalier Universitaire de Nīmes 

Information provided by (Responsible Party): 

Centre Hospitalier Universitaire de Nīmes 

 

mailto:cdeharo%40tauli.cat?subject=NCT05363332,%20HighDrive%20COVID-19,%20Impact%20and%20Sequelae%20of%20High%20Ventilatory%20Drive%20in%20Critically%20Ill%20COVID-19%20Patients
mailto:rfernandez%40althaia.cat?subject=NCT05363332,%20HighDrive%20COVID-19,%20Impact%20and%20Sequelae%20of%20High%20Ventilatory%20Drive%20in%20Critically%20Ill%20COVID-19%20Patients
mailto:gma%40cri-lab.org?subject=NCT05363332,%20HighDrive%20COVID-19,%20Impact%20and%20Sequelae%20of%20High%20Ventilatory%20Drive%20in%20Critically%20Ill%20COVID-19%20Patients
https://clinicaltrials.gov/show/NCT05363332
https://clinicaltrials.gov/ct2/history/NCT05363332
https://clinicaltrials.gov/ct2/keydates/NCT05363332
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 Study Details 

 Tabular View 

 No Results Posted 

Study Description 

Brief Summary: 

For limiting COVID-19 spreading, the World Health Organisation (WHO) recommended worldwide confinement on 2010. In France, unessential institutions were closed on March 14th and population confinement was 

decided on March 17th. 

Quarantine and/or confinement could lead to psychological effects such as confusion, suicide ideation, post-traumatic stress symptoms or anger COVID-19 outbreak highlighted a considerable proportion of health care 

workers (HCW) with depression, insomnia, anxiety and distress symptoms. In front line, facing the virus with the fear of contracting it and contaminate their closest. During previous outbreaks (H1N1, SARS), HCWs have 

been shown to experience such negative psychological effects of confinement as well as work avoidance behaviour and physical interaction reduction with infected patients (4-7). 

In France, Covid 19 outbeak led to increase ICU bed capacity with a full reorganization of the human resources. Some caregivers were reassigned to newly setup units admitting or not Covid-19 patients. In the same time, 

non-caregivers were also encouraged to work at home whenever possible. Thus, every hospital staff member's private and professional life could be altered by the Covid-19 outbreak. 

As all these changes in the daily life could induce psychological disturbances, the present study was aimed at assessing the acute anxiety level (main objective) of the staff in our Tertiary University Hospital, (6300 

employees). Secondarily, the self-reported insomnia, pain, catastrophism and work avoidance behaviour levels were assessed 

 

Condition or disease  

Critical IllnessSars-CoV2SARS PneumoniaCoronavirus InfectionStress Disorders, Post-Traumatic 

Study Design 

Study Type  : Observational 

Actual Enrollment  : 1784 participants 

Observational Model: Other 

Time Perspective: Prospective 

Official Title: Anxiety and Work Resilience Among Tertiary University Hospital Workers During the COVID-19 Outbreak: An Online Survey 

Actual Study Start Date  : April 9, 2020 

Actual Primary Completion Date  : April 27, 2020 

Actual Study Completion Date  : April 27, 2020 

Groups and Cohorts 

Group/Cohort  

Employees of Nîmes University Hospital (France) 

Employees of Nîmes University Hospital (France) 

Outcome Measures 

Primary Outcome Measures  : 

1. Anxiety [ Time Frame: 15 to 45 days after the beginning of the outbreak ] 

Mesured by STAY Scale 

Secondary Outcome Measures  : 

1. Insomnia [ Time Frame: 15 to 45 days after the beginning of the outbreak ] 

Participant suffering of Insomnia 

2. Catastrophism [ Time Frame: 15 to 45 days after the beginning of the outbreak ] 

Participant suffering of catastrophism 

Eligibility Criteria 

Ages Eligible for Study:   18 Years and older   (Adult, Older Adult) 

Sexes Eligible for Study:   All 

Accepts Healthy Volunteers:   Yes 

Sampling Method:   Non-Probability Sample 

Study Population 

https://clinicaltrials.gov/ct2/show/record/NCT04358640?term=intensive+care+unit+AND+psychological&cond=COVID-19&draw=2&rank=26
https://clinicaltrials.gov/ct2/show/results/NCT04358640?term=intensive+care+unit+AND+psychological&cond=COVID-19&draw=2&rank=26
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All employees of ICHU Nîmes participating to the present study will be sent a questionnaire for assessing the potential occurrence of anxiety This evaluation will be performed after the beginning of the outbreak (15 to 45 

days) 

Criteria 

Inclusion Criteria: 

 Employees of CHU Nîmes during COVID-19 pandemic 

 Approved to participate 

Exclusion Criteria: 

• Participation refusal 

Contacts and Locations 

Information from the National Library of Medicine 
To learn more about this study, you or your doctor may contact the study research staff using the contact information provided by the sponsor. 

Please refer to this study by its ClinicalTrials.gov identifier (NCT number): NCT04358640 

Locations France Intensive care unit CHU Nimes, Nîmes, France, 30029 

Sponsors and Collaborators 

Centre Hospitalier Universitaire de Nīmes 

More Information 

Publications: 
Brooks SK, Webster RK, Smith LE, Woodland L, Wessely S, Greenberg N, Rubin GJ. The psychological impact of quarantine and how to reduce it: rapid review of the evidence. Lancet. 2020 Mar 14;395(10227):912-

920. doi: 10.1016/S0140-6736(20)30460-8. Epub 2020 Feb 26. Review. 

Responsible Party: Centre Hospitalier Universitaire de Nīmes 

ClinicalTrials.gov Identifier: NCT04358640     History of Changes 

Other Study ID Numbers: LOCAL COVID 2019/JYL-01) 

First Posted: April 24, 2020    Key Record Dates 

Last Update Posted: December 19, 2020 

Last Verified: December 2020 

Individual Participant Data (IPD) Sharing Statement: 

Plan to Share IPD: No 

Studies a U.S. FDA-regulated Drug Product: No 

Studies a U.S. FDA-regulated Device Product: No 

Additional relevant MeSH terms: 

Coronavirus Infections 

Critical Illness 

Stress Disorders, Post-Traumatic 

Infections 

Stress Disorders, Traumatic 

Trauma and Stressor Related Disorders 

Mental Disorders 

Coronaviridae Infections 

Nidovirales Infections 

RNA Virus Infections 

Virus Diseases 

Disease Attributes 

Pathologic Processes 

Trial record 27 of 41 for:    intensive care unit AND psychological | COVID-19 

Post ICU Follow up in Patients With Severe SARS-CoV-2 Infection (Covid-19) 

ClinicalTrials.gov Identifier: NCT04491214 

Recruitment Status  : Completed 

First Posted  : July 29, 2020 

Last Update Posted  : February 12, 2021 

Sponsor: 

University Hospital, Strasbourg, France 

Information provided by (Responsible Party): 

University Hospital, Strasbourg, France 

 

https://clinicaltrials.gov/ct2/bye/rQoPWwoRrXS9-i-wudNgpQDxudhWudNzlXNiZip9Ei7ym67VZRFnaRCn-RCVA6h9Ei4L3BUgWwNG0it.
https://clinicaltrials.gov/ct2/bye/rQoPWwoRrXS9-i-wudNgpQDxudhWudNzlXNiZip9Ei7ym67VZRFnaRCn-RCVA6h9Ei4L3BUgWwNG0it.
https://clinicaltrials.gov/show/NCT04358640
https://clinicaltrials.gov/ct2/history/NCT04358640
https://clinicaltrials.gov/ct2/keydates/NCT04358640
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 Study Details 

 Tabular View 

 No Results Posted 

Study Description 

Brief Summary: 

Patients affected by new coronavirus infectious disease (COVID) were mostly hospitalized in ICU. This infection seems to cause widespread organ injury (i.e acute renal injury, neurological disorders, pulmonary 

embolism,…). It is therefore necessary to provide a framework for the follow up of patients. Moreover SARS-CoV-2 infection consequences remain unknow at this time. Study hypothesis is that COVID alters determining 

factors (physical or psychological) of quality of life after ICU hospitalisation. The aim of the study is to assess quality of life 3 months after ICU hospitalization. 

Secondary purposes of the study are 1) assessment of quality of life 6 months and the evolution between the third and the sixth months after ICU hospitalization 2) description patients care after 3 and 6 months ICU left 

and their clinical status 3) convening and providing a "platform" within several physicians (neurologist, biologist, pneumologist…) will be able to follow up patients and perform complementary investigations according to 

patients injuries. 

 

Condition or disease  Intervention/treatment  

Covid19Follow upRehabilitation Other: quality of live assessment 

Study Design 

Study Type  : Observational 

Actual Enrollment  : 112 participants 

Observational Model: Cohort 

Time Perspective: Prospective 

Official Title: Post ICU Follow up in Patients With Severe SARS-CoV-2 Infection (Covid-19) 

Actual Study Start Date  : July 24, 2020 

Actual Primary Completion Date  : January 21, 2021 

Actual Study Completion Date  : January 21, 2021 

Groups and Cohorts 

Intervention Details: 

 Other: quality of live assessment 

quality of live assessment 3 moth and 6 moth after ointensive care hospitalisation using SF36. 

Outcome Measures 

Primary Outcome Measures  : 

1. assess quality of life after severe COVID infection [ Time Frame: measured at 3 months after ICU left. ] 

assess different dimensions of quality of life: physical and mentaland social dimensions 

Secondary Outcome Measures  : 

1. Quality of life and Clinical status [ Time Frame: measured at 3 and 6 months after ICU left. ] 

Clinical status of patients and assessment of quality of life. collects crucial elements of care based on doctors' prescriptions 

Eligibility Criteria 

Information from the National Library of Medicine 
Choosing to participate in a study is an important personal decision. Talk with your doctor and family members or friends about deciding to join a study. To learn more about this study, you or your doctor may contact the 

study research staff using the contacts provided below. For general information, Learn About Clinical Studies. 

Ages Eligible for Study:   18 Years and older   (Adult, Older Adult) 

Sexes Eligible for Study:   All 

Accepts Healthy Volunteers:   Yes 

Sampling Method:   Non-Probability Sample 

Study Population 

Patient with severe SARS-Cov-2 hospitalized in intensive care. 

Criteria 

Inclusion criteria: 

 Subject male or female ≥ 18 years old 

https://clinicaltrials.gov/ct2/show/record/NCT04491214?term=intensive+care+unit+AND+psychological&cond=COVID-19&draw=2&rank=27
https://clinicaltrials.gov/ct2/show/results/NCT04491214?term=intensive+care+unit+AND+psychological&cond=COVID-19&draw=2&rank=27
https://clinicaltrials.gov/ct2/about-studies/learn
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 Patient hospitalized in the anesthesia-resuscitation department of the NHC for COVID-19 from March 1, 2020. 

 Patient (or his legal representative) having given his consent for the use of his data for the purposes of this research. 

Exclusion criteria: 

 Subject not hospitalized in intensive care 

 Patient's refusal to participate in the study 

 Inability to give informed information to the subject (subject in an emergency, difficulty understanding the subject, etc.) 

 Subject under low protection 

Contacts and Locations 

Please refer to this study by its ClinicalTrials.gov identifier (NCT number): NCT04491214 

Locations France Hôpitaux Universitaires de Strasbourg (Nouvel Hôpital Civil) 

Sponsors and Collaborators 

University Hospital, Strasbourg, France 

More Information 

Responsible Party: University Hospital, Strasbourg, France 

ClinicalTrials.gov Identifier: NCT04491214     History of Changes 

Other Study ID Numbers: 7890 

First Posted: July 29, 2020    Key Record Dates 

Last Update Posted: February 12, 2021 

Last Verified: February 2020 

Individual Participant Data (IPD) Sharing Statement: 

Plan to Share IPD: Undecided 

Studies a U.S. FDA-regulated 

Drug Product: 

No 

Studies a U.S. FDA-regulated 

Device Product: 

No 

Keywords provided by University Hospital, Strasbourg, France: 

SARS-CoV-2 

Follow up 

Intensive care unit 
Cohort 

Additional relevant MeSH terms: 

COVID-19 

Infections 

Respiratory Tract Infections 

Pneumonia, Viral 

Pneumonia 

Virus Diseases 

Coronavirus Infections 

Coronaviridae Infections 

Nidovirales Infections 

RNA Virus Infections 

Lung Diseases 

Respiratory Tract Diseases 

Trial record 28 of 41 for:    intensive care unit AND psychological | COVID-19 

Addressing COVID-19 Mental Health Problems Among US Veterans 

ClinicalTrials.gov Identifier: NCT04484207 

Recruitment Status  : Completed 

First Posted  : July 23, 2020 

Results First Posted  : October 28, 2021 

Last Update Posted  : October 28, 2021 

Sponsor: 

Research Foundation for Mental Hygiene, Inc. 

Information provided by (Responsible Party): 

Yuval Y Neria, Research Foundation for Mental Hygiene, Inc. 

https://clinicaltrials.gov/show/NCT04491214
https://clinicaltrials.gov/ct2/history/NCT04491214
https://clinicaltrials.gov/ct2/keydates/NCT04491214
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 Study Details 

 Tabular View 

 Study Results 

Study Description 

Brief Summary: 

Coronavirus disease 2019 (COVID-19) has widely and rapidly spread around the world, overwhelming intensive care units and health care capacity. While the physical risk (e.g. pneumonia, respiratory breakdown) is 

getting the most scientific and clinical attention, this outbreak also has significant mental health risks and extreme psychological fear-related responses. Among the general population, there are high-risk groups as elderly 

people, disabled individuals and people with previous exposure to trauma (e.g., people with military experience). Veterans are among the subgroups who are high risk for PTSD and other mental health problem. The 

overarching goal of this study is to examine the efficacy of an online, largescale, brief video-based intervention in reducing fear and stress and improving help seeking behavior in relate to COVID-19. 

 

Condition or disease  Intervention/treatment  Phase  

Brief Video-based InterventionVignette Based 

InterventionNon Intervention Control Arm 

Other: A short video interventionOther: A vignette intervention Not Applicable 

Study Design 

Study Type  : Interventional  (Clinical Trial) 

Actual Enrollment  : 172 participants 

Allocation: Randomized 

Intervention Model: Parallel Assignment 

Masking: Single (Participant) 

Primary Purpose: Health Services Research 

Official Title: Addressing COVID-19 Mental Health Problems Among US Veterans 

Actual Study Start Date  : July 6, 2020 

Actual Primary Completion Date  : October 20, 2020 

Actual Study Completion Date  : October 26, 2020 

Arms and Interventions 

Arm  Intervention/treatment  

Experimental: Video-based intervention 

A brief video about coping with COVID-19 stress presented to the participants 

Other: A short video intervention 

Three minutes video of a veteran that shares his personal story 

Experimental: vignette intervention 

A brief vignette about coping with COVID-19 stress presented to the participants 

Other: A vignette intervention 

A written description of the content of the video 

No Intervention: Control 

Only assessment, no intervention arrm 

 

Outcome Measures 

Primary Outcome Measures  : 

1. Help Seeking Intention [ Time Frame: Assessed at baseline and post-intervention (both day 1), first follow-up (day 14), and second follow-up (day 30) ] 

Attitudes Toward Seeking Professional Help Scale Minimum value: 3 Maximum value: 12 Higher scores indicate higher help seeking intentions 

Secondary Outcome Measures  : 

1. Help Seeking Intentions Among Veterans Who Reported Anxiety, Depression, or PTSD [ Time Frame: Assessed at baseline and post-intervention (both day 1), first follow-up (day 14), and second follow-up (day 

30) ] 

Attitudes Toward Seeking Professional Help Scale among veterans who reported anxiety, depression, or PTSD Minimum value: 3 Maximum value: 12 Higher scores indicate higher help seeking intentions 

Eligibility Criteria 

Ages Eligible for Study:   18 Years to 80 Years   (Adult, Older Adult) 

https://clinicaltrials.gov/ct2/show/record/NCT04484207?term=intensive+care+unit+AND+psychological&cond=COVID-19&draw=3&rank=28
https://clinicaltrials.gov/ct2/show/results/NCT04484207?term=intensive+care+unit+AND+psychological&cond=COVID-19&draw=3&rank=28
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Sexes Eligible for Study:   All 

Accepts Healthy Volunteers:   Yes 

Criteria 

Inclusion Criteria: 

 English speakers, veterans (military experience) aged 18-80, US residents 

Exclusion Criteria: 

 non-English speakers, age less than 18 or more than 80 

Contacts and Locations 

Please refer to this study by its ClinicalTrials.gov identifier (NCT number): NCT04484207 

Locations United States, New York New York State Psychiatric Institute New York, New York, United States, 10032 

Sponsors and Collaborators 

Research Foundation for Mental Hygiene, Inc. 

Investigators Principal Investigator: Yuval Neria Neria, PhD Columbia University and NYSPI 

Study Documents (Full-Text) Documents provided by Yuval Y Neria, Research Foundation for Mental Hygiene, Inc.: Study Protocol and Statistical Analysis Plan  [PDF] October 6, 2021 

Publications automatically indexed to this study by ClinicalTrials.gov Identifier (NCT Number): 
Amsalem D, Lazarov A, Markowitz JC, Gorman D, Dixon LB, Neria Y. Increasing treatment-seeking intentions of US veterans in the Covid-19 era: A randomized controlled trial. Depress Anxiety. 2021 Jun;38(6):639-

647. doi: 10.1002/da.23149. Epub 2021 Mar 18. 

Responsible Party: Yuval Y Neria, Professor of Medical Psychology, Research Foundation for Mental Hygiene, Inc. 

ClinicalTrials.gov Identifier: NCT04484207     History of Changes 

Other Study ID Numbers: 8006 

First Posted: July 23, 2020    Key Record Dates 

Results First Posted: October 28, 2021 

Last Update Posted: October 28, 2021 

Last Verified: October 2021 

Individual Participant Data (IPD) Sharing Statement: 

Plan to Share IPD: Yes 

Plan Description: Data will be shared as needed with investigators, IRB etc. A plan will be determined in the short future 

Supporting Materials: Study Protocol 

Statistical Analysis Plan (SAP) 

Informed Consent Form (ICF) 

Time Frame: two months 

Access Criteria: Co-Is 

Studies a U.S. FDA-regulated Drug Product: No 

Studies a U.S. FDA-regulated Device Product: No 

Trial record 29 of 41 for:    intensive care unit AND psychological | COVID-19 

Psychological Impact, Mental Health and Sleep Disorder Among Patients Hospitalized and Health Care Workers During the 2019 Coronavirus Outbreak (COVID-19) 

ClinicalTrials.gov Identifier: NCT04497246 

Recruitment Status  : Completed 

First Posted  : August 4, 2020 

Last Update Posted  : April 6, 2022 

Sponsor: 

Murielle Surquin 

Information provided by (Responsible Party): 

Murielle Surquin, Brugmann University Hospital 

 Study Details 

 Tabular View 

https://clinicaltrials.gov/ProvidedDocs/07/NCT04484207/Prot_SAP_000.pdf
https://clinicaltrials.gov/ct2/bye/rQoPWwoRrXS9-i-wudNgpQDxudhWudNzlXNiZip9Ei7ym67VZRFR-RFVLRF5A6h9Ei4L3BUgWwNG0it.
https://clinicaltrials.gov/ct2/bye/rQoPWwoRrXS9-i-wudNgpQDxudhWudNzlXNiZip9Ei7ym67VZRFR-RFVLRF5A6h9Ei4L3BUgWwNG0it.
https://clinicaltrials.gov/show/NCT04484207
https://clinicaltrials.gov/ct2/history/NCT04484207
https://clinicaltrials.gov/ct2/keydates/NCT04484207
https://clinicaltrials.gov/ct2/show/record/NCT04497246?term=intensive+care+unit+AND+psychological&cond=COVID-19&draw=3&rank=29
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 No Results Posted 

Study Description 

Brief Summary: 

COVID-19 is an infectious disease caused by the last coronavirus discovered, called SARS-CoV-2. Symptoms encountered in COVID-19 are: cough, breathing difficulties (dyspnea, chest pain, etc.), pyrexia, anosmia (loss 

of smell) and/or dysgeusia (loss of taste), but also ENT symptoms (rhinitis type, odynophagia), headaches, asthenia, muscle pain, confusion and diarrhea. Infection with SARS-CoV-2 can also be asymptomatic. COVID-19 

can be passed from person to person by respiratory droplets expelled when a person speaks, coughs or sneezes. The currently estimated incubation period ranges from 1 to 14 days, and most often this is around 5 days. 

