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Bone Marrow Mesenchymal Stem 
Cell Derived Extracellular Vesicles 

Infusion Treatment 
for ARDS (EXIT-ARDS)

To evaluate the safety and efficacy of intravenous(IV) 
administration of bone marrow mesenchymal stem cell 
derived extracellular vesicles(EV), ExoFlo, as treatment 

for Acute Respiratory Distress Syndrome.

NCT05127122 Direct Biologics, LLC Jan-23 Jan-23 19-Nov-21 10-Sep-22 Vikram Sengupta,MD                         
Direct Biologics

Heidi Moran       800-791-1021 
hmoran@directbiologics.com Bone Marrow Mesenchymal Stem Cell Derived Extracellular Vesicles Infusion Treatment for ARDS - Tabular View - ClinicalTrials.gov

Protective Effect of Sivelestat 
Sodium on ARDS in Patients With 

Sepsis

The aim of this study was to determine whether 
sivelestat sodium has a protective effect on ARDS in 

patients with sepsis.
NCT04973670 Southeast University, 

China 11-Oct-21 30-Oct-23 22-Jul-21 3-Jan-22

Liu ling, 
MDDepartment of 

Critical Care 
Medicine, Zhongda 
Hospital, School of 

Medicine, Southeast 
University

Contact: Liu ling, MD+86-25-
83262552liulingdoctor@126.co
m
Contact: Yang yi, MD+86-25-
83262552yiyiyang2004@163.co
m

Protective Effect of Sivelestat Sodium on ARDS in Patients With Sepsis - Full Text View - ClinicalTrials.gov

Efficacy and Safety Evaluation of 
BZ371B in ARDS Patients

The purpose of this study is to evaluate safety, 
tolerability and efficacy of BZ371B in intubated patients 

with severe Acute Respiratory Distress Syndrome.
NCT05384379

Spon: Biozeus 
Biopharmaceutical S.A.  

Coll: InCor Heart 
Institute

Nov-22 Nov-23 20-May-22 10-Aug-22

Marcelo BP Amato, 
PhdDepartment of 
Cardio-Pulmonar, 

Pulmonary Division, 
Hospital das Clínicas, 

University of São 
Paulo

Contact: Joaquim HO Knox, 
Bsc2125239089 ext 
+55joaquim.knox@biozeus.com.
br
Contact: Gabriela Westerlund, 
Phd2125239089 ext 
+55gabriela.westerlund@biozeu
s.com.br

Efficacy and Safety Evaluation of BZ371B in ARDS Patients - Full Text View - ClinicalTrials.gov

Bone Marrow Mesenchymal Stem 
Cell Derived EVs for COVID-19 

Moderate-to-Severe Acute 
Respiratory Distress Syndrome 
(ARDS): A Phase III Clinical Trial

Extracellular Vesicle Infusion as Early Goal Directed 
Therapy for COVID-19 related ARDS (EXTINGuish COVID-
19) is a multicenter, double-blinded, placebo-controlled, 

randomized clinical trial to evaluate the efficacy of 
ExoFlo in treating moderate to severe ARDS caused by 

COVID-19.

NCT05354141 Direct Biologics, LLC 1-Jul-22 3-Jul-23 29-Apr-22 30-Aug-22
Vikram 

Sengupta,MD       
Direct Biologics

Heidi Moran       800-791-1021 
hmoran@directbiologics.com Bone Marrow Mesenchymal Stem Cell Derived EVs for COVID-19 Moderate-to-Severe Acute Respiratory Distress Syndrome (ARDS): A Phase III Clinical Trial - Full Text View - ClinicalTrials.gov

Inhalational (Sevoflurane) Versus 
Intravenous (Propofol) Sedation 
in Adults With a Moderate Form 

of ARDS

The primary objective for the multicentral INVERSE 
Trial will be to determine the effects of inhalational 

(sevoflurane) versus intravenous (propofol) sedation on 
P/F ratio on the second day, hospital mortality and ICU 

(intensive care unit), and in-hospital length of stay in 
adults with a moderate form of ARDS.

NCT05259631
Negovsky 

Reanimatology Research 
Institute

14-Mar-22 25-Feb-26 28-Feb-22 5-Apr-22

Valery Likhvantsev 
Negovsky 

Reanimatology 
Research Institute

Contact: Valery 
Likhvantsev+79036235982lik07

04@gmail.com
Contact: Levan 

Berikashvili+79263308968lb.be
rikashvili@gmail.com

Inhalational (Sevoflurane) Versus Intravenous (Propofol) Sedation in Adults With a Moderate Form of ARDS - Full Text View - ClinicalTrials.gov

Pirfenidone to Prevent Fibrosis in 
Ards. (PIONEER)

This is a randomized controlled study to evaluate for 
the first time the efficacy of Pirfenidone in ARDS.

NCT05075161 Università Vita-Salute 
San Raffaele Oct-24 Oct-25 12-Oct-21 27-Dec-22

Giovanni Landoni, 
ProfessorVita-Salute 

San Raffaele 
University

Contact: Nora Di Tomasso, 
MD+39022643 ext 

7722ditomasso.nora@hsr.it
Contact: Giacomo Monti, 

MD+39022643 ext 

Pirfenidone to Prevent Fibrosis in Ards. - Full Text View - ClinicalTrials.gov

Effect of Early Treatment With 
Sivelestat Sodium in ARDS Patients 

(siv-ARDS)

This study is a multicenter, prospective, observational 
cohort study. The subjects were patients who 

developed ARDS within the preceding 72h.
NCT05020210

Sponsor:
Nanfang Hospital of 
Southern Medical 

University
Collaborators:

Shenzhen Hospital of 
Southern Medical 

University
Guangdong No.2 

Provincial People's 
Hospital

Foshan Hospital of 
Traditional Chinese 

30-Sep-21 31-Aug-23 25-Aug-21 21-Dec-22

Southern medical 
university Nanfang 

hospital
Guangzhou, China, 

510515

? Effect of Early Treatment With Sivelestat Sodium in ARDS Patients - Full Text View - ClinicalTrials.gov

Efficacy of Canrenone as add-on 
Treatment in Moderate to Severe 

ARDS in COVID-19 (MINECRAFT)

The main aim of the study is to estimate the potential 
efficacy of i.v. canrenone as add-on therapy on maximal 
medical treatment versus maximal medical treatment 

alone in treating moderate-to-severe ARDS due to 
SARS-CoV-2.