According to a literature review, there is strong evidence that COVID-19 has an impact on mental health (anxiety being the most common symptom) whether in the general population, healthcare workers or vulnerable 

populations. The objective of this project is to assess mental health and sleep disorders within two populations: elderly patients and nursing staff. 

Condition or disease  Intervention/treatment  

Covid19 Other: Questionnaire 

Study Design 

Study Type  : Observational 

Actual Enrollment  : 1150 participants 

Observational Model: Cohort 

Time Perspective: Prospective 

Official Title: Psychological Impact, Mental Health and Sleep Disorder Among Patients Hospitalized and Health Care Workers During the 2019 Coronavirus Outbreak (COVID-19) 

Actual Study Start Date  : May 29, 2020 

Actual Primary Completion Date  : August 20, 2021 

Actual Study Completion Date  : August 20, 2021 

Resource links provided by the National Library of Medicine 
MedlinePlus related topics: COVID-19 (Coronavirus Disease 2019) Child Mental Health Mental Health 

U.S. FDA Resources 

Groups and Cohorts 

Group/Cohort  Intervention/treatment  

Elderly patients 

Elderly patients (over 65 years old) hospitalized for COVID-19 within the CHU Brugmann Hospital 

Other: Questionnaire 

Data collection by means of various questionnaires 

Health Care professionals 

Health Care professionals working within the CHU Brugmann Hospital 

Other: Questionnaire 

Data collection by means of various questionnaires 

Outcome Measures 

Primary Outcome Measures  : 

1. Impact Event Scale-Revised (IES-R) [ Time Frame: 15 minutes ] 

The IES-R is a 22-item self-report measure that assesses subjective distress caused by traumatic events.Items are rated on a 5-point scale ranging from 0 ("not at all") to 4 ("extremely"). The IES-R yields a total 

score (ranging from 0 to 88) and subscale scores can also be calculated for the Intrusion, Avoidance, and Hyperarousal subscales. 

2. Generalised Anxiety Disorder-7 (GAD-7) [ Time Frame: 15 minutes ] 

Self-administered patient questionnaire used as a screening tool and severity measure for generalised anxiety disorder (GAD).The GAD-7 score is calculated by assigning scores of 0, 1, 2, and 3, to the response 

categories of 'not at all', 'several days', 'more than half the days', and 'nearly every day', respectively, and adding together the scores for the seven questions. Scores of 5, 10, and 15 are taken as the cut-off points 

for mild, moderate and severe anxiety, respectively. When used as a screening tool, further evaluation is recommended when the score is 10 or greater. 

3. Patient Health Questionnaire-9 (PHQ-9) [ Time Frame: 15 minutes ] 

The PHQ-9 is the depression module, which scores each of the nine DSM-IV criteria as "0" (not at all) to "3" (nearly every day). It has been validated for use in primary care. It is not a screening tool for 

depression but it is used to monitor the severity of depression and response to treatment. 

4. Insomnia severity index (ISI) [ Time Frame: 15 minutes ] 

The ISI is a 7-item self-report questionnaire assessing the nature, severity, and impact of insomnia.The dimensions evaluated are: severity of sleep onset, sleep maintenance, and early morning awakening 

problems, sleep dissatisfaction, interference of sleep difficulties with daytime functioning, noticeability of sleep problems by others, and distress caused by the sleep difficulties. A 5-point Likert scale is used to 

rate each item (e.g., 0 = no problem; 4 = very severe problem), yielding a total score ranging from 0 to 28. The total score is interpreted as follows: absence of insomnia (0-7); sub-threshold insomnia (8-14); 

moderate insomnia (15-21); and severe insomnia (22-28). 

Secondary Outcome Measures  : 

https://clinicaltrials.gov/ct2/show/results/NCT04497246?term=intensive+care+unit+AND+psychological&cond=COVID-19&draw=3&rank=29
https://medlineplus.gov/
https://medlineplus.gov/covid19coronavirusdisease2019.html
https://medlineplus.gov/childmentalhealth.html
https://medlineplus.gov/mentalhealth.html
https://clinicaltrials.gov/ct2/info/fdalinks
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1. Demographic data [ Time Frame: 1 year ] 

Age, gender, familial status, home status (living alone/family support/healthcare support/ retirement home). 

2. Hospitalization duration [ Time Frame: 1 year ] 

Hospitalization duration 

3. ICU stay [ Time Frame: 1 year ] 

Hospitalization within the intensive care unit (yes/no) with or without intubation 

4. Medical history [ Time Frame: 1 year ] 

History of chronic diseases 

5. Alcohol consumption [ Time Frame: 1 year ] 

Alcohol consumption : none - stable - increased - diminished 

6. Tobacco consumption [ Time Frame: 1 year ] 

Tobacco consumption : none - stable - increased - diminished 

Eligibility Criteria 

Ages Eligible for Study:   18 Years and older   (Adult, Older Adult) 

Sexes Eligible for Study:   All 

Accepts Healthy Volunteers:   No 

Sampling Method:   Non-Probability Sample 

Study Population 

 Subjects 65 years of age or older, having been hospitalized for COVID-19 within the CHU Brugmann Hospital 

 People aged 18 or over, member of the nursing staff of the CHU Brugmann Hospital, having worked during COVID-19. 

Criteria 

Inclusion Criteria: 

 Subjects 65 years of age or older, having been hospitalized for COVID-19 within the CHU Brugmann Hospital 

 People aged 18 or over, member of the nursing staff of the CHU Brugmann Hospital, having worked during COVID-19. 

Exclusion Criteria: 

 Incoherent patients 

 Severe presbycusis 

 Oral expression impairment 

 Insurmountable language barrier 

Contacts and Locations 

Please refer to this study by its ClinicalTrials.gov identifier (NCT number): NCT04497246 

Locations Belgium CHU Brugmann Brussels, Belgium 

Sponsors and Collaborators 

Murielle Surquin 

Investigators 

Principal Investigator: Sophie Levy, MD CHU Brugmann 
 

More Information 

Responsible Party: Murielle Surquin, Head of geriatry department, Brugmann University Hospital 

ClinicalTrials.gov Identifier: NCT04497246     History of Changes 

Other Study ID Numbers: CHU-COVIDIMPACT 

First Posted: August 4, 2020    Key Record Dates 

Last Update Posted: April 6, 2022 

Last Verified: March 2022 

Individual Participant Data (IPD) Sharing Statement: 

Plan to Share IPD: No 

Studies a U.S. FDA-regulated Drug 

Product: 

No 

Studies a U.S. FDA-regulated Device 

Product: 

No 

https://clinicaltrials.gov/show/NCT04497246
https://clinicaltrials.gov/ct2/history/NCT04497246
https://clinicaltrials.gov/ct2/keydates/NCT04497246
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Additional relevant MeSH terms: 

COVID-19 

Sleep Wake Disorders 

Parasomnias 

Respiratory Tract Infections 

Infections 

Pneumonia, Viral 

Pneumonia 

Virus Diseases 

Coronavirus Infections 

Coronaviridae Infections 

Nidovirales Infections 

RNA Virus Infections 

Lung Diseases 

Respiratory Tract Diseases 

Nervous System Diseases 

Neurologic Manifestations 

Mental Disorders 

Trial record 30 of 41 for:    intensive care unit AND psychological | COVID-19 

Sarcopenia and Related Factors in Coronavirus Disease 2019 (COVID-19) Following Intensive Care 

ClinicalTrials.gov Identifier: NCT05474157 

Recruitment Status  : Terminated (technical reasons) 

First Posted  : July 26, 2022 

Last Update Posted  : July 26, 2022 

Sponsor: 

Koç University 

Information provided by (Responsible Party): 

Koç University 

 Study Details 

 Tabular View 

 No Results Posted 

Study Description 

Brief Summary: 

The primary aim of this study is to evaluate the patients who had pneumonia or severe acute respiratory distress syndrome (ARDS) due to COVID-19 in terms of sarcopenia and related factors following Intensive Care 

Unit (ICU). 

The patients who had COVID-19 infection in the ICU and the patients who admitted to the 'Physical Medicine and Rehabilitation' clinic for other reasons during the pandemic period will be compared in terms of 

sarcopenia. 

Condition or disease  Intervention/treatment 

SarcopeniaCovid19Intensive Care Unit Acquired Weakness Other: Standard care treatment for COVID-19 in Intensive Care Unit 

Detailed Description: 

Patients with acute respiratory distress syndrome (ARDS) could develop muscle weakness associated with impairment of physical function defined as intensive care unit acquired weakness. Significant muscle loss occurs 

in the first week of the Intensive Care Unit (ICU) hospitalizations due to acute respiratory failure. Patients lose 18 percent of their body weight when discharged from the ICU. The presence of sepsis is known as the 

hypercatabolic process for the muscles. Hypophosphatemia and hypomagnesemia can cause respiratory muscle weakness. Fever and inflammation, use of muscle relaxant or sedatives may also cause muscle loss in 

intensive care during this period. 

COVID-19 is an acute infection with a high risk of enormous cytokine storm exacerbating the clinical condition in acute respiratory distress syndrome and is thought to further increase the risk of muscle weakness. 

The patients will be evaluated for hand grip strength, calf circumference measurement, 'Strength, Assistance with walking, Rise from a chair, Climb stairs and Falls' (SARCF), SarQoL, timed up and go test, sit to stand test, 

and Short form-36. 

Study Design 

Study Type  : Observational 

Actual Enrollment  : 30 participants 

Observational Model: Case-Control 

Time Perspective: Prospective 

Official Title: Sarcopenia and Related Factors in COVID-19 Following Intensive Care 

Actual Study Start Date  : March 1, 2021 

https://clinicaltrials.gov/ct2/show/record/NCT05474157?term=intensive+care+unit+AND+psychological&cond=COVID-19&draw=3&rank=30
https://clinicaltrials.gov/ct2/show/results/NCT05474157?term=intensive+care+unit+AND+psychological&cond=COVID-19&draw=3&rank=30
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Actual Primary Completion Date  : January 1, 2022 

Actual Study Completion Date  : January 1, 2022 

Groups and Cohorts 

Group/Cohort  Intervention/treatment  

Study group 

15 patients Patients followed in the Intensive Care Unit due to COVID-19 

infection 

Other: Standard care treatment for COVID-19 in Intensive Care Unit 

Standard care for ARDS patients consisted of respiratory support, intravenous fluid therapy, medical treatment including 

anticoagulation and sedation, nutrition, change of position every 4 hours and if needed, hemodynamic support 

Control group 

15 patients Patients who admitted to the 'Physical Medicine and Rehabilitation' 

clinic for other reasons during the pandemic period 

 

Outcome Measures 

Primary Outcome Measures  : 

1. Hand grip strength [ Time Frame: 12 months ] 

Hand grip strength is an indicator of overall muscle strength that predicts mortality in older patients. Hand grip strength was measured using a handheld dynamometer according to the instructions of the 

American Society of Hand Therapists.Patients were seated placing their arms by their sides with the elbow flexed to 90°, the forearm mid-prone, and the wrist in neutral position. Patients were asked to grip the 

dynamometer with maximal effort using standard verbal encouragement. Three trials were performed in the dominant hand with a 30 sec rest between trials and the highest value was recorded in kg. The cut-off 

values of grip strength is 28.6 kg in men and 16.4 kg in women. 

Secondary Outcome Measures  : 

1. Calf circumference measurement [ Time Frame: 12 months ] 

Calf circumference which positively correlate with appendicular skeletal muscle mass could be used as a surrogate tool of muscle mass for sarcopenia. Adding calf circumference to SARC-F significantly 

improves the sensitivity and overall diagnostic accuracy of SARC-F in Chinese community dwelling older adults. Calf circumference of the patients was measured while patients in supine position, with left knee 

raised and calf at right angles to the thigh, using flexible plastic tape at the greatest circumference without compression of the subcutaneous tissue. The measurement were repeated 2 times and average value was 

recorded. According to 'European Working Group on Sarcopenia in Older People', calf circumference measure on the left leg for right-handed persons in a sitting position with the knee and ankle at a right angle 

and feet resting on the floor so we measured the left side for sarcopenia. 

2. SARC-F (Strength, Assistance with walking, Rise from a chair, Climb stairs and Falls) [ Time Frame: 12 months ] 

To evaluate sarcopenia SARC-F was applied as a screening questionnaire. It is a self-filled survey questionnaire consisting of five items. The most commonly used criteria for sarcopenia in clinical practice are 

'European Working Group on Sarcopenia in Older People' (EWGSOP). EWGSOP recommends using the SARC-F test for risk assessment in patients at risk of sarcopenia. Turkish validation study of the test has 

been done. 

3. Sit to stand test [ Time Frame: 12 months ] 

Sit to stand test was used to evaluate strength and endurance of lower limbs. Patients are asked to sit on a chair by crossing their hands over their chest. They are asked to sit five times consecutively as fast as 

possible. The test is started in the sitting position and the test is terminated at the last standing position and the time is recorded. The test is carried out 2 times and the best grade obtained is recorded 

4. Timed up and go test [ Time Frame: 12 months ] 

To assess physical function/performance, timed up and go test was performed. It is an objective, reliable and simple test to evaluate balance and functional movement. The patient is asked to get up from a chair, 

walk 3 m, turn around, walk back and sit on the chair again. The time is recorded in how many seconds the patient has finished the test. The test is started and ended when the patient sit on the chair with back 

supported. It predicts mortality 

5. Sarcopenia Quality of Life (SarQoL) [ Time Frame: 12 months ] 

To evaluate the impact of sarcopenia on quality of life SarQoL was administered. This test identifies and predicts sarcopenia complications that can affect the patient's quality of life. It helps to evaluate the 

patient's perception of their health, physical, psychological and social aspects to healthcare professional. SarQoL has been found reliable for use in clinical care and research study 

6. Short form - 36 [ Time Frame: 12 months ] 

Short form - 36 measures health related quality of life. It is a self-reported survey that evaluates individual health status with eight parameters consisting of physical function, pain, role limitations attributed to 

physical problems, role limitations attributed to emotional problems, mental health, social functioning, energy/ vitality, general health perception. There is not a summary score, each section is scored between 0-

100, 0 indicates the worst condition, 100 indicates the best. 

Eligibility Criteria 

Ages Eligible for Study:   18 Years and older   (Adult, Older Adult) 

Sexes Eligible for Study:   All 

Accepts Healthy Volunteers:   Yes 

Sampling Method:   Probability Sample 

Study Population 

30 patients with ARDS or severe pneumonia due to COVID-19 hospitalized in intensive care unit, >18 years Study group: 15 Control group: 15 



90 

Criteria 

Inclusion Criteria: 

 Patients with ARDS or severe pneumonia due to COVID-19 hospitalized in intensive care unit 

 > 18 years old 

 Age and gender matched patients admitted to the 'Physical Medicine and Rehabilitation' clinic for control group 

Exclusion Criteria: 

 Other diseases that may cause sarcopenia (cancer, non-respiratory organ failure and heart, liver or kidney failure) 

 Neurological diseases that may cause sarcopenia (stroke, spinal cord injury, muscle diseases) 

Contacts and Locations 

Information from the National Library of Medicine 
To learn more about this study, you or your doctor may contact the study research staff using the contact information provided by the sponsor. 

Please refer to this study by its ClinicalTrials.gov identifier (NCT number): NCT05474157 

Locations Turkey Koc University School of Medicine Istanbul, Turkey, 34010 

Sponsors and Collaborators 

Koç University 

Investigators Principal Investigator: Ozden Ozyemisci Taskiran, Prof Koc University School of Medicine 
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Last Verified: December 2020 

Individual Participant Data (IPD) Sharing Statement: 

Plan to Share IPD: No 

Plan Description: It was not planned to share individual participant data 

Studies a U.S. FDA-regulated Drug Product: No 

Studies a U.S. FDA-regulated Device Product: No 

Keywords provided by Koç University: 

Sarcopenia 

covid19 
acute respiratory distress syndrome 

intensive care unit 
Additional relevant MeSH terms: 

COVID-19 

Sarcopenia 

Respiratory Tract Infections 

Infections 

Pneumonia, Viral 

Pneumonia 

Virus Diseases 

Coronavirus Infections 

Coronaviridae Infections 

Nidovirales Infections 

RNA Virus Infections 

Lung Diseases 

Respiratory Tract Diseases 

Muscular Atrophy 

Neuromuscular Manifestations 

Neurologic Manifestations 

Nervous System Diseases 

Atrophy 

Pathological Conditions, Anatomical 

Trial record 31 of 41 for:    intensive care unit AND psychological | Covid-19 

Impact of COVID-19 on Mental Health of Health Care Workers (COVID-Impact) 

ClinicalTrials.gov Identifier: NCT04382196 

Recruitment Status  : Active, not recruiting 

First Posted  : May 11, 2020 

Last Update Posted  : May 11, 2020 

Sponsor: 

University Hospital, Ghent 

Information provided by (Responsible Party): 

University Hospital, Ghent 

 

 Study Details 

 Tabular View 

 No Results Posted 

Study Description 

Brief Summary: 

The impact of the current Covid-19 pandemic on healthcare workers is enormous. This longitudinal study investigates the prevalence of mental health problems and the quality of life of healthcare workers during and after 

the Covid-19 pandemic. Underlying risk factors are also examined. Health care workers of the different Covid-19 cohort and transit wards, as well as the intensive care unit and (psychiatric) emergency services of the 

Ghent university hospital will be included, as well as the health care workers of 6 non-Covid-19 wards. 

 

Condition or disease  Intervention/treatment  

Mental HealthQuality of Life Other: Online survey 

https://clinicaltrials.gov/ct2/show/record/NCT04382196?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=3&rank=31
https://clinicaltrials.gov/ct2/show/results/NCT04382196?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=3&rank=31
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Detailed Description: 

The impact of the current Covid-19 pandemic on healthcare workers is enormous. Previous studies during the SARS outbreak demonstrated a significant burden and increase of mental health problems in health care 

workers.This longitudinal study aims to investigate the prevalence of mental health problems and the quality of life of health care workers during and after the Covid-19 pandemic. Health care workers of the different 

Covid-19 cohort and transit wards, as well as the intensive care unit and (psychiatric) emergency services of the Ghent university hospital will be included, as well as the health care workers of 6 non-Covid-19 wards. 

Participants will receive a monthly online survey during the government issued restrictions. After cessation of the restrictions participants will receive three-monthly surveys for a one-year-period. 

Sociodemographic data, data regarding employment and previous mental health problems will be collected at the first survey. The Covid-19 status of the health care workers will be inquired at every survey. The 

Depression, Anxiety and Stress Scale (DASS-21), the Dutch translation of the Covid-19 Peritraumatic Distress Index (CPDI), the WHO Quality of Life-BREF (WHOQOL-BREF), and the Primary Care PTSD Screen for 

DSM-5 (PC-PTSD-5) and three items measuring social support will be administered at every survey. 

Study Design 

Study Type  : Observational 

Actual Enrollment  : 497 participants 

Observational Model: Cohort 

Time Perspective: Prospective 

Official Title: The Impact of the COVID-19 Pandemic on Mental Health and Quality of Life of Healthcare Workers in a University Hospital 

Actual Study Start Date  : April 17, 2020 

Estimated Primary Completion Date  : December 31, 2022 

Estimated Study Completion Date  : December 31, 2022 

Groups and Cohorts 

Group/Cohort  Intervention/treatment  

Health care workers 

Health care workers at university hospital 

Other: Online survey 

An online survey will be administered 

Outcome Measures 

Primary Outcome Measures  : 

1. Depressive symptoms at baseline [ Time Frame: Baseline ] 

Depressive symptoms as measured by the 7-item depression subscale of the self-reported 21-item Depression, Anxiety, and Stress Scale (DASS-21) (DASS-21-Depression). A higher score indicates more 

depressive symptoms with a minimum score of 0 and a maximum score of 21. 

2. Change in depressive symptoms [ Time Frame: Baseline, baseline + 30 days, baseline + 90 days, baseline + 180 days, baseline + 270 days, baseline + 360 days, baseline + 540 days, baseline + 900 days ] 

Depressive symptoms as measured by the 7-item depression subscale of the self-reported 21-item Depression, Anxiety, and Stress Scale (DASS-21) (DASS-21-Depression). A higher score indicates more 

depressive symptoms with a minimum score of 0 and a maximum score of 21. 

3. Anxiety levels at baseline [ Time Frame: Baseline ] 

Anxiety as measured by the 7-item anxiety subscale of the self-reported DASS-21 (DASS-21-Anxiety). A higher score indicates higher anxiety levels with a minimum score of 0 and a maximum score of 21. 

4. Change in anxiety levels [ Time Frame: Baseline, baseline + 30 days, baseline + 90 days, baseline + 180 days, baseline + 270 days, baseline + 360 days, baseline + 540 days, baseline + 900 days ] 

Anxiety as measured by the 7-item anxiety subscale of the self-reported DASS-21 (DASS-21-Anxiety). A higher score indicates higher anxiety levels with a minimum score of 0 and a maximum score of 21. 

5. Stress levels at baseline [ Time Frame: Baseline ] 

Stress as measured by the 7-item stress subscale of the self-reported DASS-21 (DASS-21-Stress). A higher score indicates higher stress levels with a minimum score of 0 and a maximum score of 21. 

6. Change in stress levels [ Time Frame: Baseline, baseline + 30 days, baseline + 90 days, baseline + 180 days, baseline + 270 days, baseline + 360 days, baseline + 540 days, baseline + 900 days ] 

Stress as measured by the 7-item stress subscale of the self-reported DASS-21 (DASS-21-Stress). A higher score indicates higher stress levels with a minimum score of 0 and a maximum score of 21. 

7. Quality of life at baseline [ Time Frame: Baseline ] 

Quality of life will be measured by the WHO Quality of Life Bref Questionnaire (WHOQOL-BREF). This self-report questionnaire has a minimum score of 0 and a maximum score of 100 with a higher score 

indicating higher quality of life. It includes different domains such as physical health, psychological health, social relationships and environment as well as two specific questions regarding an individual's overall 

perception of quality of life and physical health. 

8. Change in Quality of life [ Time Frame: Baseline, baseline + 30 days, baseline + 90 days, baseline + 180 days, baseline + 270 days, baseline + 360 days, baseline + 540 days, baseline + 900 days ] 

Quality of life will be measured by the WHO Quality of Life Bref Questionnaire (WHOQOL-BREF). This self-report questionnaire has a minimum score of 0 and a maximum score of 100 with a higher score 

indicating higher quality of life. It includes different domains such as physical health, psychological health, social relationships and environment as well as two specific questions regarding an individual's overall 

perception of quality of life and physical health. 

9. Covid-19 related psychological distress [ Time Frame: baseline ] 

Specific distress regarding Covd-19 will be measured by the Dutch translation of the COVID-19 Peritraumatic Distress Index (CPDI). This self-reported questionnaire inquires about the frequency of anxiety, 

depression, specific phobias, cognitive change, avoidance and compulsive behaviour, physical symptoms and loss of social functioning in the past week. The score ranges from 0 to 100, with higher scores 

indicating more distress. 



93 

10. Change in Covid-19 related psychological distress [ Time Frame: Baseline, baseline + 30 days, baseline + 90 days, baseline + 180 days, baseline + 270 days, baseline + 360 days, baseline + 540 days, baseline + 

900 days ] 

Specific distress regarding Covd-19 will be measured by the Dutch translation of the COVID-19 Peritraumatic Distress Index (CPDI). This self-reported questionnaire inquires about the frequency of anxiety, 

depression, specific phobias, cognitive change, avoidance and compulsive behaviour, physical symptoms and loss of social functioning in the past week. The score ranges from 0 to 100, with higher scores 

indicating more distress. 

11. Post traumatic stress symptoms [ Time Frame: Baseline ] 

The Primary Care PTSD Screen for DSM-5 (PC-PTSD-5) is a 5-item screen that was designed for use in primary care settings. The measure begins with an item designed to assess whether the respondent has 

had any exposure to traumatic events. If a respondent denies exposure, the PC-PTSD-5 is complete with a score of 0. However, if a respondent indicates that they have experienced a traumatic event over the 

course of their life, the respondent is instructed to respond to five additional yes/no questions about how that trauma exposure has affected them over the past month. The minimum score is 0 and the maximum 

score is 5 with higher scores indicating more PTSD-related symptoms. 

12. Change in post traumatic stress symptoms [ Time Frame: Baseline, baseline + 30 days, baseline + 90 days, baseline + 180 days, baseline + 270 days, baseline + 360 days, baseline + 540 days, baseline + 900 days 

] 

The Primary Care PTSD Screen for DSM-5 (PC-PTSD-5) is a 5-item screen that was designed for use in primary care settings. The measure begins with an item designed to assess whether the respondent has 

had any exposure to traumatic events. If a respondent denies exposure, the PC-PTSD-5 is complete with a score of 0. However, if a respondent indicates that they have experienced a traumatic event over the 

course of their life, the respondent is instructed to respond to five additional yes/no questions about how that trauma exposure has affected them over the past month. The minimum score is 0 and the maximum 

score is 5 with higher scores indicating more PTSD-related symptoms. 

Secondary Outcome Measures  : 

1. Perceived social support at baseline [ Time Frame: Baseline ] 

Social support (from colleagues and employer) as perceived by participants will be measured by three items as measured on a 5-point Likert scale. For each item the minimum score is 1 and the maximum score is 

5. 

2. Change in perceived social support [ Time Frame: Baseline, baseline + 30 days, baseline + 90 days, baseline + 180 days, baseline + 270 days, baseline + 360 days, baseline + 540 days, baseline + 900 days ] 

Social support (from colleagues and employer) as perceived by participants will be measured by three items as measured on a 5-point Likert scale. For each item the minimum score is 1 and the maximum score is 

5. 

Eligibility Criteria 

Information from the National Library of Medicine 
Choosing to participate in a study is an important personal decision. Talk with your doctor and family members or friends about deciding to join a study. To learn more about this study, you or your doctor may contact the 

study research staff using the contacts provided below. 

Ages Eligible for Study:   Child, Adult, Older Adult 

Sexes Eligible for Study:   All 

Accepts Healthy Volunteers:   Yes 

Sampling Method:   Non-Probability Sample 

Study Population 

All personnel of the above specified services of the university hospital involved in direct or indirect care will be eligible for inclusion 

Criteria 

Inclusion Criteria: 

 health care worker 

 employed at inclusion at Covid cohort/transit or (psychiatric) emergency services or intensive care unit or 6 specified wards of the Ghent University Hospital 

Exclusion Criteria: 

 none 

Contacts and Locations 

Please refer to this study by its ClinicalTrials.gov identifier (NCT number): NCT04382196 

Locations Belgium Ghent University Hospital Ghent, Belgium, 9000 

Sponsors and Collaborators University Hospital, Ghent Investigators Study Director: Gilbert Lemmens, University Hospital, Ghent 

More Information 

Responsible Party: University Hospital, Ghent 

ClinicalTrials.gov Identifier: NCT04382196     History of Changes 

Other Study ID Numbers: BC-07564 

First Posted: May 11, 2020    Key Record Dates 

Last Update Posted: May 11, 2020 

Last Verified: May 2020 

https://clinicaltrials.gov/show/NCT04382196
https://clinicaltrials.gov/ct2/history/NCT04382196
https://clinicaltrials.gov/ct2/keydates/NCT04382196


94 

Individual Participant Data (IPD) Sharing Statement: 

Plan to Share IPD: Undecided 

Studies a U.S. FDA-

regulated Drug Product: 

No 

Studies a U.S. FDA-

regulated Device Product: 

No 

Keywords provided by University Hospital, Ghent: 

Health care workers 

Covid-19 
Mental health 

Additional relevant MeSH terms: 

COVID-19 
Respiratory Tract Infections 

Infections 

Pneumonia, Viral 

Pneumonia 

Virus Diseases 

Coronavirus Infections 

Coronaviridae Infections 

Nidovirales Infections 

RNA Virus Infections 

Lung Diseases 

Respiratory Tract Diseases 

Trial record 32 of 41 for:    intensive care unit AND psychological | Covid-19 

Sociodemographic, Clinical, Quality of Life and Health Care Conditions in COVID-19 Survivors. 

ClinicalTrials.gov Identifier: NCT05185674 

Recruitment Status  : Active, not recruiting 

First Posted  : January 11, 2022 

Last Update Posted  : May 19, 2022 

Sponsor: 

Javier Eslava 

Information provided by (Responsible Party): 

Javier Eslava, Universidad Nacional de Colombia 

 Study Details 

 Tabular View 

 No Results Posted 

Study Description 

Brief Summary: 

Sociodemographic, Clinical, Quality of Life, and Health Care Conditions After Hospital Discharge in Patients Who Required Admission to the Intensive Care Unit for COVID-19 at the Hospital Universitario Nacional 

Between April 2020 and March 2021. Bogotá, Colombia 

The main objective of this study is to characterize the sociodemographic, clinical, quality of life and health care conditions in a cohort of patients who have survived a stay in the Intensive Care Unit of the National 

University Hospital of Colombia. Secondarily, associations between these findings and sociodemographic and clinical characteristics will be evaluated. 

It is expected to contribute to the scientific literature through the characterization and epidemiology of the problem in a sample of patients from a Latin American country. It is planned to contribute not only with clinical 

data, but also with data on socioeconomic impacts on patients and notions of the health care they are receiving. Through the analyzes to be carried out, associations that will contribute to the evidence for prevention and 

management of the outcome will be explored. 

Condition or disease  Intervention/treatment  

Post-acute COVID-19 SyndromeLong-COVIDCOVID-19Long COVIDPost-acute 

Sequelae of SARS-CoV-2 Infection 

Other: Exposure: Coronavirus disease 2019 (COVID-19) 

Detailed Description: 

https://clinicaltrials.gov/ct2/show/record/NCT05185674?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=3&rank=32
https://clinicaltrials.gov/ct2/show/results/NCT05185674?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=3&rank=32
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Progressively, the evidence is growing that COVID-19 survivors present persistent or new symptoms and / or alterations in diagnostic studies / functional tests. There is no consensual characterization and denomination for 

this outcome, proposing names such as "Long-COVID" or "Post-COVID Syndrome", among others. Nor are there homogeneous estimates regarding incidence and prevalence. Most of the population studies and surveys 

have been conducted in the United States, China, and European countries. It is considered that this problem can have negative effects on the quality of life, the health of patients and a significant burden of disease for the 

system. Patients may face inequities and barriers in health care. 

At the national and global level; it is projected that large numbers of people may present or are exhibiting this "syndrome." Knowing the situation is necessary to formulate and develop responses in terms of prevention, 

diagnosis, management and rehabilitation. 

This study will be carried out with the main purpose of characterizing the sociodemographic, clinical, quality of life and health care conditions in a cohort of patients who have survived a stay in the Intensive Care Unit of 

the National University Hospital of Colombia. Secondarily, associations between these findings and sociodemographic and clinical characteristics will be evaluated. 

The study will be developed with patients who have been admitted to the Intensive Care Unit of the National University Hospital of Colombia for COVID-19. Once the study is explained to the potential participants, 

doubts are resolved and informed consent is obtained; clinical variables registered in the database will be taken and a remote interview (virtual, telephone) will be carried out with the participant applying the collection 

instrument that contains questions of own elaboration and validated and recognized scales. No physical, treatment or experimentation interventions will be made. The study period is from April 1, 2020 to March 31, 2021. 

A pilot test is included to determine the applicability of the collection instrument, average duration of the interview, feasibility of filling out informed consent by electronic means and disposition of the participants to 

receive the information and be part of the study. 

The data is recorded in REDCap and will be taken to the R-Studio statistical program, through which and with the STATA v16.1 program the analysis will be executed. 

As a benefit to patients, a copy of their answers to the instrument's medical questions and a medical guidance will be sent to them. It will be explained to the participants that said orientation does not replace a formal 

medical consultation nor does it correspond to a teleconsultation and medical orders will not be issued. 

This study also corresponds to a Master's thesis in Public Health for the Universidad Nacional de Colombia, within the framework of the "Equidad en Salud" Research Group of the Universidad Nacional de Colombia. 

Study Design 

Study Type  : Observational 

Estimated Enrollment  : 312 participants 

Observational Model: Cohort 

Time Perspective: Other 

Official Title: Sociodemographic,Clinical,Quality of Life, and Health Care Conditions After Hospital Discharge in Patients Who Required 

Admission to ICU for COVID-19 at Hospital Universitario Nacional Between April 2020 and March 2021. Bogotá, Colombia 

Actual Study Start Date  : September 10, 2021 

Actual Primary Completion Date  : April 29, 2022 

Estimated Study Completion Date  : August 2022 

Groups and Cohorts 

Group/Cohort  Intervention/treatment  

COVID-19 survivors subjects 

All patients discharged from the National University Hospital of Colombia (Bogotá, Colombia) who required admission to the Intensive Care 

Unit of the same institution with a confirmed diagnosis of SARS-CoV-2 disease (COVID-19 disease) between April 1, 2020 and March 31, 2021 

 Severe Acute Respiratory Syndrome (SARS) 

 Coronavirus (CoV) 

Other: Exposure: Coronavirus disease 2019 (COVID-19) 

Having presented Coronavirus disease 2019 (COVID-19) 

and stay in the Intensive Care Unit 

 

Outcome Measures 

Primary Outcome Measures  : 

1. Number of participants with new or persistent symptoms after COVID-19 Number of participants with new or persistent symptoms after COVID-19 [ Time Frame: Baseline (At the time of the interview and 

application of the collection instrument) ] 

Percentage of Participants with one or more new or persistent symptoms. Assessment of the presence or absence of one or more new or persistent symptoms after having COVID-19, reported as yes or no for each 

symptom. 

If the participant manifests dyspnea, the severity will be evaluated using the Modified Medical Research Council (mMRC) instrument, with scoring options from 0 to 4. The higher score the worse the symptoms. 

2. Health-related quality of life before and after presenting COVID-19 [ Time Frame: Baseline (At the time of the interview and application of the collection instrument) ] 

The instrument 12-Item Short-Form Health Survey (SF-12v2) version in Spanish for Colombia will be applied. The valid questionnaire consists of 12 questions about mental and physical health. Questions will 

be asked for the current moment and also directed to before having COVID-19. Scores ranging from 0 to 100 with higher score indicating better health. 

3. Health care conditions after presenting COVID-19 [ Time Frame: Baseline (At the time of the interview and application of the collection instrument) ] 

The participants will be asked questions designed by the researchers in the collection instrument about medical controls that they have received after medical discharge from COVID-19 and mainly for new or 

persistent symptoms, reported as yes or no medical control. Frequency of each barrier in access to health services (by default in the collection instrument elaborated by researchers). 

4. Socioeconomic impact after presenting COVID-19 [ Time Frame: Baseline (At the time of the interview and application of the collection instrument) ] 

Frequency of each economic impact like salary decrease or job loss. The participants will be asked questions designed by the researchers in the collection instrument about possible personal socioeconomic 

impacts of having fallen ill with COVID-19 and being admitted to the Intensive Care Unit. 
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5. Mental health symptoms before and after presenting COVID-19 [ Time Frame: Baseline (At the time of the interview and application of the collection instrument) ] 

The researchers use the valid instrument Self-Reporting Questionnaire (SRQ-20) version in Spanish. The scale consists of 20 questions to be answered: yes or no. The score ranges from 0-20, each positive 

answer add 1 point. Higher score indicating greater possibility of psychological distress. 

6. Functional Independence before and after presenting COVID-19 [ Time Frame: Baseline (At the time of the interview and application of the collection instrument) ] 

The Barthel Index, Spanish version, will be applied to assessment functional independence. Scores ranges from 0 to 100, when 100 is better outcome (independence) and 0 is worst outcome (total dependence). 

Eligibility Criteria 

Ages Eligible for Study:   18 Years and older   (Adult, Older Adult) 

Sexes Eligible for Study:   All 

Accepts Healthy Volunteers:   No 

Sampling Method:   Non-Probability Sample 

Study Population 

: Patients admitted to the Intensive Care Unit of the Hospital Universitario Nacional de Colombia (Bogotá, Colombia) between April 1, 2020 and March 31, 2021. 

Criteria 

Inclusion Criteria: 

 Inclusion Criteria 

 Living patients, who presented COVID-19 with admission to the Intensive Care Unit of the National University Hospital of Colombia between April 1, 2020 and March 31, 2021. 

 Patients 18 years of age and older 

 COVID-19 confirmed by polymerase chain reaction (PCR) test positive for SARS-CoV-19. 

 Signature of informed consent 

Exclusion Criteria: 

 Missing data in the database, referring to the variables of interest 

 Pregnant patients 

 Limitation for communication in Spanish language 

Contacts and Locations 

Please refer to this study by its ClinicalTrials.gov identifier (NCT number): NCT05185674 

 

Locations Colombia Hospital Universitario Nacional de Colombia Bogotá, Colombia, 111321 

Sponsors and Collaborators Javier Eslava 

Investigators 

Principal Investigator: Laura C Loaiza-Fernandez, MD,MSc (c) Universidad Nacional de Colombia 
 

Principal Investigator: Jairo A Pérez-Cely, MD, ICU Hospital Universitario Nacional de Colombia / Universidad Nacional de Colombia 
 

Principal Investigator: Javier H Eslava-Schamalbach, MD, PhD Universidad Nacional de Colombia / Hospital Universitario Nacional de Colombia 
 

More Information 

Responsible Party: Javier Eslava, Principal Investigator. Professor, Universidad Nacional de Colombia 

ClinicalTrials.gov Identifier: NCT05185674     History of Changes 

Other Study ID Numbers: 53543 (Hermes) 

CEI-2021-06-01 ( Other Identifier: Hospital Universitario Nacional de Colombia ) 

First Posted: January 11, 2022    Key Record Dates 

Last Update Posted: May 19, 2022 

Last Verified: May 2022 

Individual Participant Data (IPD) Sharing Statement: 

Plan to Share IPD: No 

Plan Description: Individual participant data are protected by legislation and by ethical standards for research. 