NCT04977960

Sponsor: Fondazione 
IRCCS Ca' Granda, 

Ospedale Maggiore 
Policlinico 

Collaborator: University 
of Milan

IRCCS Azienda 
Ospedaliero-

Universitaria di Bologna

Sep-22 Dec-23  July 27, 2021 20-May-22

Marco Vicenzi, 
MDFondazione 

IRCCS Ca' Granda, 
Ospedale Maggiore 

Policlinico

Marco Vicenzi, MD             
+390255033537                                      
marco.vicenzi@policlinico.mi.it

Efficacy of Canrenone as add-on Treatment in Moderate to Severe ARDS in COVID-19 - Full Text View - ClinicalTrials.gov

Protective Effect of Sivelestat 
Sodium on ARDS in Patients With 

Sepsis

The aim of this study was to determine whether 
sivelestat sodium has a protective effect on ARDS in 

patients with sepsis.
NCT04973670 Southeast University, 

China
11-Oct-21 30-Oct-23 22-Jul-21 3-Jan-22

Liu ling, 
MDDepartment of 

Critical Care 
Medicine, Zhongda 
Hospital, School of 

Medicine, Southeast 
University

Contact: Liu ling, MD+86-25-
83262552liulingdoctor@126.co
m
Contact: Yang yi, MD+86-25-
83262552yiyiyang2004@163.co
m

Protective Effect of Sivelestat Sodium on ARDS in Patients With Sepsis - Full Text View - ClinicalTrials.gov

Treatment of ARDS With 
Sivelestat Sodium (TOAWSS)

Therefore, this study was intended to evaluate the 
efficacy of sivelestat sodium in the treatment of ARDS 

patients with SIRS in a multicenter randomized 
controlled clinical trial

NCT04909697 Sichuan Provincial 
People's Hospital

18-Apr-22 30-Jul-24 2-Jun-21 19-Apr-22
Xiaobo Huang,MD  

Sichuan Academy of 
Medical Sciences

Hongli He, Ph.D.                   +86-
28-87393633    

hhl0408@163.com
Treatment of ARDS With Sivelestat Sodium - Full Text View - ClinicalTrials.gov

Effect of Two Different Doses of 
Dexamethasone in Patients With 

ARDS and COVID-19 (REMED)

REMED is a prospective, phase II, open-label, 
randomised controlled trial testing superiority of 

dexamethasone 20 mg vs 6 mg. The trial aims to be 
pragmatic, i.e. designed to evaluate the effectiveness of 
the intervention in conditions that are close to real-life 

routine clinical practice. 

NCT04663555

Sponsor:
Brno University Hospital

Collaborators:
Masaryk University

Vascular surgery, 
University hospital 

Královské Vinohrady, 
Prague

General University 
Hospital in Prague
University Hospital 

Ostrava
St. Anne's University 

Hospital Brno
University Hospital 

Motol Prague
University Hospital 

Olomouc
University Hospital Plzeň

Tomáš Baťa Regional 
Hospital

Military University 
Hospital Praha

2-Feb-21 30-Apr-23 11-Dec-20 3-Mar-22 ?

Jan Maláska, MD, PhD, EDIC           
+420723784101          

jan.malaska@gmail.com   Jan 
Stašek, MD, PhD, EDIC           

+420532232009                     
janstasek@centrum.cz

Effect of Two Different Doses of Dexamethasone in Patients With ARDS and COVID-19 - Full Text View - ClinicalTrials.gov

Treatment With Pirfenidone for 
COVID-19 Related Severe ARDS

A randomized, open label, two arm, pilot trial of 
Pirfenidone 2,403 mg administered per nasogastric tube 

or orally as 801mg TID for 4 weeks in addition to 
Standard of Care (SoC), compared to SoC alone, in a 

population of COVID-19 induced severe ARDS. 

 NCT04653831

Sponsor:
Soroka University 

Medical Center
Collaborator:

Roche Pharma AG

8-Nov-20 Dec-22 4-Dec-20 27-Jul-22 Ori Galante, MDICU 
physician in SMC

Yasmeen Abu Fraiha, Soroka 
University Medical Center Treatment With Pirfenidone for COVID-19 Related Severe ARDS - Full Text View - ClinicalTrials.gov

Study to Find the Highest Safe 
Dose of Soluble Guanylate 

Cyclase (sGC) Activator, BAY 
1211163 Administered as Multiple 

Doses by Inhalation to Patients 
Who Cannot Breathe by Their 

Own and Suffer From a Type of 
Lung Failure That Causes Fluid to 

Build up in the Lungs Making 
Breathing Difficult (ARDS)

With this study researchers want to find the highest 
safe dose of the soluble Guanylate Cyclase (sGC) 

Activator, BAY 1211163 and how safe and well the 
study drug works. 

NCT04609943 Sponsor:
Bayer 24-Nov-20 28-Jul-23 30-Oct-20 3-Jan-23 ?

Bayer Clinical Trials Contact(+)1-
888-84 22937clinical-trials-

contact@bayer.com
Study to Find the Highest Safe Dose of Soluble Guanylate Cyclase (sGC) Activator, BAY 1211163 Administered as Multiple Doses by Inhalation to Patients Who Cannot Breathe by Their Own and Suffer From a Type of Lung Failure That Causes Fluid to Build up in the Lungs Making Breathing Difficult (ARDS) - Full Text View - ClinicalTrials.gov

Impact of Intravenous Lidocaine 
on Clinical Outcomes of Patients 

With ARDS During COVID-19 
Pandemia (LidoCovid)

The purpose of our prospective monocentric, 
randomized, controlled trial is to evaluate the effects of 

intravenous lidocaine on gas exchange and 
inflammation in acute respiratory distress syndrome 

(ARDS) due or not to Covid-19 pneumonia.

NCT04609865 University Hospital, 
Strasbourg, France 4-Nov-20 Feb-24 30-Oct-20 18-Aug-22 ?