 

Studies a U.S. FDA-regulated Drug Product: No 

Studies a U.S. FDA-regulated Device Product: No 

Keywords provided by Javier Eslava, Universidad Nacional de Colombia: 

https://clinicaltrials.gov/show/NCT05185674
https://clinicaltrials.gov/ct2/history/NCT05185674
https://clinicaltrials.gov/ct2/keydates/NCT05185674
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Sequelae 

Quality of Life 

Delivery of Health Care 

Socioeconomic factors 

Mental health 

Functional status 

Intensive Care Unit 

COVID-19 
Post-acute COVID-19 syndrome 

Long-COVID 

Additional relevant MeSH terms: 

COVID-19 
Respiratory Tract Infections 

Infections 

Pneumonia, Viral 

Pneumonia 

Virus Diseases 

Coronavirus Infections 

Coronaviridae Infections 

Nidovirales Infections 

RNA Virus Infections 

Lung Diseases 

Respiratory Tract Diseases 

Trial record 33 of 41 for:    intensive care unit AND psychological | Covid-19 

Perceived Stress Among ICU Medical Staff During COVID-19 Crisis (ICUcovid) 

ClinicalTrials.gov Identifier: NCT04604769 

Recruitment Status  : Completed 

First Posted  : October 27, 2020 

Last Update Posted  : October 27, 2020 

Sponsor: 

University of Liege 

Information provided by (Responsible Party): 

Audrey Vanhaudenhuyse, University of Liege 

 

 Study Details 

 Tabular View 

 No Results Posted 

Study Description 

Brief Summary: 

The objective of this study is to compare psychological distress and needs of nurses in ICU before and during coronavirus pandemic. 

 

Condition or disease  

CoronavirusNurse's RoleProfessional Stress 

Detailed Description: 

Well-being of caregivers and stress management in intensive care units are essential keys to an adequate quality of care, especially during the anxious context of coronavirus pandemic. Taking care of numerous patients, 

the increasing work and mental charges, facing death, the need of material and changes in work organization are all elements that can influence stress among medical workers. Considering real causes of stress and what are 

the needs of the medical team is fundamental for developing concrete actions to ease the workloads. A few studies were conducted in China on psychological distress of medical staff during COVID-19. According to these 

few studies about psychological distress in ICU, investigators think that stress scores during COVID-19 could be increased among nurses during pandemic. The second hypothesis is that causes of stress would be not so 

different from normal care but could be amplified by the actual situation. One point to take into consideration is that most of the studies were conducted in China and medical policy and hospital organization are different 

in Belgium. The objective of the study is to compare psychological distress and needs of nurses in ICU before and during coronavirus pandemic. 

Study Design 

Study Type  : Observational 

Actual Enrollment  : 60 participants 

Observational Model: Cohort 

Time Perspective: Cross-Sectional 

Official Title: Perceived Stress and Needs Among Medical Staff in ICU During COVID-19 Crisis 

https://clinicaltrials.gov/ct2/show/record/NCT04604769?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=3&rank=33
https://clinicaltrials.gov/ct2/show/results/NCT04604769?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=3&rank=33
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Actual Study Start Date  : June 26, 2019 

Actual Primary Completion Date  : September 1, 2020 

Actual Study Completion Date  : September 1, 2020 

Groups and Cohorts 

Group/Cohort  

Daily routine, control group 

ICU medical staff were asked about their stress and causes of stress during their daily professional life. 

During Covid-19 

ICU medical staff were asked about their stress and causes of stress in their daily professional life during COVID-19 crisis. 

Outcome Measures 

Primary Outcome Measures  : 

1. stress at work [ Time Frame: change from baseline at one year ] 

Job Content Questionnaire (Karasek, 1979) 

2. stress in a medical unit [ Time Frame: change from baseline at one year ] 

Nursing Stress Questionnaire (Gray-Toft, 1981) 

Secondary Outcome Measures  : 

1. hobby activities [ Time Frame: change from baseline at one year ] 

We will ask if they are used to do activities like hypnosis, yoga, mediation, sport, etc. This factor could help us to know if these activities can help and if we have to promote them in the hospital. 

Eligibility Criteria 
Ages Eligible for Study:   18 Years and older   (Adult, Older Adult) 

Sexes Eligible for Study:   All 

Accepts Healthy Volunteers:   Yes 

Sampling Method:   Non-Probability Sample 

Study Population 

Nurses and doctors working in intensive care units before and during the COVID pandemic. 

Criteria 

Inclusion Criteria: 

 Adults > 18 years old 

 working in ICU for at least November 2019 

 working in ICU regularly since March 2020 

 Medical and paramedical professionals 

 Working in direct contact with COVID patients 

Exclusion Criteria: 

 Medical professionals from others departments 

 Internship students 

 External volunteers for COVID 

 Non front-line nurses 

Contacts and Locations 

Please refer to this study by its ClinicalTrials.gov identifier (NCT number): NCT04604769 

Locations Belgium University of Liège, Liège, Province De Liège, Belgium, 4000 

Sponsors and Collaborators 

University of Liege 

Investigators Principal Investigator: Anne-Sophie Nyssen, Université de Liège 

More Information 

Responsible Party: Audrey Vanhaudenhuyse, PhD, Head of the Sensation and Perception Research Group, GIGA Consciouness, University of Liege 

ClinicalTrials.gov Identifier: NCT04604769     History of Changes 

Other Study ID Numbers: stressICUcovid 

First Posted: October 27, 2020    Key Record Dates 

https://clinicaltrials.gov/show/NCT04604769
https://clinicaltrials.gov/ct2/history/NCT04604769
https://clinicaltrials.gov/ct2/keydates/NCT04604769
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Last Update Posted: October 27, 2020 

Last Verified: October 2020 

Studies a U.S. FDA-regulated Drug Product: No 

Studies a U.S. FDA-regulated Device Product: No 

Keywords provided by Audrey Vanhaudenhuyse, University of Liege: 

coronavirus 

covid-19 
pandemia 

professional stress 

burnout 

nursing 

intensive care units (ICU) 

infection 

work organization 

Additional relevant MeSH terms: 

COVID-19 
Stress, Psychological 

Coronavirus Infections 

Occupational Stress 

Respiratory Tract Infections 

Infections 

Pneumonia, Viral 

Pneumonia 

Virus Diseases 

Coronaviridae Infections 

Nidovirales Infections 

RNA Virus Infections 

Lung Diseases 

Respiratory Tract Diseases 

Occupational Diseases 

Behavioral Symptoms 

Trial record 34 of 41 for:    intensive care unit AND psychological | Covid-19 

Early Care Program for the Management of Post-ICU Syndrome and Chronic Pain After COVID-19 Infection. (PAIN-COVID) 

ClinicalTrials.gov Identifier: NCT04394169 

Recruitment Status  : Completed 

First Posted  : May 19, 2020 

Last Update Posted  : December 14, 2021 

Sponsor: 

Hospital Clinic of Barcelona 

Information provided by (Responsible Party): 

TOMAS MIGUEL CUÑAT LOPEZ, Hospital Clinic of Barcelona 

• Study Details 

• Tabular View 

• No Results Posted 

Study Description 

Brief Summary: 

COVID-19 (coronavirus 2019) disease has led to a large number of hospital admissions, many of which require admission to intensive care (ICU). 

Post-intensive care syndrome (PICS) is defined as deterioration or worsening of previous deterioration in the mental, physical or cognitive status that appears as a consequence of a critical illness and which persists after 

acute hospital care. Also, there is evidence that patients who survive a critical illness have a high prevalence of moderate to extreme chronic pain. 

Patients with COVID-19 disease are an especially susceptible population to develop PICS due to acute respiratory distress syndrome (ARDS) survivors have significant long-term deterioration in mental, cognitive, and 

functional health. 

This study hypothesis is that a specific care program based on early therapeutic education and psychological intervention improves the quality of life of patients at risk of developing PICS and chronic pain after COVID-

19 disease. 

 

Condition or disease  Intervention/treatment  Phase  

Post ICU SyndromeChronic PainCovid-19 Behavioral: Intervention program Not Applicable 

Detailed Description: 

A randomized, controlled, and single-blind trial will be performed. Patients over 18 years who have been admitted to intensive care units with the diagnosis of COVID-19 disease at risk of presenting PICS will be 

recruited. 

The study subjects will be divided into two arms, and the intervention program will be compared to the standard care clinical practice. 
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The program will consist of early care (first visit at one month of hospital discharge), therapeutic education on prevention and management of PICS and chronic pain during three medical visits in six months, and 

psychological treatment in patients at risk for emotional distress. 

The main objective is to evaluate the impact of the program on health-related life quality at six months after hospital discharge. 

The secondary objectives are: 

1. To assess the health-related life quality at three months after hospital discharge. 

2. To quantify the incidence of chronic pain, its characteristics, and the degree of functional limitation at three and six months after hospital discharge. 

3. To quantify the incidence of anxiety and depression at three and six months after hospital discharge. 

4. Quantify the incidence of post-traumatic stress syndrome at 3 and 6 months after hospital discharge. 

Study Design 

Study Type  : Interventional  (Clinical Trial) 

Actual Enrollment  : 102 participants 

Allocation: Randomized 

Intervention Model: Parallel Assignment 

Intervention Model Description: Randomized, controlled, single-blind, and single-center clinical trial that will include patients who have been admitted to intensive care of our hospital due to COVID-19 disease. 

Masking: Single (Investigator) 

Masking Description: Visits 1,2, and 3 will be carried out by an investigator with sufficient training in questionnaires. This investigator will not participate on the intervention or the evaluation of the results. 

The intervention will be performed by two researchers (Pain Physician and psychologist). This researcher will not participate in the questionnaire and basal data collection visits or results analysis. 

Researchers who analyze the results will not participate in the questionnaire and basal data collection or program intervention. 

Primary Purpose: Prevention 

Official Title: Early Care, Therapeutic Education, and Psychological Intervention for the Management of Post-intensive Care Syndrome and Chronic Pain After Coronavirus Disease 2019 Infection. Simple-blind, Controlled, 

Randomized Trial. 

Actual Study Start Date  : May 25, 2020 

Actual Primary Completion Date  : October 15, 2021 

Actual Study Completion Date  : October 22, 2021 

Arms and Interventions 

Arm  Intervention/treatment  

Experimental: Intervention arm 

The intervention is a program that includes early patient care, 

therapeutic education, and psychological intervention. It will be 

performed through three medical visits and a psychological 

intervention that requires seven face-to-face sessions. 

Behavioral: Intervention program 

Medical visits: 

There will be three medical visits stipulated as follows: 

 Visit 1 Intervention Group, four weeks after hospital discharge. 

 Visit 2 Intervention Group, eight weeks after hospital discharge. 

 Visit 3 Intervention Group, 18 weeks after hospital discharge. 

Components of visits: 

 Interview and physical examination. 

 Therapeutic education about the intensive care syndrome orally and with a specific document that will be delivered at the end of the visit. 

 Therapeutic education around pain. If the patient reports pain, a specific document will be prepared that will be delivered at the end of the 

visit. 

Psychological intervention: 

Inclusion criteria for psychological intervention: Patients with a score higher than 8 on the HAD (hospital anxiety and depression) test 

depression subscale. 

Description : 

The intervention protocol consists of 7 weekly sessions lasting one hour and a half. The intervention in depression is based on Rehm's 

model of self-control. 

No Intervention: Standard care arm 

Standard medical practice: patient follow-up is carried out by their 

referring physicians (primary care physicians or specialists) who 

are outside the study. 

 

Outcome Measures 
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Primary Outcome Measures  : 

1. Impact of intervention program on health-related quality of life (VAS) [ Time Frame: Six months after discharge ] 

Health-related quality of life reported by the patient assessed through the visual analogue scale of the EQoL 5D/5L questionnaire at six months after discharge. 

[European quality of life 5 dimensions/5 levels ; from 0 (the worst imaginable health) to 100 (the best imaginable health) ] 

Secondary Outcome Measures  : 

1. Impact of intervention program on health-related quality of life (VAS) [ Time Frame: Three months after discharge. ] 

Health-related quality of life reported by the patient assessed through the visual analogue scale of the EQoL 5D / 5L questionnaire at three months after discharge. 

[European quality of life 5 dimensions/5 levels ; from 0 (the worst imaginable health) to 100 (the best imaginable health)] 

2. Impact of intervention program on health-related quality of life (Index) [ Time Frame: Three months after discharge ] 

Health-related quality of life reported by the patient assessed through health index of the EQoL 5D/5L questionnaire at three months after discharge. 

[European quality of life 5 dimensions/5 levels ; the questionnaire assesses quality of life in study participants according to 5 domains (mobility, self-care, usual activities, pain/discomfort, anxiety/depression) 

each scored according to a scale of 1 (no problems) to 5 (indicating extreme problems) and generating a 5-digit code corresponding to quality of life] 

3. Impact of intervention program on health-related quality of life (Index) [ Time Frame: Six months after discharge ] 

Health-related quality of life reported by the patient assessed through health index of the EQoL 5D/5L questionnaire at six months after discharge. 

[European quality of life 5 dimensions/5 levels ; the questionnaire assesses quality of life in study participants according to 5 domains (mobility, self-care, usual activities, pain/discomfort, anxiety/depression) 

each scored according to a scale of 1 (no problems) to 5 (indicating extreme problems) and generating a 5-digit code corresponding to quality of life] 

4. Impact of intervention program on chronic pain (intensity) [ Time Frame: Three and six months after discharge. ] 

Chronic pain intensity defined by BPI questionnaire (short version), at three and six months after discharge. 

[Brief pain inventory; A multidimensional questionnaire that evaluates pain intensity in the last 24 hours (worst, lowest, average) and current (right now). The questions are rated on a scale of 0 to 10, with 10 

being the worst possible value. Subsequently, the average intensity score (BPI intensity score) is calculated.] 

5. Impact of intervention program on chronic pain (limitation of daily activities) [ Time Frame: Three and six months after discharge. ] 

Limitation of daily activities due to chronic pain, defined by BPI (short version), at three and six months after discharge. 

[Brief pain inventory; Multidimensional questionnaire that assesses the impact of pain on daily activities (general activity, encouragement, work, relationships with other people, sleep, enjoying life and the ability 

to walk). The questions are rated on a scale of 0 to 10, with 10 being the worst possible value. Subsequently, the mean score of the responses related to pain interference in activities (BPI interference score) is 

calculated.] 

6. Impact of intervention program on chronic pain (Pain catastrophization) [ Time Frame: Three and six months after discharge. ] 

Pain catastrophization assessed by Pain Catastrophizing Scale at three and six months after hospital discharge. 

[Pain Catastrophizing Scale; Consisting of 13 questions that explore the frequency of thoughts and feelings that the interviewees have in the presence of current or anticipated pain, which are grouped into three 

scoring subscales (magnification, rumination and defenselessness). Each question is rated on a 5-point scale (0: not at all; 4: all the time). Being the maximum total score of 52 points.] 

7. Impact of intervention program on anxiety or depression incidence [ Time Frame: Three and six months after discharge. ] 

Clinically significant anxiety or depression symptoms prevalence at three and six months, assessed by the HAD test. 

[hospital anxiety and depression test; 14 questions, with two subscales, one for anxiety and the other for depression, with seven items each, the maximum score is 21 for each subscale. The cut-off points from 

zero to seven imply the absence of clinically relevant anxiety and depression, from eight to ten symptoms that require consideration and from 11 to 21 reports the presence of relevant symptoms, with a very 

probable diagnosis of anxiety or depression.] 

8. Impact of intervention on probable post-traumatic stress syndrome incidence [ Time Frame: Three and six months after discharge. ] 

Probable post-traumatic stress syndrome prevalence at three and six months after discharge assessed by the DSM ( Diagnostic and Statistical Manual of Mental Disorders) V PTSD Checklist questionnaire (PCL-

5) 

[PTSD Checklist questionnaire; It contains 20 questions that correspond to the DSM V PTSD (Post Traumatic Stress Disorder) criteria. Participants rated their symptoms on a scale of 0 (not at all), 1 (slightly), 2 

(moderately), 3 (quite) to 4 (extremely), with a score ranging from 0 to 80. A total of the severity of the symptoms can be made, adding the score of each question (interval 0-80). The severity of each symptom 

can be evaluated, adding the score of the questions. The cut-off point to use for a provisional diagnosis of PTSD is 31 points.] 

Eligibility Criteria 

Ages Eligible for Study:   18 Years and older   (Adult, Older Adult) 

Sexes Eligible for Study:   All 

Accepts Healthy Volunteers:   No 

Criteria 

Inclusion Criteria: 

 Admitted to the ICU due to COVID infection19. 

 APACHE II score> 14 or ICU stay> 10 days or Duration of mechanical ventilation> 7 days or Acquired weakness in ICU or Delirium during ICU admission. 

 Accept to participate in the study and sign informed consent. 

Exclusion Criteria: 

 Central Nervous System degenerative diseases. Examples: Alzheimer's disease, Amyotrophic lateral sclerosis, Lewy body dementia, Parkinson's disease, among others. 
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 Terminal illness: Definition according to the palliative care guide, Spanish Society for Palliative Care. "Advanced, progressive, and incurable disease with a lack of reasonable possibilities of specific treatment, 

with a life prognosis of less than 6 months. 

 Insufficient understanding of the Spanish language. 

 Patients in whom it would be difficult to complete follow-up. 

 Not having informed consent. 

Contacts and Locations 

Please refer to this study by its ClinicalTrials.gov identifier (NCT number): NCT04394169 

Locations Spain Tomás Cuñat, Barcelona, Spain, 08036 

Sponsors and Collaborators Hospital Clinic of Barcelona 

Investigators Principal Investigator: Antonio José Ojeda Niño, MD Pain unit physician    
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Covid-19 
SARS-COV2 

Critical Care 

Post-traumatic Stress Disorder 

Quality of Life 

Depressive Disorders 

Anxiety disorders 
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Post ICU Syndrome 

Chronic Pain 

Additional relevant MeSH terms: 

COVID-19 
Syndrome 

Chronic Pain 

Disease 

Pathologic Processes 

Infections 

Respiratory Tract Infections 

Pneumonia, Viral 

Pneumonia 

Virus Diseases 

Coronavirus Infections 

Coronaviridae Infections 

Nidovirales Infections 

RNA Virus Infections 

Lung Diseases 

Respiratory Tract Diseases 

Pain 

Neurologic Manifestations 

Trial record 35 of 41 for:    intensive care unit AND psychological | Covid-19 

Resilience Evaluation of Caregivers During the SARS-CoV2 Epidemic Period : Prospective Cohort. (Resi-CoV) 

ClinicalTrials.gov Identifier: NCT04349163 

Recruitment Status  : Completed 

First Posted  : April 16, 2020 

Last Update Posted  : September 23, 2020 

Sponsor: 

University Hospital, Angers 

Information provided by (Responsible Party): 

University Hospital, Angers 

 

 Study Details 

 Tabular View 

 No Results Posted 

Study Description 

Brief Summary: 

The outbreak linked to SARS-CoV-2 infection was declared a Public Health Emergency of International Concern on 30 January 2020. In all of the emergency Departments, a major reorganization was necessary, notably 

with the creation of a specific channel for COVID-19 suspect patients. Thus, all caregivers involved must adapt day by day to new places of exercise, new protocols,...The major influx of patients, the precautions to be 

taken, the specifics of the pathology and its management have profoundly changed daily practice. This exogenous hospital tension impacts all caregivers and more particularly their resilience capacities. Resilience is 

defined as an ability to recover from or adjust easily to misfortune or change. The Resi-CoV study aims to assess the level of resilience of caregivers of different specialties and trades in the context of covid-19. 

 

Condition or disease  Intervention/treatment  

Psychological Other: Questionnaire 

Detailed Description: 

Caregivers will be invited to complete a self-administered questionnaire online via a personalized electronic message. Caregivers will be free to participate. Signed consent will not be requested, but the return of the 

questionnaire will be considered consent. The questionnaire will be administered using Google form® software. Caregivers will have 2 weeks to respond. A reminder will be made at 7 days. The questionnaire will be 

anonymized upon receipt by the investigator. 

Study Design 

Study Type  : Observational 

Actual Enrollment  : 280 participants 

Observational Model: Cohort 

Time Perspective: Prospective 

Official Title: Resilience Evaluation of Caregivers During the SARS-CoV2 Epidemic Period 

https://clinicaltrials.gov/ct2/show/record/NCT04349163?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=3&rank=35
https://clinicaltrials.gov/ct2/show/results/NCT04349163?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=3&rank=35
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Actual Study Start Date  : May 10, 2020 

Actual Primary Completion Date  : June 15, 2020 

Actual Study Completion Date  : June 25, 2020 

Groups and Cohorts 

Group/Cohort  Intervention/treatment  

Caregivers 

Physicians and nurses working at the Emergency Department, Intensive care Unit, infectious disease Department, Anaesthesiology. 

Other: Questionnaire 

CD-RISC 25 questionnaire 

Outcome Measures 

Primary Outcome Measures  : 

1. compare the level of resilience between physicians and caregivers of different specialties and in different workplaces according to the covid-19 epidemic. [ Time Frame: 14 days ] 

CD-RISC-25 : Connor-Davidson Resilience Scale - 25. This scale contain 25 questions each range from 1 to 5. The total is 100 points which means a very high level of resilience. 

Eligibility Criteria 
Ages Eligible for Study:   

 

Child, Adult, Older Adult 

Sexes Eligible for Study:   All 

Accepts Healthy Volunteers:   Yes 

Sampling Method:   Non-Probability Sample 

Study Population 

All caregivers willing to answer. 

Criteria 

Inclusion Criteria: 

 Caregivers (physicians, nurses) 

 working in the Emergency Department, Anaesthesiology, Infectious Department, Intensive care Unit. 

 Voluntary to answer the questionnaire 

Exclusion Criteria: 

- Working in another Department 

Contacts and Locations 

Please refer to this study by its ClinicalTrials.gov identifier (NCT number): NCT04349163 

Locations France CHU Angers, France, 49100 

Sponsors and Collaborators University Hospital, Angers 

Investigators Principal Investigator: Delphine Douillet, UH Angers 

More Information 

Responsible Party: University Hospital, Angers 

ClinicalTrials.gov Identifier: NCT04349163     History of Changes 

Other Study ID Numbers: 2020-A00831-39 

First Posted: April 16, 2020    Key Record Dates 

Last Update Posted: September 23, 2020 

Last Verified: May 2020 

 

Studies a U.S. FDA-regulated Drug Product: No 

Studies a U.S. FDA-regulated Device Product: No 

Keywords provided by University Hospital, Angers: 

caregivers 

covid-19 
resilience 

questionnaire 

CD-RISC 25 

Trial record 36 of 41 for:    intensive care unit AND psychological | Covid-19 

COVID-19 Follow up Intensive Care Studies (COFICS) 

https://clinicaltrials.gov/show/NCT04349163
https://clinicaltrials.gov/ct2/history/NCT04349163
https://clinicaltrials.gov/ct2/keydates/NCT04349163
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ClinicalTrials.gov Identifier: NCT04460170 

Recruitment Status  : Unknown 

Verified July 2020 by Willem Dieperink, University Medical Center Groningen. 

Recruitment status was:  Recruiting 

First Posted  : July 7, 2020 

Last Update Posted  : July 28, 2020 

Sponsor: 

University Medical Center Groningen 

Collaborator: 

Hanze University of Applied Sciences Groningen 

Information provided by (Responsible Party): 

Willem Dieperink, University Medical Center Groningen 

 Study Details 

 Tabular View 

 No Results Posted 

Study Description 

Brief Summary: 

Since the SARS-CoV-2 infection is relatively new, the long term attributable burden related to COVID19 has not been investigated yet. To date, in patients with COVID-19 and their family members, there is little 

information on the functional status, cognitive ability, pattern of return to work, and health related quality of life after the ICU admission. 

This study aims to describe the psychological wellbeing, physical - and social functioning of COVID-19 ICU survivors and their family members up to 12 months following ICU discharge. 

 

Condition or disease  

Quality of LifeCOVID-19 

Detailed Description: 

Study design The COVID-19 Follow up Intensive Care Study (COFICS) is a single center, prospective cohort study performed at a University Medical Center in The Netherlands. 

Study population The study population consists of all admitted critically ill COVID-19 patients with a > 48 hours ICU admission at the ICU of a University Medical Center and a family member of the patient. Family 

members in this study can be partners, other family members, or friends who are identified by the patient as important. 

Sample size All consecutive patients admitted to the ICU of the University Hospital for respiratory distress due to COVID-19 between March 19th 2020 and September 30th 2020 will be enrolled. With consent of the 

patient, family member(s) of participating patients will be enrolled. 

Study Design 

Study Type  : Observational [Patient Registry] 

Estimated Enrollment  : 100 participants 

Observational Model: Cohort 

Time Perspective: Prospective 

Target Follow-Up Duration: 12 Months 

Official Title: COVID-19 Follow up Intensive Care Studies 

Actual Study Start Date  : July 1, 2020 

Estimated Primary Completion Date  : February 1, 2022 

Estimated Study Completion Date  : February 1, 2022 

Groups and Cohorts 

Outcome Measures 

Primary Outcome Measures  : 

1. General Health [ Time Frame: 3 months post ICU discharge ] 

MOS Short-Form General Health Survey (SF-20). The SF-20 contains 20 items and has six dimensions; physical functioning (min. score 6, max. score 12) rolefunctioning (min. score 2, max. score 4) social 

functioning (min. score 1, max. score 6) mental health (min. score 5, max. score 30) general health (min. score 5, max. score 25) pain (min. score 1, max score 5) All endscores will be transformed to a 100 points 

scale where a higher score means better functioning. Except for pain where a higher score means more pain. 

The five mental health questions will be excluded from our questionnaire because the questions are comparable with the HADS. 

https://clinicaltrials.gov/ct2/show/record/NCT04460170?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=3&rank=36
https://clinicaltrials.gov/ct2/show/results/NCT04460170?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=3&rank=36


106 

2. General Health [ Time Frame: 6 months post ICU discharge ] 

MOS Short-Form General Health Survey (SF-20). The SF-20 contains 20 items and has six dimensions; physical functioning (min. score 6, max. score 12) rolefunctioning (min. score 2, max. score 4) social 

functioning (min. score 1, max. score 6) mental health (min. score 5, max. score 30) general health (min. score 5, max. score 25) pain (min. score 1, max score 5) All endscores will be transformed to a 100 points 

scale where a higher score means better functioning. Except for pain where a higher score means more pain. 

The five mental health questions will be excluded from our questionnaire because the questions are comparable with the HADS. 

3. General Health [ Time Frame: 12 months post ICU discharge ] 

MOS Short-Form General Health Survey (SF-20). The SF-20 contains 20 items and has six dimensions; physical functioning (min. score 6, max. score 12) rolefunctioning (min. score 2, max. score 4) social 

functioning (min. score 1, max. score 6) mental health (min. score 5, max. score 30) general health (min. score 5, max. score 25) pain (min. score 1, max score 5) All endscores will be transformed to a 100 points 

scale where a higher score means better functioning. Except for pain where a higher score means more pain. 

The five mental health questions will be excluded from our questionnaire because the questions are comparable with the HADS. 

4. Anxiety and Depression [ Time Frame: 3 months post ICU discharge ] 

Hospital Anxiety and Depression Scale (HADS). The HADS contains two subscale of 7 items each. Minimal score is 0, maximal score 21 for each subscale where a higher score means a higher burden. 

5. Anxiety and Depression [ Time Frame: 6 months post ICU discharge ] 

Hospital Anxiety and Depression Scale (HADS). The HADS contains two subscale of 7 items each. Minimal score is 0, maximal score 21 for each subscale where a higher score means a higher burden. 

6. Anxiety and Depression [ Time Frame: 12 months post ICU discharge ] 

Hospital Anxiety and Depression Scale (HADS). The HADS contains two subscale of 7 items each. Minimal score is 0, maximal score 21 for each subscale where a higher score means a higher burden. 

7. Long function [ Time Frame: 6 months post ICU discharge (only in patients) ] 

Spirometry test 

8. Long function [ Time Frame: 12 months post ICU discharge (only in patients) ] 

Spirometry test 

9. Frailty [ Time Frame: 3 months post ICU discharge (only in patients) ] 

Clinical Frailty Scale with a single outcome measure summarizing the overall level of fitness. 

10. Frailty [ Time Frame: 6 months post ICU discharge (only in patients) ] 

Clinical Frailty Scale with a single outcome measure summarizing the overall level of fitness. 

11. Frailty [ Time Frame: 12 months post ICU discharge (only in patients) ] 

Clinical Frailty Scale with a single outcome measure summarizing the overall level of fitness. 

12. Family functioning [ Time Frame: 6 months post ICU discharge ] 

McMaster Family Assessment Device (FAD-GF6+). The FAD-GF6+ contains 6 items (min. score 6, max. score 24) where a higher scores indicate a lower caregiver burden. 

13. Family functioning [ Time Frame: 12 months post ICU discharge ] 

McMaster Family Assessment Device (FAD-GF6+). The FAD-GF6+ contains 6 items (min. score 6, max. score 24) where a higher scores indicate a lower caregiver burden. 

14. Effect of an ICU admission on return to work [ Time Frame: 3 months post ICU discharge (only in family members) ] 

Return to work knowing; possible job loss, change of work activities and worsening employment status 

15. Effect of an ICU admission on return to work [ Time Frame: 6 months post ICU discharge ] 

Return to work knowing; possible job loss, change of work activities and worsening employment status 

16. Effect of an ICU admission on return to work [ Time Frame: 12 months post ICU discharge ] 

Return to work knowing; possible job loss, change of work activities and worsening employment status 

Secondary Outcome Measures  : 

1. age [ Time Frame: 24 hours (patient) / 3 months post ICU discharge (family member) ] 

age (years) 

2. Gender [ Time Frame: 24 hours (patient) / 3 months post ICU discharge (family member) ] 

Gender (male/female) 

3. Social status [ Time Frame: 3 months post ICU discharge ] 

Social status (married/living together/ single) 

4. APACHE IV [ Time Frame: 24 hours (only in patients) ] 

Acute Physiology And Chronic Health Evaluation (APACHE IV). It is applied within 24 hours of admission of a patient to an intensive care unit (ICU): based on several measurements; higher scores correspond 

to more severe disease and a higher risk of death 

5. Comorbidity [ Time Frame: 3 months post ICU discharge (only in patients) ] 

Comorbidity ( free text) 

6. Body mass index [ Time Frame: 3 months post ICU discharge (only in patients) ] 

Body mass index (kg/m2) 

7. ICU stay [ Time Frame: hospital discharge, an average of 4 weeks (only in patients) ] 

ICU stay (days) 
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8. Mechanical ventilation [ Time Frame: hospital discharge, an average of 4 weeks (only in patients) ] 

Mechanical ventilation (days) 

9. Delerium [ Time Frame: hospital discharge, an average of 4 weeks (only in patients) ] 

Delerium (no / yes --> CAM-ICU / DOS score) 

10. Hospital stay [ Time Frame: hospital discharge, an average of 4 weeks (only in patients) ] 

Hospital stay (days) 

11. Discharge locationn [ Time Frame: hospital discharge, an average of 4 weeks (only in patients) ] 

Discharge location (home, other hospital, nursing home, revelidation center) 

12. Mortality [ Time Frame: 3 months post ICU discharge (only in patients) ] 

Mortality (no / yes --> date) 

13. Mortality [ Time Frame: 6 months post ICU discharge (only in patients) ] 

Mortality (no / yes --> date) 

14. Mortality [ Time Frame: 12 months post ICU discharge (only in patients) ] 

Mortality (no / yes --> date) 

15. Relationship with the patient [ Time Frame: 3 months post ICU discharge (only in family members) ] 

Relationship with the patient (Partner, sibling, child, other) 

16. Educational level [ Time Frame: 3 months post ICU discharge ] 

Educational level (low, middle, high) 

17. Readmission [ Time Frame: 3 months post ICU discharge (only in patients) ] 

Readmission (no / yes --> free text) 

18. Health care consumption [ Time Frame: 3 months post ICU discharge ] 

Health care consumption (general practicionar, home care, physiotherapist, lung specialist, psychologist, onther (free text)) 

19. Health care consumption [ Time Frame: 6 months post ICU discharge ] 

Health care consumption (general practicionar, home care, physiotherapist, lung specialist, psychologist, onther (free text)) 

20. Health care consumption [ Time Frame: 12 months post ICU discharge ] 

Health care consumption (general practicionar, home care, physiotherapist, lung specialist, psychologist, onther (free text)) 

21. Weight [ Time Frame: 3 months post ICU discharge ] 

Weight (kg) 

22. Weight [ Time Frame: 6 months post ICU discharge ] 

Weight (kg) 

23. Weight [ Time Frame: 12 months post ICU discharge ] 

Weight (kg) 

24. Hypertensive [ Time Frame: 3 months post ICU discharge ] 

Hypertensive (RR) 

25. Hypertensive [ Time Frame: 6 months post ICU discharge ] 

Hypertensive (RR) 

26. Hypertensive [ Time Frame: 12 months post ICU discharge ] 

Hypertensive (RR) 

27. Thrombosis [ Time Frame: 3 months post ICU discharge ] 

Thrombosis (no / yes --> anticoagulant, DVT or PE) 

28. Thrombosis [ Time Frame: 6 months post ICU discharge ] 

Thrombosis (no / yes --> anticoagulant, DVT or PE) 

29. Thrombosis [ Time Frame: 12 months post ICU discharge ] 

Thrombosis (no / yes --> anticoagulant, DVT or PE) 

30. Diabetes [ Time Frame: 3 months post ICU discharge ] 

Diabetes (no /yes --> current insulin level, metformin/ insulin use) 

31. Diabetes [ Time Frame: 6 months post ICU discharge ] 

Diabetes (no /yes --> current insulin level, metformin/ insulin use) 

32. Diabetes [ Time Frame: 12 months post ICU discharge ] 

Diabetes (no /yes --> current insulin level, metformin/ insulin use) 

Eligibility Criteria 
Ages Eligible for Study:   

 

18 Years and older (Adult, Older Adult) 
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Sexes Eligible for Study:   All 

Accepts Healthy Volunteers:   No 

Sampling Method:   Non-Probability Sample 

Study Population 

The study population consists of all admitted critically ill COVID-19 patients with a > 48 hours ICU admission at the ICU of a University Medical Center and a family member of the patient. Family members in this study 

can be partners, other family members, or friends who are identified by the patient as important. 

Criteria 

Inclusion Criteria: 

 ≥ 18 years old 

 Ability to speak and write Dutch 

 Ability to conduct a telephone call 

 Diagnosed with COVID-19 infection (only in patients) 

 48 hours ICU admission (only in patients) 

Exclusion Criteria: 

 Refuse to participate 

 Serious language barrier 

 Cognitive impairment 

 Severe psychiatric disorder 

 Chronic ventilator dependency (only in patients) 

Contacts and Locations 

Please refer to this study by its ClinicalTrials.gov identifier (NCT number): NCT04460170 

 

Contacts I van der Meulen, PhD +31503615617 i.c.van.der.meulen@pl.hanze.nl 

Locations Netherlands, University Medical Center Groningen, Groningen, Netherlands, 9700 RB Recruiting 

Sponsors and Collaborators 

University Medical Center Groningen 

Hanze University of Applied Sciences Groningen 

More Information 

Responsible Party: Willem Dieperink, PhD, University Medical Center Groningen 

ClinicalTrials.gov Identifier: NCT04460170     History of Changes 

Other Study ID Numbers: COFICS201800422 

First Posted: July 7, 2020    Key Record Dates 

Last Update Posted: July 28, 2020 

Last Verified: July 2020 

 

Studies a U.S. FDA-regulated Drug Product: No 

Studies a U.S. FDA-regulated Device Product: No 

Keywords provided by Willem Dieperink, University Medical Center Groningen: 

Critical Care 

Family Members 

Patients 

Follow-Up Studies 

Quality of Life 

COVID-19 
Additional relevant MeSH terms: 

COVID-19 
Respiratory Tract Infections 

Infections 

Pneumonia, Viral 

Pneumonia 

Virus Diseases 

Coronavirus Infections 

Coronaviridae Infections 

Nidovirales Infections 

RNA Virus Infections 

Lung Diseases 

Respiratory Tract Diseases 

Trial record 37 of 41 for:    intensive care unit AND psychological | Covid-19 

mailto:i.c.van.der.meulen@pl.hanze.nl
https://clinicaltrials.gov/show/NCT04460170
https://clinicaltrials.gov/ct2/history/NCT04460170
https://clinicaltrials.gov/ct2/keydates/NCT04460170
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COVID-19 and the Brain 

ClinicalTrials.gov Identifier: NCT04726176 

Recruitment Status  : Completed 

First Posted  : January 27, 2021 

Last Update Posted  : April 29, 2022 

Sponsor: 

Vrije Universiteit Brussel 

Collaborator: 

Universitair Ziekenhuis Brussel 

Information provided by (Responsible Party): 

Kevin De Pauw, Vrije Universiteit Brussel 

 

 Study Details 

 Tabular View 

 No Results Posted 

Study Description 

Brief Summary: 

The main objective of this project is: 

1. To assess the impact of COVID-19 on the brain and executive functioning. 

Twenty adult subjects of UZ Brussels (volunteers), who needed intensive care due to COVID-19 (n=10) or exhibited mild symptoms due to COVID-19 (n=10), will be recruited after hospital discharge. After signing an 

informed consent the subjects will undergo brain scans (T1, DTI, SWI, DWI, FLAIR MRI and rsfMRI), an emotion regulation task and a neurocognitive test battery. The latter test battery will be performed using an iPad 

and will test different neurocognitive functions such as memory, abstract thinking, spatial orientation and attention. The duration of the test battery is 18min. The total duration of one trial is estimated at one hour and a 

half. All tests are planned at the department of Radiology-Magnetic Resonance (UZ Brussel). After three months patients will visit the department of Radiology-Magnetic Resonance a second time for the same 

experimental trial. Additionally, a matched control group (n = 20; non covid or ICU patients) will be included and undergo the same tests in order to compare the results of the brain scans, emotional regulation task and 

neurocognitive test battery with results of both Covid-groups. Next to objective data, questionnaires will be filled out, i.e. visual analogue scales of mental and physical fatigue, Profile of Mood States and some additional 

return to work questions. 

 

Condition or disease  Intervention/treatment  

Covid19BrainNeurocognitionfMRI Biological: Exposure to COVID-19 

Study Design 

Study Type  : Observational 

Actual Enrollment  : 40 participants 

Observational Model: Cohort 

Time Perspective: Prospective 

Official Title: COVID-19 and Brain Health 

Actual Study Start Date  : January 30, 2021 

Actual Primary Completion Date  : December 1, 2021 

Actual Study Completion Date  : December 1, 2021 

Groups and Cohorts 

Group/Cohort  Intervention/treatment  

COVID-19 

Participants who were admitted to the intensive care unit due to COVID-19 or participants who exhibited "mild" 

symptoms due to COVID-19 but needed to be hospitalized. 

Biological: Exposure to COVID-19 

To study the exposure of COVID-19 on the brain and executive functioning 

https://clinicaltrials.gov/ct2/show/record/NCT04726176?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=3&rank=37
https://clinicaltrials.gov/ct2/show/results/NCT04726176?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=3&rank=37
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Group/Cohort  Intervention/treatment  

Healthy control group 

Healthy matched participants who never had COVID-19. 