Thiên-Nga CHAMARAUX-TRAN, 
MD3 88 12 70 81 ext 

0033thiennga.chamaraux-
tran@chru-strasbourg.fr

Impact of Intravenous Lidocaine on Clinical Outcomes of Patients With ARDS During COVID-19 Pandemia - Full Text View - ClinicalTrials.gov

This Study Collects Information on 
the Safety of Inhaled Pegylated 

Adrenomedullin (PEG-ADM), How 
the Drug is Tolerated and How it 

Affects Patients Suffering From a 
Type of Lung Failure That Cause 

Fluid to Build up in the Lungs 
Making Breathing Difficult (ARDS) 

(SEAL)

The study is composed of two parts. In part A of the 
study two active doses of inhaled pegylated 

adrenomedullin (PEG-ADM) will be compared regarding 
safety and efficacy to a substance that has no 

therapeutic effect (placebo) in order to find an optimal 
and safe of the study drug. In part B of the study the 

highest dose that is considered safe and has 
demonstrated efficacy will be taken forward to collect 

information how well patients suffering from Acute 
Respiratory Distress Syndrome (ARDS) respond to 

treatment with inhaled pegylated adrenomedullin (PEG-
ADM) compared to treatment with placebo

NCT04417036 Bayer 7-Jul-20 31-Dec-24 4-Jun-20 10-Jan-23 ?
 Bayer Clinical Trials Contact(+)1-

888-84 22937clinical-trials-
contact@bayer.com

This Study Collects Information on the Safety of Inhaled Pegylated Adrenomedullin (PEG-ADM), How the Drug is Tolerated and How it Affects Patients Suffering From a Type of Lung Failure That Cause Fluid to Build up in the Lungs Making Breathing Difficult (ARDS) - Full Text View - ClinicalTrials.gov

A Study of the C3 Inhibitor AMY-101 
in Patients With ARDS Due to 

COVID-19 (SAVE) (SAVE)

The study is a prospective, randomized, placebo-
controlled, single-blind phase 2 clinical study of the 

efficacy and safety of AMY-101, a potent C3 inhibitor, 
for the management of patients with ARDS caused by 

SARS-CoV-2 infection.

NCT04395456 Amyndas 
Pharmaceuticals S.A.

Sep-21 Dec-22 20-May-20 21-Feb-21 ? No Contacts or Locations 
Provided

A Study of the C3 Inhibitor AMY-101 in Patients With ARDS Due to COVID-19 (SAVE) - Full Text View - ClinicalTrials.gov

Evaluating AVM0703 for Treatment 
of COVID-19 or Influenza-mediated 

ARDS (AVM0703)

The study is designed to evaluate the safety, 
tolerability, and pharmacokinetics of single dose of 

AVM0703 in these ARDS patients.
NCT04366115

Sponsor:
AVM Biotechnology LLC

Collaborator:
Medpace, Inc.

1-Dec-22 1-Mar-25 28-Apr-20 7-Feb-22 ?

Contact: Janet R 
Rea,MSPH2069069922jrea@av

mbiotech.com
Contact: Mia 

Lor2069069922mlor@avmbiote
ch.com

Evaluating AVM0703 for Treatment of COVID-19 or Influenza-mediated ARDS - Full Text View - ClinicalTrials.gov

Safety and Preliminary Efficacy of 
Sequential Multiple Ascending 

Doses of Solnatide to Treat 
Pulmonary Permeability Oedema in 
Patients With Moderate-to-severe 

ARDS

This phase IIb, randomized, placebo-controlled, double-
blind, dose escalation study will assess the local and 
systemic safety of 7 days orally inhaled sequential 

multiple ascending doses of solnatide in patients with 
pulmonary permeability oedema and moderate-to-

severe ARDS and review potential efficacy endpoints 
for a future phase III pivotal trial.

NCT03567577 Apeptico Forschung und 
Entwicklung GmbH

23-May-18 Jun-23 26-Jun-18 4-Aug-22 ?
Bernhard Fischer, Prof. Dr.0043-

664143 ext 
2919b.fischer@apeptico.com

Safety and Preliminary Efficacy of Sequential Multiple Ascending Doses of Solnatide to Treat Pulmonary Permeability Oedema in Patients With Moderate-to-severe ARDS - Full Text View - ClinicalTrials.gov

Influence of NEP Inhibition on 
Vascular Leak and Inflammation 

(NEPi-INFLAMMATION)

The aim of this experimental medicine study is to assess 
the effect of using the licensed NEP inhibitor 

Racecadotril, in a well-established, safe model of 
inflammation-induced skin blisters in healthy human 
volunteers to determine primarily whether the fluid 
accumulation i.e. leak, in these blisters is reduced by 

treatment with this drug.

NCT05600062
Queen Mary University 

of London
Medical Research Council

16-Jan-23 15-Mar-24 31-Oct-22 10-Nov-22
Adrian HobbsQueen 

Mary University 
London

 Aemun Salam, MBBS, MRCP, 
FFICM07492042830aemun.sala

m@qmul.ac.uk
Influence of NEP Inhibition on Vascular Leak and Inflammation (NEPi-INFLAMMATION) - Full Text View - ClinicalTrials.gov

Plerixafor in Acute Respiratory 
Distress Syndrome Related to 

COVID-19 (Phase IIb) (LEONARDO)

 to assess the therapeutic efficacy and safety of 
Plerixafor in patients

NCT05411575 4Living Biotech 19-Jul-22 Jun-23 9-Jun-22 9-Nov-22 ?
Information provided by 

(Responsible Party):
4P-Pharma ( 4Living Biotech )

Plerixafor in Acute Respiratory Distress Syndrome Related to COVID-19 (Phase IIb) - Full Text View - ClinicalTrials.gov

A Phase 2b Multi-Center, 
Randomized, Double-Blind, Placebo-
Controlled Study, Evaluating 
Efficacy and Safety of Allocetra-OTS 
in Patients With Severe or Critical 
COVID-19 With Associated Acute 
Respiratory Distress Syndrome 
(ARDS)

This is a Phase 2b multi-center, randomized, double-
blind, placebo-controlled study evaluating the efficacy 
and safety of intravenous (IV) Allocetra-OTS 10x10^9 

cells vs placebo (1:1) in adult hospitalized patients with 
severe or critical Coronavirus Disease 2019 (COVID-19) 

with associated acute respiratory distress syndrome 
(ARDS).