 

Outcome Measures 

Primary Outcome Measures  : 

1. Brain scans [ Time Frame: Up to 12 weeks ] 

T1, FLAIR MRI, SWI, DWI, DTI, rsfMRI and a task-based functional MRI 

2. Neurocognitive test battery [ Time Frame: Up to 12 weeks ] 

The computerized cognitive test battery "Cognition" will be conducted using an iPad. This cognitive test battery is sensitive to multiple domains at high-level cognitive performance. It consists of the motor praxis 

test (measure of sensorimotor speed), visual object learning test (measure of spatial learning and memory), abstract matching (measure of abstraction), line orientation test (measure of spatial orientation), digit 

symbol substitution test (measure of complex scanning and visual tracking), balloon analogue risk test (measure of risk decision making), NBACK (measure of working memory) and psychomotor vigilance test 

(measure, or vigilant attention) and takes approximately 18 min in total. 

Secondary Outcome Measures  : 

1. Emotion regulation task [ Time Frame: Up to 12 weeks ] 

During the last brain scan, i.e. the task-based functional fMRI, a short emotion regulation task will be employed. Twenty negatively rated stimuli from the International Affective Picture System balanced on 

arousal (exciting/calm) will be randomly allocated to one of two blocks, one block per condition (experiential awareness, i.e. switching attention towards the bodily felt affective experience / cognitive reappraisal 

i.e. cognitively changing how one appraises the situation represented on the negative pictures). 

2. Mental fatigue Visual Analogue Scale (M-VAS) [ Time Frame: Up to 12 weeks ] 

Subjective measure of mental fatigue (0-10cm; 0 = no mental fatigue; 10 = maximal mental fatigue) 

3. Physical fatigue Visual Analogue Scale (P-VAS) [ Time Frame: Up to 12 weeks ] 

Subjective measure of physical fatigue (0-10cm; 0 = no mental fatigue; 10 = maximal mental fatigue) 

4. Return to work questionnaire [ Time Frame: Up to 12 weeks ] 

Questionnaire encompassing the following questions: 

a. When did you restart work duties after hospital discharge? 

b. Did you consider yourself fit to return to work? 

c. What is your general experience of restart working? 

d. Have you been equally as productive, less productive, or more productive than before the COVID-19 infection/since the former consultation? 

5. Profile of Mood States (POMS) [ Time Frame: Up to 12 weeks ] 

The Profile of Mood States (POMS) is a 65 item self-report psychological instrument. The POMS measures six different dimensions of mood states over a period of time. These include: Tension or Anxiety, 

Anger or Hostility, Vigor or Activity, Fatigue or Inertia, Depression or Dejection, Confusion or Bewilderment. These 65 items are rated on a five-point scale ranging from "not at all" to "extremely". 

Eligibility Criteria 

Ages Eligible for Study:   35 Years to 76 Years   (Adult, Older Adult) 

Sexes Eligible for Study:   All 

Sampling Method:   Non-Probability Sample 

Study Population 

Both the "ICU COVID-19" and "Mild COVID-19" groups will be selected from COVID-19 patients that were admitted to the UZ Brussel hospital. 

The "Healthy volunteers" group will be selected through the network of the involved researchers (convenience sampling). 

Criteria 

Inclusion Criteria: 

 Adult patients of UZ Brussels, who left the hospital and needed intensive care 

 Adult patients of UZ Brussels, who left the hospital and exhibited mild symptoms 

 Healthy volunteers (who never had COVID-19) 

 Ability to give informed consent 

 Dutch or French speaking 

Exclusion Criteria: 

 History of neurological diseases 

Contacts and Locations 

Please refer to this study by its ClinicalTrials.gov identifier (NCT number): NCT04726176 
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Locations Belgium Vrije Universiteit Brussel, Brussels, Belgium, 1050 

Sponsors and Collaborators 

Vrije Universiteit Brussel 

Universitair Ziekenhuis Brussel 

Investigators Principal Investigator: Kevin De Pauw, Prof. Dr., Vrije Universiteit Brussel 

More Information 

Publications: 
Iadecola C, Anrather J, Kamel H. Effects of COVID-19 on the Nervous System. Cell. 2020 Oct 1;183(1):16-27.e1. doi: 10.1016/j.cell.2020.08.028. Epub 2020 Aug 19. Review. 

Responsible Party: Kevin De Pauw, Professor Dr., Vrije Universiteit Brussel 

ClinicalTrials.gov Identifier: NCT04726176     History of Changes 

Other Study ID Numbers: 1432020000338 

First Posted: January 27, 2021    Key Record Dates 

Last Update Posted: April 29, 2022 

Last Verified: April 2022 

Individual Participant Data (IPD) Sharing Statement: 

Plan to Share IPD: No 

Plan Description: Researchers, K De Pauw, R Meeusen, B Tassignon, J De Mey, L Van Liedekerke, H Raeymaekers, F De Ridder, G Nagels, J Van 

Schependom, M Vandekerckhove, L Van Imschoot, P Lacor, L Seyler, R Mertens, S Allard, AM Van Binst, LCB Fuentes, N 

Hoornaert, M Naeyaert, A Radwan, P Van Schuerbeek, S Sunaert and E De Waele will have access to IPD. 

All electronic data is stored on the shared encrypted university drive. All files & written data will be stored in a locked filing 

cabinet. With only the previously mentioned researchers having access. 

All data will be anonymized by assigning an exclusive identity code to each participant. The identity of the individual will only be 

known by the previously stated research team. Anonymized data will be stored for up to four years to allow for publication access, 

further analyses and auditing. All personal data, including health questionnaires and signed consent forms, will be destroyed 

within 12 months of study completion. 

Studies a U.S. FDA-regulated Drug Product: No 

Studies a U.S. FDA-regulated Device Product: No 

Additional relevant MeSH terms: 

COVID-19 
Respiratory Tract Infections 

Infections 

Pneumonia, Viral 

Pneumonia 

Virus Diseases 

Coronavirus Infections 

Coronaviridae Infections 

Nidovirales Infections 

RNA Virus Infections 

Lung Diseases 

Respiratory Tract Diseases 

Trial record 38 of 41 for:    intensive care unit AND psychological | Covid-19 

A Brief GAmeplay Intervention for NHS ICU Staff Affected by COVID-19 Trauma (GAINS Study) (GAINS) 

ClinicalTrials.gov Identifier: NCT04992390 

Recruitment Status  : Active, not recruiting 

First Posted  : August 5, 2021 

Last Update Posted  : June 13, 2022 

Sponsor: 

P1vital Products Limited 

Collaborators: 

Wellcome Trust 

Uppsala University 

Intensive Care Society 

University of Nottingham 

Information provided by (Responsible Party): 

P1vital Products Limited 

https://clinicaltrials.gov/ct2/bye/rQoPWwoRrXS9-i-wudNgpQDxudhWudNzlXNiZip9Ei7ym67VZRFnOK4naK4nA6h9Ei4L3BUgWwNG0it.
https://clinicaltrials.gov/show/NCT04726176
https://clinicaltrials.gov/ct2/history/NCT04726176
https://clinicaltrials.gov/ct2/keydates/NCT04726176
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Study Description 

Brief Summary: 

Intensive care unit (ICU) staff are frequently exposed to traumatic events at work (e.g., witnessing patients die), amplified by the COVID-19 pandemic. A significant proportion experience intrusive memories of these 

events that pop suddenly into mind: these imagery-based memories can disrupt functioning and contribute to posttraumatic stress disorder. Previous research has shown that a brief behavioural intervention can reduce the 

number of intrusive memories after a traumatic event. In this study we aim to optimise a brief digital intervention to help reduce the number of intrusive memories experienced by ICU staff (primary outcome). We will 

explore if it can improve work functioning and wellbeing (secondary outcomes). We will recruit approximately 150 ICU staff with intrusive memories of events experienced during the COVID-19 pandemic. 

The study is funded by the Wellcome Trust (223016/Z/21/Z). 

Condition or disease  Intervention/treatment  Phase  

Intrusive Memories of Traumatic Event(s) Behavioral: Brief digital imagery-competing task intervention Not Applicable 

Detailed Description: 

A statistical analysis plan will be prepared prior to the first interim analysis for the outcomes that will guide study optimisation, i.e., primarily the primary outcome. 

A second statistical analysis plan will be prepared prior to the end of the study, to outline the standard (frequentist) statistical approaches that will be used to analyse the primary, secondary and tertiary data. 

Regular monitoring will be performed by P1vital Products to verify that the study is conducted and data are generated, documented and reported in compliance with the protocol, GCP and the applicable regulatory 

requirements. 

Quality assurance representatives from the Sponsor may carry out an audit of the study in compliance with regulatory guidelines and relevant standard operating procedures. 

Study Design 

Study Type  : Interventional  (Clinical Trial) 

Actual Enrollment  : 106 participants 

Allocation: Randomized 

Intervention Model: Parallel Assignment 

Masking: Single (Outcomes Assessor) 

Primary Purpose: Treatment 

Official Title: A Randomised Optimisation Study of a Brief Digital Imagery-competing Task Intervention to Support NHS ICU Staff 

Experiencing Intrusive Memories of Traumatic Events From Working in the COVID-19 Pandemic 

Actual Study Start Date  : August 24, 2021 

Estimated Primary Completion Date  : June 2022 

Estimated Study Completion Date  : July 2022 

Arms and Interventions 

Arm  Intervention/treatment  

Experimental: Immediate intervention arm 

Immediate access to the brief digital imagery-competing task 

intervention plus symptom monitoring for 4 weeks including 

completing a daily count of the number of their intrusive memories in 

week 4 (primary outcome). 

Behavioral: Brief digital imagery-competing task intervention 

First session guided by a researcher: A memory cue followed by playing the brief digital imagery-competing task with mental 

rotation instructions. 

Option to engage in self-administered/guided sessions after the first session and record their intrusive memories (symptom 

monitoring). 

 

Experimental: Delayed intervention arm 

Usual care for 4 weeks including completing a daily count of the 

number of their intrusive memories in week 4 (primary outcome), 

Behavioral: Brief digital imagery-competing task intervention 

First session guided by a researcher: A memory cue followed by playing the brief digital imagery-competing task with mental 

rotation instructions. 

https://clinicaltrials.gov/ct2/show/record/NCT04992390?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=3&rank=38
https://clinicaltrials.gov/ct2/show/results/NCT04992390?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=3&rank=38
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Arm  Intervention/treatment  

followed by access to the brief digital imagery-competing task 

intervention plus symptom monitoring for 4 weeks. 

Option to engage in self-administered/guided sessions after the first session and record their intrusive memories (symptom 

monitoring). 

 

Outcome Measures 

Primary Outcome Measures  : 

1. Number of intrusive memories of traumatic event(s) [ Time Frame: Week 4 (both arms) and Controlling for Run in week (both arms) ] 

Number of intrusive memories of traumatic event(s) recorded by participants in a brief daily online diary for 7 days. 

Secondary Outcome Measures  : 

1. Number of intrusive memories of traumatic event(s) [ Time Frame: Run-in week (immediate intervention arm) , week 4 (both arms) and week 8 (delayed intervention arm) ] 

Number of intrusive memories of traumatic event(s) recorded by participants in a brief daily online diary for 7 days. 

Total number of intrusive memories reported in Week 4 compared to baseline for the immediate intervention group and Week 8 compared to Week 4 for the delayed intervention group (within-group 

comparisons). 

2. Intrusive memory ratings [ Time Frame: Baseline, 4 weeks and 8 weeks ] 

The 9-item questionnaire assesses a number of intrusive memories characteristics. These characteristics include frequency (7-point categorical response from 'never' to 'many times a day); distress (0=not at all to 

10=extremely); disruption to concentration (0=not at all to 10=extremely); interference with what you were doing (how much (0=not at all to 10=extremely) and for how long (6-point categorical response from 

'<1min' to '+60mins')); impact on work functioning (0=not at all to 10=extremely) and in what ways (open text response)); impact on functioning in other areas of life (how much (0= not at all to 10 = extremely) 

and in what ways (open text response)). 

3. Impact of Event Scale-Revised (IES-R) [ Time Frame: Baseline, 4 weeks and 8 weeks ] 

This 22-item questionnaire assesses subjective distress after a traumatic event (with reference to the events for which participants are taking part in the study). 

Items are rated for how distressing they have been during the past 7 days on a 5- point scale ranging from 0 ("not at all") to 4 ("extremely"). Scores are calculated for the intrusion, avoidance and hyperarousal 

subscales and total score. We will analyse total score (mean of all 22 items) and subscales separately (mean of items in each subscale). 

4. PTSD Checklist for DSM-5 (PCL-5) 4-item version [ Time Frame: Baseline, 4 weeks and 8 weeks ] 

This shortened 4-item version of the PCL-5 assesses symptoms of PTSD over the last month. 

Items are rated on a 5-point scale ranging from 0 ("not at all") to 4 ("extremely"). Total score ranges from 0 to 16 (cut-off for possible PTSD is 10 or above). 

5. Sleep Condition Indicator (SCI) [ Time Frame: Baseline, 4 weeks and 8 weeks ] 

This 8-item scale measures sleep problems against the DSM-5 criteria for insomnia disorder. 

Item responses are each scored 0-4, with scores from 0 to 2 indicating threshold criteria for insomnia disorder. Total score ranges 0-32, with a higher score indicating better sleep (cut-off for possible insomnia 

disorder is a total score from 0 to 2). 

6. Generalised Anxiety Disorder 2-item scale (GAD-2) [ Time Frame: Baseline, 4 weeks and 8 weeks ] 

Items are rated for how often they have bothered the respondent over the last two weeks, from 0 ("not at all") to 3 ("nearly every day"). Total score is the sum of both items and ranges from 0 to 6 (cut-off for 

possible GAD is 3 or above). 

7. Patient Health Questionnaire 2-item version (PHQ-2) [ Time Frame: Baseline, 4 weeks and 8 weeks ] 

This 2-item short-form self-report measure assesses symptoms of depression. 

Items are rated for how often they have bothered the respondent over the last two weeks, from 0 ("not at all") to 3 ("nearly every day"). Total score is the sum of both items and ranges from 0 to 6 (cut-off for 

possible major depressive disorder is 3 or above). 

8. Psychological Outcome Profiles (PSYCHLOPS) [ Time Frame: Baseline, 4 weeks and 8 weeks ] 

This measure consists of 4 questions that are scored and designed to assess the impact of a person's intrusive memories. 

Questions 1b, 2b, 3b, and 4 are scored. These have a six-point ordinal scale ranging from 0 to 5 and are summed to generate a total score from 0 to 20. Higher values indicate the person is more severely affected. 

9. World Health Organization Disability Assessment Schedule 12-item version (WHODAS 2.0) [ Time Frame: Baseline, 4 weeks and 8 weeks ] 

The 12-item, self-report version of the WHODAS 2.0 will be used to assess difficulties in relation to the impact of intrusive memories. 

Respondents rate how much difficulty they have had in each area in the past 30 days, from 0 (none) to 4 (extreme or cannot do). The overall score is calculated as a percentage of the maximum possible score 

(i.e., 48 points). 

10. 5-level European Quality of Life 5 Dimension (EQ-5D-5L) [ Time Frame: Baseline, 4 weeks and 8 weeks ] 

The 5-level version of the EuroQol-5D (EQ-5D-5L) is a brief measure for assessing general quality of life and health status. 

Items assess mobility, self-care, usual activities, pain/discomfort and anxiety/depression each on a 5-point scale. 5 items are scored on a 5-point ordinal scale from 'no problem' (1) to 'highest level of problems' 

(5). Respondents also rate their overall health today from 0 (the worst health you can imagine) to 100 (the best health you can imagine). Scores are analysed separately (not summed). 

11. Scale of Work Engagement and Burnout (SWEBO) [ Time Frame: Baseline, 4 weeks and 8 weeks ] 

This 18-item self-report measure assesses work engagement and burnout. 
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The work engagement subscale consists of 9 items assessing three dimensions (vigour, attentiveness, dedication). Respondents rate how often they have felt each descriptive in the past two weeks, from 1 (not at 

all) to 4 (all the time). The mean score is calculated for two subscales: engagement and burnout (9 items each). 

12. Sickness absence [ Time Frame: Baseline, 4 weeks and 8 weeks ] 

Single item assessing self-reported number of sick days taken from work in the last 4 weeks. Total scoring includes total number of sick days. 

13. Intention to leave job [ Time Frame: Baseline, 4 weeks and 8 weeks ] 

This 3 items questionnaire is used to assess participants' intention to leave their job e.g. "I think a lot about leaving the job", each rated from 1 (strongly agree) to 5 (strongly disagree). The total score ranges 3 to 

15, with a lower score indicating stronger intention to leave the job. 

14. Weekly Work Pattern [ Time Frame: Baseline, 4 weeks and 8 weeks ] 

Two items asses the number of days worked and number of night shifts worked in the last week (both with responses from 0 to 7). Items are examine separately (not summed). 

Other Outcome Measures: 

1. Support from managers and from family/friends [ Time Frame: Baseline ] 

The 2 item questionnaire asks "During the COVID-19 pandemic, how well supported have you been by your supervisors/managers?" and "how well supported have you been by your family and friends?" The 

response is rated as "not at all", "quite a bit", "moderately", "quite a bit", or "extremely" 

2. Changes to health and work [ Time Frame: 4 weeks and 8 weeks (both arms) ] 

The 6-item questionnaire questionnaire will be used to assess the occurrence of any new traumatic events, any additional stressful life events (e.g. relationship problems, financial problems), new treatments 

received, social support received, changes to the job, or changes to the number of hours worked per week since the last assessment. 

3. Optimisation Assessment [ Time Frame: Baseline, 4 weeks and 8 weeks ] 

Rates of recruitment, intervention use/adherence, outcome measure completion and participant attrition will be assessed. 

4. Feedback questionnaire [ Time Frame: Week 4 (immediate intervention arm), Week 8 (delayed intervention arm) ] 

The first ten items assess how easy, helpful, distressing, burdensome and acceptable participants found the intervention, how willing they would be to use it in the future, how confident they would be in 

recommending it to a friend and how much they feel it could be used to support staff within NHS ICUs, each rated from 0 (not at all) to 10 (very). The last two items ask how the intervention could be improved, 

for any other comments or suggestions about the intervention, and for the occurrence of any adverse events, all with an open response. 

5. Optional qualitative interview [ Time Frame: Week 5 (immediate intervention arm), Week 9 (delayed intervention arm) ] 

Qualitative interview will consist of a number of questions designed to gain an in-depth understanding of participants' experience of using the intervention, including acceptability, improvement suggestions, 

training/psychoeducation materials, potential barriers/facilitators to recruitment and uptake, and support needed for remote intervention delivery. 

Eligibility Criteria 

Ages Eligible for Study:   18 Years and older   (Adult, Older Adult) 

Sexes Eligible for Study:   All 

Accepts Healthy Volunteers:   Yes 

Criteria 

Inclusion criteria: 

 Aged 18 or above. 

 Able to read, write and speak in English. 

 Worked in a clinical role in an NHS Intensive Care Unit or equivalent during the COVID-19 pandemic (e.g. as a member of ICU staff or deployed to work in the ICU during the pandemic) 

 Experienced at least one traumatic event related to their work during the COVID-19 pandemic, meeting criterion A of the Diagnostic and Statistical Manual of Mental Disorders, 5th edition (DSM-5) criteria for 

Post-Traumatic Stress Disorder (PTSD): "exposure to actual or threatened death, serious injury, or sexual violence" by "directly experiencing the traumatic event(s)" or "witnessing, in person, the event(s) as it occurred to 

others" 

 Experience intrusive memories of the traumatic event(s). 

 Experienced at least three intrusive memories in the week prior to screening. 