NCT04922957 Enlivex Therapeutics Ltd. 1-Sep-21 1-Sep-23 11-Jun-21 30-Aug-22
Oren Hershkovitz, 

PhDEnlivex 
Therapeutics R&D

<<<--------Oren perhaps? A Phase 2b Multi-Center, Randomized, Double-Blind, Placebo-Controlled Study, Evaluating Efficacy and Safety of Allocetra-OTS in Patients With Severe or Critical COVID-19 With Associated Acute Respiratory Distress Syndrome (ARDS) - Full Text View - ClinicalTrials.gov

Direct Topical Lung T3 Treatment to 
Improve Outcome & Sequelae of 

COVID-19 Acute Respiratory 
Distress Syndrome

Acute treatment of COVID-ARDS with direct topical lung instilled T3 therapy for patients on mechanical ventilation.NCT04725110

University of 
MinnesotaRecruiting

Minneapolis, Minnesota, 
United States, 55117

Contact: Kelly M 
McCormick       

kmmccorm@umn.ediu   

29-Oct-19 Mar-24 26-Jan-21 6-Sep-22

Principal 
Investigator:Timoth

y P Rich, 
MDUniversity of 

Minnesota
Study Chair:David 

Ingbar, 
MDUniversity of 

Minnesota

Contact: Kelly McCormick, MBA, 
MSL6126243315kmmccorm@u

mn.edu
Contact: Melisa 

Bailey6126242627baile807@u
mn.edu

Direct Topical Lung T3 Treatment to Improve Outcome & Sequelae of COVID-19 Acute Respiratory Distress Syndrome - Full Text View - ClinicalTrials.gov

The ARCTIC Trial: Aerosolized 
Inhaled Adenosine Treatment in 
Patients With Acute Respiratory 

Distress Syndrome (ARDS) Caused 
by COVID-19

This is a phase II study to test adenosine efficacy for 
down-regulation of the overwhelming inflammation of 
COVID-19 in the lungs as reflected by clinical recovery 

of lung function; resolution of clinically relevant 
markers of lung function, and resolution of systemic 

markers of inflammation and coagulation.

 NCT04588441 University of Florida Sep-21 Dec-22 19-Oct-20 17-Aug-21
Principal 

Investigator:Bruce 
SpiessUniversity of 

Florida

Amy Gunnett(352) 273-
8911agunnett@anest.ufl.edu The ARCTIC Trial: Aerosolized Inhaled Adenosine Treatment in Patients With Acute Respiratory Distress Syndrome (ARDS) Caused by COVID-19 - Full Text View - ClinicalTrials.gov

GM-CSF Inhalation to Prevent ARDS 
in COVID-19 Pneumonia (GI-COVID)

To assess the safety and tolerability of inhaled 
molgramostim nebuliser solution in patients with 

COVID-19 pneumonia.
NCT04569877 University of Giessen 24-Sep-20 30-Dec-22 30-Sep-20 22-Jun-22

Principal 
Investigator:Susann

e Herold, Prof. 
Dr.Universitätsklinik

um Giessen und 
Marburg (UKGM)

? GM-CSF Inhalation to Prevent ARDS in COVID-19 Pneumonia - Full Text View - ClinicalTrials.gov

Inhaled Aviptadil for the Treatment 
of COVID-19 in Patients at High Risk 

for ARDS

Aviptadil, which is a synthetic form of Human 
Vasoactive Intestinal Polypeptide (VIP), might be 
beneficial in patients at risk of developing ARDS. 

Nonclinical studies demonstrate that VIP is highly 
concentrated in the lung, where it reduces 

inflammation.

NCT04536350
Prof. Dr. Jörg Leuppi, 

Cantonal Hosptal, 
Baselland

18-May-21 Dec-22 2-Sep-20 23-Jun-22

Principal 
Investigator:Jörg D 

Leuppi, 
ProfessorKantonsspit

al Baselland

Contact: Jörg D Leuppi, 
Professor+41 61 925 

2181joerg.leuppi@ksbl.ch
Contact: Kristin Abig+41 925 37 

54kristin.abig@ksbl.ch

Inhaled Aviptadil for the Treatment of COVID-19 in Patients at High Risk for ARDS - Full Text View - ClinicalTrials.gov

Efficacy, Safety, Tolerability, and 
Biomarkers of MN-166 (Ibudilast) 

in Patients Hospitalized With 
COVID-19 and at Risk for ARDS

The study aims to evaluate MN-166 (ibudilast) in 
patients with COVID-19 who are at risk of developing 

acute respiratory distress syndrome.
NCT04429555 MediciNova 11-Jan-21 1-Dec-22 12-Jun-20 25-Aug-22 Study Chair:Kazuko 

Matsuda, MD PhD 
MPHMedicinova Inc

? Efficacy, Safety, Tolerability, and Biomarkers of MN-166 (Ibudilast) in Patients Hospitalized With COVID-19 and at Risk for ARDS - Full Text View - ClinicalTrials.gov

Efficacy and Safety of 
Angiotensin II Use in Coronavirus 
Disease(COVID)-19 Patients With 

Acute Respiratory Distress 
Syndrome (ACES)

This study aims to find out whether the use of angiotensin II, which is a drug to raise blood pressure has been approved by European Medical Agency in August 2019, as an add-on medication to increase blood pressure in patients with COVID-19, acute severe lung injury, inflammation and severe shock, compared with standard medication. In addition, the investigators will collect the data of Anakinra, another drug which is frequently used in this condition to reduce inflammation.NCT04408326

Guy's and St Thomas' 
NHS Foundation Trust

Australian and New 
Zealand Intensive Care 

Research Centre
Monash University

Royal Surrey County 
Hospital NHS Foundation 

Trust

1-Jun-20 31-Dec-22 29-May-20 4-Aug-21

Principal 
Investigator:Marlies 
OstermannDepartm
ent of Critical Care, 
Guy's & St Thomas' 

Hospital

Contact: Marlies Ostermann, 
MD, PhD0044 207 188 

3038Marlies.Ostermann@gstt.n
hs.uk

Contact: Nuttha Lumlertgul, MD, 
PhD0044 207 188 

3038Nuttha.Lumlertgul@gstt.n
hs.uk

Efficacy and Safety of Angiotensin II Use in Coronavirus Disease(COVID)-19 Patients With Acute Respiratory Distress Syndrome - Full Text View - ClinicalTrials.gov



Treatment of ARDS With Instilled 
T3 (ARDS+T3)

It is hypothesized that instillation of (T3) into the 
airspace will increase alveolar fluid clearance in 

patients with ARDS, resulting in reduced extravascular 
lung water (EVLW).

 NCT04115514 University of Minnesota 21-Oct-19 10-Oct-23 4-Oct-19 3-Oct-22

Principal 
Investigator:Timoth

y P Rich, 
MDUniversity of 

Minnesota
Study Chair:David H 

Ingbar, 
MDUniversity of 

Minnesota

Contact: Kelly M McCormick, 
MBA, 

MSL6126243315kmmccorm@u
mn.edu

Contact: Melisa A Bailey, 
MS6126242627baile807@umn.

edu

Treatment of ARDS With Instilled T3 - Full Text View - ClinicalTrials.gov

A Dose-Ranging Study to 
Determine the Efficacy, Safety 

and Tolerability of AeroFact

The purpose of this two-part Phase 2 study is to assess 
the safety, tolerability and efficacy of aerosolized SF-RI 

1 (AeroFact) when delivered via nCPAP at two different 
doses

NCT03969992 Aerogen Pharma 
Limited 4-Mar-20 31-Aug-24 31-May-19 23-Feb-22 Study Director:Andy 

Clark, PhDAerogen 
Pharma Corp

Contact: Judy Doto, RN, BSN484-
716-

5438judydoto@aerogenpharma
.com

Contact: Jeanette Asselin, 
MS510-813-

1177jasselin@aerogenpharma.c
om

A Dose-Ranging Study to Determine the Efficacy, Safety and Tolerability of AeroFact - Full Text View - ClinicalTrials.gov

Inhaled Dornase Alpha to Reduce 
Respiratory Failure After Severe 

Trauma (TRAUMADORNASE)

The primary objective is to demonstrate a reduction in 
the incidence of moderate to severe ARDS in severe 
trauma patients during the first seven ICU days from 

45% to 30% by providing aerosolized dornase alfa once 
during the first two consecutive ICU days and compared 

to equivalent provision of placebo (NaCl 0,9%).

NCT03368092 University Hospital, 
Strasbourg, France

4-Mar-19 1-Dec-24 11-Dec-17 8-Jul-22 ?

Contact: Julien POTTECHER, 
MD+33 

388127095julien.pottecher@chr
u-strasbourg.fr

Inhaled Dornase Alpha to Reduce Respiratory Failure After Severe Trauma - Full Text View - ClinicalTrials.gov

Improvement of Pulmonary 
Insufficiency After Aortic Dissection 

With Sivelestat Sodium (IPIADSS)

On the basis of not terminating and changing the 
original treatment plans, sivelestat sodium was added 
in the perioperative period to observe the incidence, 
and severity of ALI/ARDS in the perioperative period.

NCT05343338 First Affiliated Hospital 
Xi'an Jiaotong University

20-Apr-22 31-Dec-24 25-Apr-22 25-Apr-22
Study Chair:Tao Shi, 
PhDFirst Affiliated 

Hospital of Xian 
Jiaotong University

Contact: Tao Shi, PhD0086-029-
85323601shi2009tao@163.com
Contact: Tao Ma, PhD0086-029-

85323866mataodr@163.com

Improvement of Pulmonary Insufficiency After Aortic Dissection With Sivelestat Sodium - Full Text View - ClinicalTrials.gov

A Study to Evaluate the Safety 
and Effect of STC314 Injection 

Continuous Infusion in Subjects 
With Acute Respiratory Distress 

Syndrome

This study is a Randomized, Double-blinded, Placebo-
controlled Phase Ib Study to Evaluate the Safety, 

Tolerability and Pharmacokinetics of STC314 Injection 
Administered as Continuous Intravenous Infusion in 

Chinese Patients with ARDS (Acute Respiratory Distress 
Syndrome).

NCT05000671

Sponsor:
Grand Medical Pty Ltd.

Collaborator:
Grand Pharmaceutical 

(China) Co., Ltd.

28-Jul-21 Dec-22 11-Aug-21  December 
27, 2021 ?

James Pang, PhD+61 
466555916jpang@grandpharma

.cn
A Study to Evaluate the Safety and Effect of STC314 Injection Continuous Infusion in Subjects With Acute Respiratory Distress Syndrome - Full Text View - ClinicalTrials.gov

Efficacy of Canrenone as add-on 
Treatment in Moderate to Severe 
ARDS in COVID-19 (MINECRAFT)

The main aim of the study is to estimate the potential 
efficacy of i.v. canrenone as add-on therapy on maximal 
medical treatment versus maximal medical treatment 

alone in treating moderate-to-severe ARDS due to 
SARS-CoV-2.

NCT04977960

Fondazione IRCCS Ca' 
Granda, Ospedale 

Maggiore Policlinico
University of Milan

IRCCS Azienda 
Ospedaliero-

Universitaria di Bologna

Sep-22 Dec-23 27-Jul-21 20-May-22

Principal 
Investigator:Marco 

Vicenzi, 
MDFondazione 

IRCCS Ca' Granda, 
Ospedale Maggiore 

Policlinico

Marco Vicenzi, 
MD+390255033537marco.vicen

zi@policlinico.mi.it
Efficacy of Canrenone as add-on Treatment in Moderate to Severe ARDS in COVID-19 - Full Text View - ClinicalTrials.gov

Protective Effect of Sivelestat 
Sodium on ARDS in Patients With 

Sepsis

Sivelestat sodium has been approved for use in patients 
with SIRS and ALI, but whether it can protect patients 

with sepsis from developing ARDS remains 
unknown.The aim of this study was to determine 

whether sivelestat sodium has a protective effect on 
ARDS in patients with sepsis.

NCT04973670 Southeast University, 
China

11-Oct-21 30-Oct-23 22-Jul-21 3-Jan-22

Study Chair:Liu ling, 
MDDepartment of 

Critical Care 
Medicine, Zhongda 
Hospital, School of 

Medicine, Southeast 
University

Contact: Liu ling, MD+86-25-
83262552liulingdoctor@126.co

m
Contact: Yang yi, MD+86-25-

83262552yiyiyang2004@163.co
m

Protective Effect of Sivelestat Sodium on ARDS in Patients With Sepsis - Full Text View - ClinicalTrials.gov

Treatment of ARDS With Sivelestat 
Sodium (TOAWSS)

this study was intended to evaluate the efficacy of 
sivelestat sodium in the treatment of ARDS patients 

with SIRS in a multicenter randomized controlled 
clinical trial

NCT04909697 Sichuan Provincial 
People's Hospital

18-Apr-22 30-Jul-24 2-Jun-21 19-Apr-22

Principal 
Investigator:Xiaobo 
Huang, MDSichuan 
Academy of Medical 

Sciences

Hongli He, Ph.D.+86-28-
87393633hhl0408@163.com

Treatment of ARDS With Sivelestat Sodium - Full Text View - ClinicalTrials.gov

Effect of Two Different Doses of 
Dexamethasone in Patients With 

ARDS and COVID-19 (REMED)

REMED is a prospective, phase II, open-label, 
randomised controlled trial testing superiority of 

dexamethasone 20 mg vs 6 mg. 
NCT04663555

Brno University Hospital
Masaryk University

Vascular surgery, 
University hospital 

Královské Vinohrady, 
Prague

General University 
Hospital in Prague
University Hospital 

Ostrava
St. Anne's University 

Hospital Brno
University Hospital 

Motol Prague
University Hospital 

Olomouc
University Hospital Plzeň

Tomáš Baťa Regional 
Hospital

Military University 
Hospital Praha

2-Feb-21 30-Apr-23 11-Dec-20 3-Mar-22 ?