 Have internet access. 

 Willing and able to provide informed consent and complete study procedures (including briefly listing their intrusive memories (without going into any detail), and playing the brief digital imagery-competing 

task with particular mental rotation instructions, and completing an online intrusive memory diary). 

 Willing and able to be contacted by the research team during the study period. 

Exclusion criteria: 

• Have fewer than three intrusive memories during the run-in week. 

We will not exclude those undergoing other treatment for PTSD or its symptoms, so the study is as inclusive as possible to meet the challenges ICU staff are facing during the COVID-19 pandemic. 

Contacts and Locations 

Please refer to this study by its ClinicalTrials.gov identifier (NCT number): NCT04992390 

Locations United Kingdom P1vital Products Limited, Wallingford, Oxfordshire, United Kingdom, OX10 8BA 

Sponsors and Collaborators 
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P1vital Products Limited 

Wellcome Trust 

Uppsala University 

Intensive Care Society 

University of Nottingham 

Investigators Principal Investigator: Emily Holmes, Uppsala University 

More Information 

Responsible Party: P1vital Products Limited 

ClinicalTrials.gov Identifier: NCT04992390     History of Changes 

Other Study ID Numbers: P1V-GAINS-IN01 

First Posted: August 5, 2021    Key Record Dates 

Last Update Posted: June 13, 2022 

Last Verified: May 2022 

Individual Participant Data (IPD) Sharing Statement: 

Plan to Share IPD: Yes 

Plan Description: An anonymised database of individual participant data, along with a data dictionary, as well as the Clinical Study Report (which 

will include summarised anonymised participant data), will be shared on the Open Science Framework. 

Supporting Materials: Study Protocol 

Statistical Analysis Plan (SAP) 

Clinical Study Report (CSR) 

Time Frame: We aim to share the Study Protocol and Statistical Analysis Plan when the final participant allocated to delayed arm completed the 

guided intervention. The Clinical Study Report will be shared when available following publication. Supporting information 

mentioned above will be shared indefinitely and with no end date on Open Science Framework Platform. 

Access Criteria: Anonymised research data will be made available on open science frame work (OSF) indefinitely. 

OSF is an open source web application that is freely accessible to public and scientific community. 

 

Studies a U.S. FDA-regulated Drug Product: No 

Studies a U.S. FDA-regulated Device Product: No 

Trial record 39 of 41 for:    intensive care unit AND psychological | Covid-19 

Active Pregnancy Against COVID-19 (ACPREGCOV) 

ClinicalTrials.gov Identifier: NCT04563065 

Recruitment Status  : Recruiting 

First Posted  : September 24, 2020 

Last Update Posted  : July 1, 2022 

See Contacts and Locations 

Sponsor: 

Universidad Politecnica de Madrid 

Collaborators: 

Hospital Severo Ochoa 

Puerta de Hierro University Hospital 

Hospital Vall d'Hebron 

Hospital Universitario de Torrejón de Ardoz 

Clínica Zuatzu de San Sebastián 

Information provided by (Responsible Party): 

Rubén Barakat Carballo, Universidad Politecnica de Madrid 

 

 Study Details 

https://clinicaltrials.gov/show/NCT04992390
https://clinicaltrials.gov/ct2/history/NCT04992390
https://clinicaltrials.gov/ct2/keydates/NCT04992390
https://clinicaltrials.gov/ct2/show/NCT04563065?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=3&rank=39#contacts
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Study Description 

Go to   

Brief Summary: 

Historically and traditionally, the recommendations related to physical exercise during pregnancy have been based more on moral or cultural issues than on scientific evidence. During some phases of history, pregnancy 

has meant a period of seclusion for women (not only physical). One of the adverse consequences has been the common recommendation of rest as a general rule for pregnant women. 

Scientific evidence from recent years has achieved a better understanding of the process of pregnancy and childbirth as well as maternal and fetal responses to exercise. Currently, both from a scientific and 

clinical/obstetric point of view, there is no doubt about the benefits of an active pregnancy for entire body of pregnant woman, and even her child. In fact, risks of a sedentary lifestyle are applicable to the pregnancy 

situation, even more with important associated complications during pregnancy and postpartum period. 

Unfortunately, the impact of COVID-19 has caused an unprecedented global crisis, in this sense the necessary measures taken by the different administrations, especially in terms of confinement causes (from now on) a 

large number of complications affecting different populations. In summary a complex situation without established prevention strategies exists. 

The pregnant population is, due to the nature of the gestation and delivery process, one of the population groups with the highest risk of adverse outcomes and associated complications and whose consequences include the 

mother, fetus, newborn and even children. According to an important body of scientific literature and based on an epigenetic effect, the intrauterine environment can be a determining factor for the future human being to 

evolve regardless of complications and pathologies (cardiovascular, metabolic, psychic, emotional). This is demonstrated by numerous recent scientific evidences that confirm the unfortunate association between an 

adverse intrauterine environment (due to various factors) and observable postnatal pathologies in infants. 

In addition, current publications report the large number and variety of alterations that the COVID-19 situation causes in pregnant women and that includes the entire female organism. This complex situation does not only 

affect aspects of a physical or physiological nature, but also psychic and emotional factors. In summary, a new state of confinement or similar situations in the near future (impossibility of groupings, distance between 

people), avoid during the daily life of pregnant women one of the important and recent recommendations made by the international scientific community: a pregnancy physically active. 

This is especially relevant, due to the dangerous association between complications of a psychological or emotional nature during pregnancy with pre, peri and postnatal disorders (low birth weights, perinatal 

complications, altered and prolonged deliveries, etc.), which affect not only to the mother and can determine the health of the future human being. According to the scientific literature and based on an epigenetic effect, the 

intrauterine environment can be a determining aspect in the health of the future human being and the prevention of complications and pathologies (cardiovascular, metabolic, psychic, emotional). This is demonstrated by 

numerous and recent scientific evidences that confirm the unfortunate association between an adverse intrauterine environment (due to various factors) and different pathologies during and after pregnancy. 

It is evident the change that COVID-19 and its effects will generate in the lifestyle of the pregnant population and the increased probability of suffering associated pathologies in the next 24-36 months. No preventive 

actions have yet been planned in Spain and its public hospitals against the impact of COVID-19 on the quality of life of pregnant women. It is urgent to design and perform an adequate strategy of intervention for its 

possible prevention. From the scientific point of view, the recommendations are clear and concrete, an aerobic exercise program, designed and supervised by professionals from the Sciences of Physical Activity and Sports, 

is the best option for pregnant women. 

In this sense, in the last 30 years, physical exercise has proven to have many benefits for pregnant women, without causing risks or adverse effects on maternal-fetal well-being. This is confirmed by an important body of 

scientific literature on gestational physical exercise and its effects on pregnancy outcomes. 

 

Condition or disease  Intervention/treatment  Phase  

Pregnancy ComplicationsPregnancy, High RiskPregnancy Induced HypertensionNewborn 

MorbidityFetal Growth RetardationFetus DisorderWeight Gain, MaternalMaternal-Fetal Relations 

Other: Exercise programOther: Healthy 

lifestyle advise 

Not Applicable 

Study Design 

Study Type  : Interventional  (Clinical Trial) 

Estimated Enrollment  : 280 participants 

Allocation: Randomized 

Intervention Model: Parallel Assignment 

Masking: Single (Outcomes Assessor) 

Primary Purpose: Prevention 

Official Title: Active Pregnancy, Prevention Against the Effects of COVID-19 

Actual Study Start Date  : August 1, 2020 

Actual Primary Completion Date  : November 30, 2020 

Estimated Study Completion Date  : December 31, 2023 

Arms and Interventions 

https://clinicaltrials.gov/ct2/show/record/NCT04563065?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=3&rank=39
https://clinicaltrials.gov/ct2/show/results/NCT04563065?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=3&rank=39
https://clinicaltrials.gov/ct2/about-site/disclaimer
https://clinicaltrials.gov/ct2/help/how-read-study
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Arm  Intervention/treatment  

Experimental: Exercise group 

The design of the physical exercise program will be supported by the Canadian and Spanish 

Guidelines for exercise throughout pregnancy (11,13) and published by Barakat model (10). 

Frequency: The program will consist of three weekly sessions. The duration of every session 

will be 55-60 minutes. The intensity of the workload will be 55-60% of the maximum 

maternal Heart Rate, and controlled by Polar monitor (FT60). Likewise, once a week, the 

Borg Scale of Perceived Effort will be administered to participants, in order to have a more 

reliable assessment of the intensity of the activities, 12-14 (moderate; out of a 20 point scale) 

will be the level used. 

The minimum adherence required for the participants will be 80% of the total sessions 

(approximately 80 sessions). 

Other: Exercise program 

All sessions will begin with a warm-up of 7-8 minutes composed of mild movements and joint mobility of 

upper and lower limbs exercises. Then a central part of 35-40 minutes, four types of activities will be included 

(aerobic work, muscle strengthening, coordination/balance tasks, pelvic floor exercises), finally a section of 

flexibility, relaxation and final talk (comments and sharing) will be performed (12-15 minutes). 

 

Other: Healthy lifestyle advise 

This intervention consists of providing infographics and videos with advice on healthy habits throughout the 

pregnancy process. This type of content will be related to daily physical activity, food recommendations and 

fundamental exercises to perform during pregnancy. 

 

No Intervention: Control group 

Women randomly assigned to the control group (CG) received general advice from their 

health care provider about the positive effects of physical activity. Participants in the CG had 

their usual visits with health care providers during pregnancy, which were equal to the 

exercise group. Women were not discouraged from exercising on their own. However, women 

in the CG were asked about their exercise once each trimester using a "Decision Algorithm" 

(by telephone). 

 

Outcome Measures 

Primary Outcome Measures  : 

1. Maternal weight gain [ Time Frame: 9 months ] 

analyze the increase during pregnancy 

2. blood pressure [ Time Frame: 9 months ] 

analyze how it varies during pregnancy 

3. OGTT-O'Sullivan test [ Time Frame: 1 month ] 

analyze the value and its interrelationship with physical exercise patterns 

4. Urinary Incontinence Questionnaire (ICIQ-SF) [ Time Frame: 9 months ] 

analyze with a questionnaire the value and its interrelationship with physical exercise patterns (different measures in the questionnaire) 

5. State-Trait Anxiety Inventory (STAI) [ Time Frame: 9 months ] 

analyze with a questionnaire the value and its interrelationship with physical exercise patterns (Likert scale 0-3) 

6. depression scale (CES-D) [ Time Frame: 9 months ] 

analyze with a questionnaire the variability during pregnancy (Likert scale 0-3) 

7. Behavior of Fetal Heart Rate [ Time Frame: 3 months ] 

analyze variability during pregnancy 

8. gestational age [ Time Frame: 9 months ] 

analyze the value and its interrelationship with physical exercise patterns 

9. type of delivery (Vaginal, instrumental or cesarean) [ Time Frame: 1 month ] 

analyze whether women have had a vaginal, instrumental or cesarean delivery and its interrelationship with physical exercise patterns 

10. duration of labor [ Time Frame: 1 month ] 

analyze the value and its interrelationship with physical exercise patterns 

11. birthweight [ Time Frame: 1 month ] 

analyze the value and its interrelationship with physical exercise patterns 

12. child's weight [ Time Frame: 24 months ] 

analyze the value and its interrelationship with physical exercise patterns during pregnancy 

13. child's height [ Time Frame: 24 months ] 

analyze the value and its interrelationship with physical exercise patterns during pregnancy 

14. mental assessment of the child (depression questionnaire adapted to childhood) [ Time Frame: 24 months ] 

analyze the value and its interrelationship with physical exercise patterns during pregnancy (Likert scale 0-3) 
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15. psychomotor behavior of the child [ Time Frame: 24 months ] 

analyze some variables (sitting, crawling, standing, walking, holding objects...) and its relationship with maternal exercise 

Secondary Outcome Measures  : 

1. Maternal pains during pregnancy (headache, back pain, pelvic pain, paravertebral, scapular, etc.) [ Time Frame: 9 months ] 

analyze the value and its interrelationship with physical exercise patterns 

2. fetal growth and development [ Time Frame: 9 months ] 

analyze the value and its interrelationship with physical exercise patterns 

3. Delivery tears [ Time Frame: 1 month ] 

analyze the value and its interrelationship with physical exercise patterns 

4. performing episiotomy during childbirth [ Time Frame: 1 month ] 

analyze the appearance (descriptive: yes/no) and its interrelationship with physical exercise patterns 

5. Apgar Score [ Time Frame: 1 month ] 

analyze the value and its interrelationship with physical exercise patterns 

6. length [ Time Frame: 1 month ] 

analyze the value and its interrelationship with physical exercise patterns 

7. cranial perimeter [ Time Frame: 1 month ] 

analyze the value and its interrelationship with physical exercise patterns 

8. Landau reflexes test [ Time Frame: 1 month ] 

analyze the value and its interrelationship with physical exercise patterns 

9. neonatal intensive care unit (NICU) [ Time Frame: 1 month ] 

analyze the number of admissions and its interrelationship with physical exercise patterns 

10. Postpartum recovery of pre-pregnancy weight [ Time Frame: 12 months ] 

analyze how it varies during postpartum period 

11. Edinburgh Postpartum Depression Scale (EPDS) [ Time Frame: 12 months ] 

analyze with a questionnaire how it varies during postpartum period (Likert scale 0-3) 

12. umbilical cord Ph [ Time Frame: 1 month ] 

analyze the value and its interrelationship with physical exercise patterns 

13. Fetal development [ Time Frame: 9 months, once a trimester ] 

analyze variables (estimated fetal weight, FCF, DBT, CRL, SNT, uterine arteries...) by ultrasound 

14. Carotid intima-media thickness (CIMT) [ Time Frame: 9 months ] 

Measurement of carotid intima-media thickness (CIMT) with B-mode ultrasound is a noninvasive, sensitive, and reproducible technique for identifying and quantifying subclinical vascular disease and for 

evaluating CVD risk. 

15. Maternal sleep habits [ Time Frame: 9 months ] 

analyze with Pittsburgh´s sleep quality index 

16. maternal body self-perception [ Time Frame: 9 months ] 

analyze using Ben-Tobim Walker Body Attitude Questionnaire 

17. Newborn sleep habits [ Time Frame: 24 months ] 

analyze using Brief Infant Sleep Questionnaire 

18. Placental angiogenic factors [ Time Frame: measured at 24-25 weeks and at 34-35 weeks ] 

placental growth factor (PIGF) 

19. Placental angiogenic factors [ Time Frame: measured at 24-25 weeks and at 34-35 weeks ] 

soluble fms-like tyrosinekinase-1(sFlt1) 

20. Lipidic profile [ Time Frame: measured at 24-25 weeks and at 34-35 weeks ] 

Total Cholesterol, LDL-Cholesterol, HDL- Cholesterol, Tryglicerids 

Other Outcome Measures: 

1. Perception of health status - SF36 health scale [ Time Frame: 24 months ] 

analyze the value and its interrelationship with physical exercise patterns (Likert scale) 

2. Recovery of pelvic floor muscles ultrasound [ Time Frame: 6 months ] 

analyze the diameter and thickness of muscles in the perineal area and its interrelationship with physical exercise patterns 

3. Maternal habits of physical activity - Pregnancy Physical Activity Questionnaire (PPAQ) [ Time Frame: 12 months ] 

analyze with a questionnaire how it varies during and after pregnancy 

4. Pregestational maternal patterns [ Time Frame: 9 months ] 
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analyze sociodemographic and behavioural habits like (smoking, alcoholism, pervious illness, COVID-19, parity, occupation, previous miscarriage...) 

5. Edimburgh postpartum depression scale [ Time Frame: 6 months ] 

analyze with a questionnaire the variability in the postpartum 

6. Covid-19 disease [ Time Frame: 9 months ] 

analyze the covid-19 condition durign pregnancy and its interrelationship with other variables 

Eligibility Criteria 
Ages Eligible for Study:   18 Years to 50 Years   (Adult) 

Sexes Eligible for Study:   Female 

Accepts Healthy Volunteers:   Yes 

Criteria 

Inclusion Criteria: 

 Pregnant women fulfilling the following criteria: >18 years old, singleton pregnancies and planning management and delivery at the research hospitals and also do not participate in any other program of 

supervised physical exercise. 

Exclusion Criteria: 

 Women with absolute contraindications. Women with relative contraindications need permission from obstetric care provider prior to participation(1,2): 

Absolute contraindications to exercise: 

 Ruptured membranes. 

 Premature labour. 

 Unexplained persistent vaginal bleeding. 

 Placenta praevia after 28 weeks' gestation. 

 Pre-eclampsia. 

 Incompetent cervix. 

 Intrauterine growth restriction. 

 High-order multiple pregnancy (eg, triplets). 

 Uncontrolled type I diabetes. 

 Uncontrolled hypertension. 

 Uncontrolled thyroid disease. 

 Other serious cardiovascular, respiratory or systemic disorder. 

Relative contraindications to exercise: 

 Recurrent pregnancy loss. 

 Gestational hypertension. 

 A history of spontaneous preterm birth. 

 Mild/moderate cardiovascular or respiratory disease. 

 Symptomatic anaemia. 

 Malnutrition. 

 Eating disorder. 

 Twin pregnancy after the 28th week. 

 Other significant medical conditions. 
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Study Description 

Brief Summary: 

Background: In the Covid-19 pandemic context, all healthcare teams face clinical, organizational and technical challenges given the contagion, severity and mortality characteristics of the disease. A study reported the 

negative psychological impact on healthcare workers of this new situation, in terms of depression, anxiety and distress. Working in frontline constitutes an independent risk factor for worse mental health outcomes. 

Methods: This is a cross-sectional study aiming to compare levels of burnout, emotional distress and needs between frontline Covid-19 and non-Covid-19 healthcare workers. Any physician, nurse and physiotherapist will 

be recruited from emergency care units and Covid-19 care units (target group) and from non-Covid-19 care units (control group) from different hospitals in Belgium. The participation will occur on a voluntary basis. 

Participants will be recruited from April 15th 2020 to May 15th 2020. Participants will complete self-reported questionnaires and scales. A mixed-mode data collection will be carried out, either in paper or web-based 

form. This mixed-mode survey will ensure the highest range of participants, considering the hygiene and organizational requirements for target care units. Assessment will provide socio-demographic characteristics and 

professional information. It will also measure professional fulfillment and burnout with the Stanford Professional Fulfillment Index (PFI), emotional distress with the Depression, Anxiety and Distress Scale-Short Form 

(DASS-21), sleep disturbance with the Insomnia Severity Index (ISI) and needs with the Needs and Difficulties Inventory (developed for the study). 

Hypothesis: This study is based on the hypothesis that higher levels of burnout, depression, anxiety and stress will be found in frontline Covid-19 healthcare workers than in non-Covid-19 healthcare workers. Considering 

the unprecedented challenges for healthcare workers and organizations, and considering the exploratory nature of the study, no hypothesis is made for the needs of the healthcare workers. 

Statistical Analysis: Means and standard deviation will be calculated for the PFI, the DASS-21, the ISI and the NDI. Multivariate Analysis of Variance (MANOVA) will be performed including the PFI, the DASS-21 and 

the ISI scores to test the effect of group (work position), occupation and the two-way group × occupation interaction effect. Age, gender, profession, sector of activity, job status and job experience will be entered as 

covariate. Odds ratio will be also provided. All tests are two-tailed and alpha is set at .05. All analyzes will be performed using IBM SPSS®, version 26. 