Contact: Jan Maláska, MD, PhD, 
EDIC+420723784101jan.malask

a@gmail.com
Contact: Jan Stašek, MD, PhD, 

EDIC+420532232009janstasek
@centrum.cz

Effect of Two Different Doses of Dexamethasone in Patients With ARDS and COVID-19 - Full Text View - ClinicalTrials.gov

Treatment With Pirfenidone for 
COVID-19 Related Severe ARDS

A randomized, open label, two arm, pilot trial of 
Pirfenidone 2,403 mg administered per nasogastric tube 

or orally as 801mg TID for 4 weeks in addition to 
Standard of Care (SoC), compared to SoC alone, in a 

population of COVID-19 induced severe ARDS

NCT04653831
Soroka University 

Medical Center
Roche Pharma AG

8-Nov-20 Dec-22  December 
4, 2020 27-Jul-22

Principal 
Investigator:Ori 
Galante, MDICU 
physician in SMC

? Treatment With Pirfenidone for COVID-19 Related Severe ARDS - Full Text View - ClinicalTrials.gov

Study to Find the Highest Safe 
Dose of Soluble Guanylate 

Cyclase (sGC) Activator, BAY 
1211163 Administered as Multiple 

Doses by Inhalation to Patients 
Who Cannot Breathe by Their 

Own and Suffer From a Type of 
Lung Failure That Causes Fluid to 

Build up in the Lungs Making 
Breathing Difficult (ARDS)

With this study researchers want to find the highest 
safe dose of the soluble Guanylate Cyclase (sGC) 

Activator, BAY 1211163 and how safe and well the 
study drug works.

NCT04609943 Bayer 24-Nov-20 28-Jul-23 30-Oct-20 3-Jan-23 ?
Bayer Clinical Trials Contact(+)1-

888-84 22937clinical-trials-
contact@bayer.com

Study to Find the Highest Safe Dose of Soluble Guanylate Cyclase (sGC) Activator, BAY 1211163 Administered as Multiple Doses by Inhalation to Patients Who Cannot Breathe by Their Own and Suffer From a Type of Lung Failure That Causes Fluid to Build up in the Lungs Making Breathing Difficult (ARDS) - Full Text View - ClinicalTrials.gov

Impact of Intravenous Lidocaine 
on Clinical Outcomes of Patients 

With ARDS During COVID-19 
Pandemia (LidoCovid)

The purpose of our prospective monocentric, 
randomized, controlled trial is to evaluate the effects of 

intravenous lidocaine on gas exchange and 
inflammation in acute respiratory distress syndrome 

(ARDS) due or not to Covid-19 pneumonia.

NCT04609865 University Hospital, 
Strasbourg, France

4-Nov-20 Feb-24 30-Oct-20 18-Aug-22 ?Contact: Thiên-Nga CHAMARAUX-TRAN, MD3 88 12 70 81 ext 0033thiennga.chamaraux-tran@chru-strasbourg.frImpact of Intravenous Lidocaine on Clinical Outcomes of Patients With ARDS During COVID-19 Pandemia - Full Text View - ClinicalTrials.gov

Mesenchymal Stromal Cell 
Therapy For The Treatment Of 

Acute Respiratory Distress 
Syndrome (ARDS-MSC-205)

This is an open label, dose escalating safety study of the 
advanced therapy investigational medicinal product 

(ATIMP) KI-MSC-PL-205, where patients diagnosed with 
SARS-CoV-2-induced severe acute respiratory distress 
syndrome (ARDS), according to the Berlin Definition, 

and who are on respirator/ventilator (used 
synonymously in this protocol) support due to 

respiratory insufficiency with or without concomitant 
circulatory problems

NCT04447833
Uppsala University
Uppsala University 

Hospital
17-Jun-20 une 30, 2025 25-Jun-20 22-Dec-22

Principal 
Investigator:Oscar 

Simonsson, MD, 
PhDUppsala 
University

? Mesenchymal Stromal Cell Therapy For The Treatment Of Acute Respiratory Distress Syndrome - Full Text View - ClinicalTrials.gov

This Study Collects Information 
on the Safety of Inhaled 

Pegylated Adrenomedullin (PEG-
ADM), How the Drug is Tolerated 

and How it Affects Patients 
Suffering From a Type of Lung 

Failure That Cause Fluid to Build 
up in the Lungs Making 

Breathing Difficult (ARDS) (SEAL)

how well patients suffering from Acute Respiratory 
Distress Syndrome (ARDS) respond to treatment with 

inhaled pegylated adrenomedullin (PEG-ADM) 
compared to treatment with placebo

NCT04417036 Bayer 7-Jul-20 31-Dec-24 4-Jun-20 10-Jan-23 ?

Contact: Bayer Clinical Trials 
Contact(+)1-888-84 
22937clinical-trials-
contact@bayer.com

This Study Collects Information on the Safety of Inhaled Pegylated Adrenomedullin (PEG-ADM), How the Drug is Tolerated and How it Affects Patients Suffering From a Type of Lung Failure That Cause Fluid to Build up in the Lungs Making Breathing Difficult (ARDS) - Full Text View - ClinicalTrials.gov

A Study of the C3 Inhibitor AMY-
101 in Patients With ARDS Due to 

COVID-19 (SAVE) (SAVE)

The study is a prospective, randomized, placebo-
controlled, single-blind phase 2 clinical study of the 

efficacy and safety of AMY-101, a potent C3 inhibitor, 
for the management of patients with ARDS caused by 

SARS-CoV-2 infection.

NCT04395456 No Contacts or 
Locations Provided Sep-21 Dec-22 20-May-20 21-Feb-21 Responsible 

Party:Amyndas 
Pharmaceuticals S.A.

No Contacts or Locations 
Provided A Study of the C3 Inhibitor AMY-101 in Patients With ARDS Due to COVID-19 (SAVE) - Full Text View - ClinicalTrials.gov

Evaluating AVM0703 for 
Treatment of COVID-19 or 

Influenza-mediated ARDS 
(AVM0703)

This is a randomized, double-blinded, placebo-controlled 
study of AVM0703 administered as a single intravenous 

(IV) infusion to patients with moderate or severe 
immediately life-threatening Acute Respiratory Distress 
Syndrome (ARDS) due to COVID-19 or influenza (A or B).

ClinicalTrials.gov 
Identifier: 

NCT04366115

Sponsor:
AVM Biotechnology LLC

Collaborator:
Medpace, Inc.

1-Dec-22 1-Mar-25 28-Apr-20  February 7, 
2022 ?

Contact: Janet R Rea, 
MSPH2069069922jrea@avmbi

otech.com
Contact: Mia 

Lor2069069922mlor@avmbiote
ch.com

Evaluating AVM0703 for Treatment of COVID-19 or Influenza-mediated ARDS - Full Text View - ClinicalTrials.gov

SEvoflurane for Sedation in ARds 
(SESAR)

This study evaluates whether a sedation with inhaled 
sevoflurane will decrease mortality and increase time 

off the ventilator at 28 days in patients with acute 
respiratory distress syndrome (ARDS).

 NCT04235608 University Hospital, 
Clermont-Ferrand 3-May-20 31-Dec-24 22-Jan-20 26-Jan-22

Study 
Chair:Matthieu 

JabaudonUniversity 
Hospital, Clermont-

Ferrand

Contact: Lise Laclautre+33 4 73 
754963promo_interne_drci@ch

u-clermontferrand.fr
SEvoflurane for Sedation in ARds - Full Text View - ClinicalTrials.gov

Sevoflurane PharmacokInetics in 
ARDS (SPIDERMAN)

The main objective of this study is to compare the 
pharmacokinetic models of sevoflurane-induced 

sedation during ARDS depending on the lung imaging 
phenotype (focal vs nonfocal phenotypes)

NCT04023305
University Hospital, 

Clermont-Ferrand
23-Feb-20 1-Jun-23 17-Jul-19 18-May-21

Principal 
Investigator:Raiko 
Blondonnet, MD, 
MScUniversity 

Hospital, Clermont-
Ferrand

Contact: Lise Laclautre+33 73 
754 

963promo_interne_drci@chu-
clermontferrand.fr

Sevoflurane PharmacokInetics in ARDS - Full Text View - ClinicalTrials.gov

Safety and Efficacy Study of 
Inhaled Carbon Monoxide to Treat 

Acute Respiratory Distress 
Syndrome (ARDS)

The purpose of this study is to evaluate the safety, 
tolerability, and efficacy of inhaled carbon monoxide 
(iCO) for the treatment of ARDS and to examine the 

biologic readouts of low dose iCO therapy in patients 
with ARDS

NCT03799874

Sponsor:
Brigham and Women's 

Hospital
Collaborators:

Massachusetts General 
Hospital

Weill Medical College of 
Cornell University
Duke University

Durham VA Medical 
Center

New York Presbyterian 
Brooklyn Methodist 

Hospital
Duke Regional Hospital

U.S. Army Medical 
Research Acquisition 

Activity
Washington University 

School of Medicine

1-Jul-19 Dec-23 10-Jan-19 23-Aug-22

Principal 
Investigator:Rebecc

a Baron, MDBrigham 
and Women's 

Hospital

? Safety and Efficacy Study of Inhaled Carbon Monoxide to Treat Acute Respiratory Distress Syndrome (ARDS) - Full Text View - ClinicalTrials.gov

Safety and Preliminary Efficacy of 
Sequential Multiple Ascending 

Doses of Solnatide to Treat 
Pulmonary Permeability Oedema 

in Patients With Moderate-to-
severe ARDS

study will assess the local and systemic safety of 7 days 
orally inhaled sequential multiple ascending doses of 
solnatide in patients with pulmonary permeability 
oedema and moderate-to-severe ARDS and review 

potential efficacy endpoints for a future phase III pivotal 
trial.

NCT03567577 Apeptico Forschung und 
Entwicklung GmbH 23-May-18 Jun-23 26-Jun-18  August 4, 

2022 ?
Contact: Bernhard Fischer, Prof. 

Dr.0043-664143 ext 
2919b.fischer@apeptico.com

Contact: Roman Ullrich, Prof. Dr.

Safety and Preliminary Efficacy of Sequential Multiple Ascending Doses of Solnatide to Treat Pulmonary Permeability Oedema in Patients With Moderate-to-severe ARDS - Full Text View - ClinicalTrials.gov

Surfactant for Neonate With 
Acute Respiratory Distress 

Syndrome (ARDS)

This study aimed to determine whether ARDS neonate 
would benefit from surfactant when oxygenation 

deteriorated on mechanical ventilation and to identify 
any potential risk factors related to mortality.

NCT03217162

Daping Hospital and the 
Research Institute of 
Surgery of the Third 

Military Medical 
University

1-Aug-17 30-Dec-24 13-Jul-17 25-Oct-22

Study Director:Shi 
Yuan, 

PhD,MDChildren's 
Hospital of 

Chongqing Medical 

Contact: Ma Juan, 
MD1388.559467476679422@qq.

com

Surfactant for Neonate With Acute Respiratory Distress Syndrome (ARDS) - Full Text View - ClinicalTrials.gov

Viscoelastic Testing Guided 
Tissue Plasminogen Activator 

Treatment in Acute Respiratory 
Failure (VETtiPAT-ARF)

This two stage study aims to utilise bedside coagulation 
technology to detect patients at increased risk and 

guide tPA treatment to maximise efficacy and safety 
through a personalised approach.

NCT05540834 South West Sydney 
Local Health District 18-May-22 Jul-24 15-Sep-22 19-Sep-22

Principal 
Investigator:Anders 

AnemanSydney 
WAHS

Contact: Anders Aneman+61 
427915693Anders.Aneman@he

alth.nsw.gov.au
Contact: Lucy Coupland+61 

419723330l.coupland@unsw.ed
u.au

Viscoelastic Testing Guided Tissue Plasminogen Activator Treatment in Acute Respiratory Failure - Full Text View - ClinicalTrials.gov

Efficacy and Safety of Trimodulin 
(BT588) in Subjects With 

Moderate or Severe COVID-19 
(TRICOVID)

The main objectives of the trial are to assess the 
efficacy and safety of trimodulin as adjunctive 

treatment to standard of care (SoC) compared to 
placebo plus SoC in adult hospitalized subjects with 

moderate or severe COVID-19.