 

Condition or disease  

COVID-19 

Study Design 

Study Type  : Observational 

Actual Enrollment  : 693 participants 

Observational Model: Case-Control 

Time Perspective: Cross-Sectional 

Official Title: Burnout, Emotional Distress and Needs in Frontline COVID-19 Healthcare Workers: Cross-sectional Study in a Belgian Population 

Actual Study Start Date  : April 16, 2020 

Actual Primary Completion Date  : May 25, 2020 

Actual Study Completion Date  : May 29, 2020 

Groups and Cohorts 

Group/Cohort  

Target Group 

https://clinicaltrials.gov/ct2/show/record/NCT04344145?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=3&rank=40
https://clinicaltrials.gov/ct2/show/results/NCT04344145?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=3&rank=40
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Group/Cohort  

This group includes frontline healthcare workers who are actively involved in the management of the Covid-19 outbreak: from emergency units, non-intensive Covid-19 and intensive Covid-19 units. They 

will fill self-reported questionnaires and scales upon their inclusion. 

Control group 

This group includes healthcare workers who are actively involved in usual medical care units, referred in this study as non-Covid-19 units. They will fill same self-reported questionnaires and scales than 

those filled in the Target group, also upon their inclusion.This group will be the comparator of the Target Group to assess the "frontline Covid-19" condition. 

Outcome Measures 

Primary Outcome Measures  : 

1. Burnout [ Time Frame: 1 assessment time, at inclusion ] 

Measured with the Professional Fulfillment Index (PFI). This is a 16-item scale, divided into 2 sub-scales: professional fulfillment (6 items) and burnout, including professional exhaustion (4 items) and 

interpersonal disengagement (6 items). Subscales scores are given by the mean of all sub-scale items (professional fulfillment, 0-4; burnout, 0-4). Cut-off scores are set for the fulfillment sub-scale at > 3, 

significant professional fulfillment and for the burnout sub-scale at > 1.33, significant burnout. 

2. Emotional Distress [ Time Frame: 1 assessment time, at inclusion ] 

Measured with the Depression, Anxiety and Stress Scale-Short Form (DASS-21). This a 21-item scale divided into 3 7-item sub-scales: depression, anxiety and stress. Sub-scales scores are given by the sum of 

all sub-scale items. The DASS has a 4-point Likert scale. Responses options range from " Never " to " Almost always " (0-3 score range). Only cut-off scores are provided for the original version of the DASS. 

Sub-scales scores must therefore be multiplied by 2. Cut-off scores for depression are Normal, 0-9; Mild, 10-13; Moderate, 14-20; Severe, 21-27; Extremely severe, 28+. Cut-off scores for anxiety are Normal, 0-

7; Mild, 8-9; Moderate, 10-14; Severe, 15-19; Extremely severe, 20+. Cut-off scores for stress are Normal, 0-14; Mild, 15-18; Moderate, 19-25; Severe, 26-33; Extremely severe, 34+. 

3. Insomnia [ Time Frame: 1 assessment time, at inclusion ] 

Measured with the Insomnia Severity Index (ISI). This is a 7-item scale. The ISI has a 5-point Likert scale (0-4 score range). Responses options range from " None " to " Very severe " for items 1a., 1b. and 1c., 

from " Very satisfied " to " Very dissatisfied " for item 2 and from " None " to " Very much " for items 3,4 and 5. The ISI provides a total score by summing all items scores. Cut-off scores are set for no clinically 

significant insomnia (0-7), subthreshold insomnia (8-14), moderate clinical insomnia (15-21) and severe clinical insomnia (22-28). 

Secondary Outcome Measures  : 

1. Needs and difficulties in work situations [ Time Frame: 1 assessment time, at inclusion ] 

Measured with the Needs and Difficulties Inventory (developed for the study). This scale has been set up for this study. This is a 17-item scale, divided into 5 sub-scales: information/communication (3 items), 

practical (4 items), physical (4 items), emotional (4 items) and ethical (2 items). The NDI has a 4-point Likert scale. Responses options range from " Not at all agree " to " Totally agree " (0-3 score range). The 

NDI provides 5 sub-scales scores by summing all sub-scales items: information/communication, 0-9; practical, 0-12; physical, 0-12; emotional, 0-12 and ethical, 0-6. As a no-validated scale, scores and their 

treatment will be taken into account with caution. In order to compare sub-scales with each other, each sub-scale score must be divided by its maximum value, providing a coefficient (0-1). 

Eligibility Criteria 

Ages Eligible for Study:   18 Years and older   (Adult, Older Adult) 

Sexes Eligible for Study:   All 

Accepts Healthy Volunteers:   Yes 

Sampling Method:   Non-Probability Sample 

Study Population 

This study targets healthcare workers in Belgian hospital. It targets any physician, nurse or physiotherapist in emergency, non-intensive Covid-19 and intensive Covid-19 care unit (target group) and in usual medical care 

unit (control group). There is no sampling method. Participation is on voluntary basis. 

Criteria 

Inclusion Criteria: 

 Ability to read, speak and write in French; 

 Being professionally active (doctor, nurse or physiotherapist) within a medical care unit; 

Exclusion Criteria: 

 Having been off work (for medical, professional or personal reasons) for ≥ 3 weeks before first assessment time. 

Contacts and Locations 

Please refer to this study by its ClinicalTrials.gov identifier (NCT number): NCT04344145 

Locations Belgium 

Hôpital de Warquignies 
 

Boussu, Hainaut, Belgium, 7300 

Hôpital de Jolimont 
 

Haine-Saint-Paul, Hainaut, Belgium, 7100 
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Hôpital de Lobbes 
 

Lobbes, Hainaut, Belgium, 6540 

Hôpital de Mons 
 

Mons, Hainaut, Belgium, 7000 

Erasme Hospital CUB 
 

Brussels, Belgium, 1070 

Sponsors and Collaborators 

Université Libre de Bruxelles 

Investigators Principal Investigator: Julien Tiete, PhD, Université Libre de Bruxelles 
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Study Description 

Brief Summary: 

Reducing discomfort in the intensive care unit (ICU) should be beneficial to longterm outcomes. This study assesses whether a tailored multicomponent program for discomfort reduction may be effective in reducing post-

traumatic stress disorder (PTSD) symptoms at 1-year in general ICU survivors. 

The psychiatric morbidity may be increased by the COVID-19 epidemic and its consequences on the healthcare system (patient care, reorganization of French ICUs). The main objective of PTSD-REA_COVID cohort is to 

assess this psychiatric morbidity 6 months after an ICU stay during the epidemic period. 

Condition or disease  Intervention/treatment  Phase  

Critical Illness Other: Administration of the IPREA3 questionnaireOther: Immediate feedback through electronic reminder messagesOther: Targeted interventions in each 

ICU to reduce discomfortsOther: 6 months follow-up to assess the prevalence of PTSD symptomsOther: 1 year follow-up to assess psychiatric morbidity 

Not 

Applicable 

 

Detailed Description: 

https://clinicaltrials.gov/ct2/show/record/NCT03991611?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=3&rank=41
https://clinicaltrials.gov/ct2/show/results/NCT03991611?term=intensive+care+unit+AND+psychological&cond=Covid-19&draw=3&rank=41
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After carrying out the cluster-randomized controlled IPREA3 study demonstrating that a tailored multicomponent program based on assessment of self-perceived discomfort, feedback to the healthcare teams, and tailored 

site-targeted measures was effective to decrease self-perceived overall discomfort, we performed the 1-year follow-up of ICUs survivors included in the IPREA3 study to assess psychiatric morbidity at 1 year. Our tailored 

multicomponent program was also associated with less PTSD at 1 year after ICU discharge. Based on this positive long-term result, this study confirms the need to implement a new strategy for reducing discomfort in the 

ICU based on such programs. 

PTSD-REA is a stepped wedge cluster randomized trial involving 18 ICUs. The exposure will be the implementation of a tailored multicomponent program consisting of assessment of ICU-related self-perceived 

discomforts, immediate and monthly feedback to the healthcare team, and site-specific tailored interventions. The eligible patients will be exposed vs. unexposed general adult ICU survivors. The prevalence of substantial 

posttraumatic stress disorder (PTSD) symptoms at 1 year will be assessed by using diagnostic criteria adapted to the new definition of PTSD according to DSM-5. 

The current context of the COVID-19 pandemic has considerably disrupted the ICUs organizations as well as the patients care which may lead to increased psychiatric morbidity. In this context, it seems necessary to 

assess this phenomenon in order to anticipate the consequences on patients but also on the healthcare system. The objectives of the PTSD-REA_COVID cohort are to assess the prevalence of PTSD symptoms, 6 months 

after ICU stay during COVID-19 epidemic and to compare the psychiatric morbidity at 1 year after an ICU stay during epidemic period and non epidmic period. 

Study Design 

Study Type  : Interventional  (Clinical Trial) 

Actual Enrollment  : 3312 participants 

Allocation: Randomized 

Intervention Model: Sequential Assignment 

Intervention Model Description: Stepped wedge cluster randomized trial 

Masking: Single (Participant) 

Primary Purpose: Supportive Care 

Official Title: Tailored Multicomponent Program for Discomfort Reduction in Critically il Patients May Decrease Post-traumatic Stress 

Disorder in General ICU Survivors at One Year 

Actual Study Start Date  : November 1, 2019 

Estimated Primary Completion Date  : July 31, 2022 

Estimated Study Completion Date  : January 1, 2023 

Arms and Interventions 

Arm  Intervention/treatment  

Experimental: IPREA3 program 

Application of the IPREA 3 

program (multicomponent 

intervention to reduce perceived 

discomforts in critically ill 

patients) for at least 5 months 

Other: Administration of the IPREA3 questionnaire 

On the day of the ICU discharge, the bedside nurse administers to the patient the 18-item IPREA questionnaire i.e the nurse asks the patient to rate from 0 to 10 the 

severity of each discomfort source contained in the IPREA3 questionnaire experienced during the entire stay in the ICU 

 

Other: Immediate feedback through electronic reminder messages 

After the nurse had administered the questionnaire, warning messages are displayed on the screen corresponding to the key points to prevent the three discomforts 

reported with the highest scores 

 

Other: Targeted interventions in each ICU to reduce discomforts 

These targeted interventions are implemented through the coordination of two local champions. 

The central coordination IPREA3 team sends each month to the local champions monthly and cumulative discomfort scores of their unit (overall score of discomfort 

and scores for each item) and their ranking relative to other units assigned to the interventional arm i.e applying the IPREA3 program. 

The local champions organize monthly meetings with the unit staff to present the results in terms of perceived discomforts measured by the IPREA questionnaire, 

identify main discomfort sources and actions to be conducted to reduce the discomforts reported with the highest scores in the unit and those that are most easily 

preventable, and assess the efficacy of already applied measures. 

 

Other: 1 year follow-up to assess psychiatric morbidity 

Psychologist will collect the PCL-5, HAD-S, WHOQOL-BREF, LEC-5 and CTQ items during the telephone follow-up, 1 year after ICU discharge 

Intermediate group 

Application of the IPREA 3 

program (multicomponent 

intervention to reduce perceived 

discomforts in critically ill 

patients) for less than 5 months 

Other: Administration of the IPREA3 questionnaire 

On the day of the ICU discharge, the bedside nurse administers to the patient the 18-item IPREA questionnaire i.e the nurse asks the patient to rate from 0 to 10 the 

severity of each discomfort source contained in the IPREA3 questionnaire experienced during the entire stay in the ICU 

Other: Immediate feedback through electronic reminder messages 

After the nurse had administered the questionnaire, warning messages are displayed on the screen corresponding to the key points to prevent the three discomforts 

reported with the highest scores 
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Arm  Intervention/treatment  

Other: Targeted interventions in each ICU to reduce discomforts 

These targeted interventions are implemented through the coordination of two local champions. 

The central coordination IPREA3 team sends each month to the local champions monthly and cumulative discomfort scores of their unit (overall score of discomfort 

and scores for each item) and their ranking relative to other units assigned to the interventional arm i.e applying the IPREA3 program. 

The local champions organize monthly meetings with the unit staff to present the results in terms of perceived discomforts measured by the IPREA questionnaire, 

identify main discomfort sources and actions to be conducted to reduce the discomforts reported with the highest scores in the unit and those that are most easily 

preventable, and assess the efficacy of already applied measures 

Active Comparator: Standard care 

Standard care 

Other: Administration of the IPREA3 questionnaire 

On the day of the ICU discharge, the bedside nurse administers to the patient the 18-item IPREA questionnaire i.e the nurse asks the patient to rate from 0 to 10 the 

severity of each discomfort source contained in the IPREA3 questionnaire experienced during the entire stay in the ICU 

Other: 1 year follow-up to assess psychiatric morbidity 

Psychologist will collect the PCL-5, HAD-S, WHOQOL-BREF, LEC-5 and CTQ items during the telephone follow-up, 1 year after ICU discharge 

PTSD-REA_COVID cohort 

ICU admission between March 1, 

2020 and April 30, 2020. 

Other: 6 months follow-up to assess the prevalence of PTSD symptoms 

Psychologist will collect the PCL-5, HAD-S, WHOQOL-BREF, LEC-5 items during the telephone follow-up, 6 months after ICU discharge 

Other: 1 year follow-up to assess psychiatric morbidity 

Psychologist will collect the PCL-5, HAD-S, WHOQOL-BREF, LEC-5 and CTQ items during the telephone follow-up, 1 year after ICU discharge 

Outcome Measures 

Primary Outcome Measures  : 

1. Presence of posttraumatic stress disorder (PTSD) symptoms at one year after ICU discharge and 6 months ( PTSD-REA_COVID cohort) [ Time Frame: One year after ICU discharge ] 

PTSD symptoms at one year will be assessed from the PCL-5 which is a 20-item self-report measure that assesses the 20 DSM-5 (Diagnostic and Statistical Manual of Mental Disorders) symptoms of PTSD. 

Each item is rated from 0 "Not at all" to 4 "Extremely". A total symptom severity score (range - 0-80) can be obtained by summing the scores for each of the 20 items. 

A provisional PTSD diagnosis can be made by treating each item rated as 2 = "Moderately" or higher as a symptom endorsed, then following the DSM-5 diagnostic rule which requires at least: 1 B item 

(questions 1-5), 1 C item (questions 6-7), 2 D items (questions 8-14), 2 E items (questions 15-20). 

Secondary Outcome Measures  : 

1. ICU stay's duration [ Time Frame: The day of ICU discharge ] 

2. Number of days with mechanical ventilation [ Time Frame: The day of ICU discharge ] 

3. Overall score of discomfort assessed from the IPREA3 questionnaire [ Time Frame: The day of ICU discharge ] 

4. The duration of hospital stay after ICU discharge [ Time Frame: 6 months ( PTSD-REA_COVID cohort) or 1 year after ICU discharge and ] 

5. Intrusion Symptom Category B assessed from the PCL-5 (Posttraumatic Stress Disorder Checklist ) (Items 1-5) [ Time Frame: 6 months ( PTSD-REA_COVID cohort) and1 year after ICU discharge ] 

Recurrent or involuntary distressing dreams, memories, thoughts, or feelings related to the traumatic event(s) 

6. Persistent Avoidance Category C assessed from the PCL-5 (Items 6-7) [ Time Frame: 6 months ( PTSD-REA_COVID cohort) and1 year after ICU discharge ] 

Avoidance or efforts to avoid internal or external reminders of the traumatic event(s) 

7. Negative Alterations in Cognitions and Mood Category D assessed from PCL 5 (Items 8-14) [ Time Frame: 6 months ( PTSD-REA_COVID cohort) and1 year after ICU discharge ] 

Persistent and exaggerated negative beliefs about oneself, the world, others, negative mood states, inability to experience positive emotions 

8. Alterations in arousal and reactivity Category E assessed from the PCL-5 (Items 15-20) [ Time Frame: 6 months ( PTSD-REA_COVID cohort) and1 year after ICU discharge ] 

Marked increase in arousal or reactivity such as irritability, hypervigilance, exaggerated startle response, sleep or concentration problems exaggerated startle response 

9. Score of the sub-scale A of the questionnaire HAD-S (Hospital and Anxiety Depression Scale) [ Time Frame: 6 months ( PTSD-REA_COVID cohort) and1 year after ICU discharge ] 

Allowing to estimate the presence of anxious symptoms. The scale HAD contains 14 items rated from 0 to 3. The score of Anxiety ( total A) is obtained by summing items 1-3-5-7-9-11-13 and the depressive 

dimension (total D) is obtained by summing items 2-4-6-8-10-12-14. The maximal note for each of them is 21. 

8 points is a minimum threshold for determining whether the anxiety is clinically meaningful 

10. Score of the sub-scale D of the questionnaire HAD-S ( Hospital and Anxiety Depression Scale) [ Time Frame: 6 months ( PTSD-REA_COVID cohort) and1 year after ICU discharge ] 

Allowing to estimate the presence of anxious symptoms. The scale HAD contains 14 items rated from 0 to 3. The score of Anxiety ( total A) is obtained by summing items 1-3-5-7-9-11-13 and the depressive 

dimension (total D) is obtained by summing items 2-4-6-8-10-12-14. The maximal note for each of them is 21. 

8 points is a minimum threshold for determining whether Depression is clinically meaningful 

11. Score obtained from The World Health Organization Quality of Life (WHOQOL-BREF) [ Time Frame: 6 months ( PTSD-REA_COVID cohort) and1 year after ICU discharge ] 

The WHOQOL-BREF measure the following broad domains: physical health, psychological health, social relationships, and environment. 
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Each item is rated from 0 to 5. The score of each domain is obtained by summing items then standardized on a scale of 0 (worst quality of life related to health in the dimension explored) to 100 (better quality of 

liferelated to health in the dimension explored). 

 

12. Number of emergency stays [ Time Frame: 6 months ( PTSD-REA_COVID cohort) and1 year after ICU discharge ] 

Since ICU discharge 

13. Number of hospitalization [ Time Frame: 6 months ( PTSD-REA_COVID cohort) and1 year after ICU discharge ] 

Since ICU discharge 

14. Number of psychiatric or psychological consultation [ Time Frame: 6 months ( PTSD-REA_COVID cohort) and1 year after ICU discharge ] 

Since ICU discharge 

15. The place of leaving after ICU stay [ Time Frame: 6 months ( PTSD-REA_COVID cohort) and1 year after ICU discharge ] 

Evaluated in population of patients living at home before the ICU stay. 

16. Presence of professional activity [ Time Frame: 6 months ( PTSD-REA_COVID cohort) and1 year after ICU discharge ] 

Evaluated in population of patients with a professional activity before ICU stay 

Eligibility Criteria 

Ages Eligible for Study:   18 Years and older   (Adult, Older Adult) 

Sexes Eligible for Study:   All 

Accepts Healthy Volunteers:   No 

Criteria 

Inclusion Criteria: 

 Patients who survived an ICU stay of at least 3 calendar days 

 Affiliation to a social security scheme 

 First stay in ICU during current short-term hospitalization 

 Patient's oral consent to participate in the PTSD-REA_COVID cohort 

Exclusion Criteria: 

 Deceased during the ICU stay 

 Minors 

 Under trusteeship 

 Without affiliation to a social security scheme 

 Transferred to another ICU 

 Already hospitalized in ICU during the current short stay 

 Already included in the study 

 Limitation and cessation of active treatment 

 Advance healthcare directive indicating the refusal of ICU stay 

 Irreversible state like diminished cognitive capacity based on the investigator's opinion or not understanding French sufficiently to be questioned (language barrier) 

 Subject not consenting to participate in the study 

Contacts and Locations 

Please refer to this study by its ClinicalTrials.gov identifier (NCT number): NCT03991611 

Locations 

 Show 33 study locations 

Sponsors and Collaborators 

Centre Hospitalier of Chartres 

Investigators 

Principal Investigator: Pierre KALFON, MD PhD CH Chartres 
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