 NCT05531149 Biotest 10-Jan-23 31-Mar-24 7-Sep-22 22-Dec-22

Principal 
Investigator:Tobias 

Welte, 
ProfHannover 

Medical School

Contact: Patrick 
Langohr+491732947122patrick.

langohr@biotest.com
Contact: Iris Bobenhausen, 

PhD+4915222801073iris.boben
hausen@biotest.com

Efficacy and Safety of Trimodulin (BT588) in Subjects With Moderate or Severe COVID-19 - Full Text View - ClinicalTrials.gov

Clinical Trial of Efficacy and 
Safety of Oral Drug in Adult 

Patients With COVID-19 (WP1122)

This is a Phase 1, multi-center, dose escalation study 
that is followed by a Phase 2 randomized, double-blind, 

placebo-controlled study of the safety and efficacy of 
WP1122 administered q12h ±1 hr PO in adult patients 

with COVID-19 who require hospitalization with 
respiratory support.

NCT05276375
Andrei Carvalho Sposito, 
University of Campinas, 

Brazil
Dec-22 Oct-23 9-May-22 9-May-22 ?

Contact: Andrei Sposito, 
PhD+55 (19) 3521-

9580andreisposito@gmail.com
Clinical Trial of Efficacy and Safety of Oral Drug in Adult Patients With COVID-19 - Full Text View - ClinicalTrials.gov

Effect of Bronchipret on Antiviral 
Immune Response in Patients 

With Mild COVID-19 (BroVID)

this randomized study is conducted to assess the effect 
of Bronchipret on the immune response and recovery in 
patients with mild COVID-19 by assessing several blood 

parameters as well as the symptom recovery and 
improvement in comparison to patients who do not 
receive Bronchipret. Another aim of this feasibility 

study is to determine the best possible primary 
endpoint, i.e. which shows the greatest effect according 

to Cohen.

NCT05276375

Sponsor:
Dr. Frank Behrens

Collaborator:
Bionorica SE

Information provided by 
(Responsible Party):
Dr. Frank Behrens, 

Fraunhofer Institute for 
Molecular Biology and 

Applied Ecology

14-Jan-22 30-Nov-22 11-Mar-22 11-Mar-22

Principal 
Investigator:Stepha

n Schaefer, 
MDFraunhofer ITMP

Contact: Christin 
Jonetzko004969630180210chri
stin.jonetzko@itmp.fraunhofer.d

e
Contact: Anja 

Kuehneanja.kuehne@itmp.frau
nhofer.de

Effect of Bronchipret on Antiviral Immune Response in Patients With Mild COVID-19 - Full Text View - ClinicalTrials.gov

Safety of Nebulized Combination 
Therapy BromAc® in COVID-19 

Respiratory Disease

BromAc is a potent mucolytic, biofilm degrader, cleaves 
the glycoproteins of the SARS-CoV-2 virus (antiviral), 

and down regulates cytokines and chemokine in COVID-
19 sputum. The investigators seek to examine the 
safety and attempt to gain preliminary efficacy of 

nebulised BromAc in moderate to severe COVID-19 and 
other mucus producing, severe, respiratory diseases.

 NCT05258682

Sponsor:
Mucpharm Pty Ltd

Collaborator:
St George Hospital, 

Australia

1-May-22 30-Oct-22 28-Feb-22 28-Feb-22

Principal 
Investigator:Frank 
MP van Haren, MD, 

PhDSt George 
Hospital, Director of 

Intensive Care

Contact: Sarah J Valle, 
BN61291132070sarah@mucpha

rm.com
Safety of Nebulized Combination Therapy BromAc® in COVID-19 Respiratory Disease - Full Text View - ClinicalTrials.gov

Phase 2a Multiple Ascending Dose 
Study in Hospitalized Patients With 

Pneumonia.

The purpose of this study is to examine the safety, 
tolerability and efficacy of AV-001 Injection 

administration daily to the earlier of day 28 or EOT 
(day prior to hospital discharge).

NCT05123755 Vasomune Therapeutics, 
Inc

20-Dec-21 May-23 17-Nov-21 1-Dec-22 ?
Contact: Robert Bimbi, Ph.D    

702-383-7302    
Robert.Bimbi@umcsn.com  

Phase 2a Multiple Ascending Dose Study in Hospitalized Patients With Pneumonia. - Full Text View - ClinicalTrials.gov



ACTIV-3b: Therapeutics for 
Severely Ill Inpatients With COVID-

19 (TESICO)

This study looks at the safety and effectiveness of 
different drugs in treating COVID-19 in people who 

have been hospitalized with the infection and who have 
acute respiratory failure. Participants in the study will 

be treated with either a study drug plus current 
standard of care (SOC), or with placebo plus current 

SOC.

NCT04843761

Sponsor:
National Institute of 

Allergy and Infectious 
Diseases (NIAID)
Collaborators:

International Network 
for Strategic Initiatives 

in Global HIV Trials 
(INSIGHT)

University of 
Copenhagen

Medical Research Council
Kirby Institute

Washington D.C. 
Veterans Affairs Medical 

Center
AIDS Clinical Trials 

Group
National Heart, Lung, 

and Blood Institute 
(NHLBI)

US Department of 
Veterans Affairs

Prevention and Early 
Treatment of Acute Lung 

Injury (PETAL)
Cardiothoracic Surgical 
Trials Network (CTSN)

NeuroRx, Inc.
Gilead Sciences

20-Apr-21 7-Nov-22 14-Apr-21 19-Dec-22

Principal 
Investigator:Samuel 

Brown, 
MDIntermountain 

Medical 
Center/University of 

Utah
Study Chair:Prof. 

James 
NeatonINSIGHT 
Statistical and 

Coordinating Centre, 
University of 

Minnesota

? ACTIV-3b: Therapeutics for Severely Ill Inpatients With COVID-19 - Full Text View - ClinicalTrials.gov

VERU-111 in the Treatment of 
SARS-Cov-2 Infection by 

Assessing Its Effect on the 
Proportion of Patients Who Die 

on Study (VERU-111)

To demonstrate the efficacy of VERU-111 in the 
treatment of SARS-Cov-2 Infection by assessing its effect 
on the proportion of patients who die on study (prior to 

Day 60).

NCT04842747 Veru Inc. 18-May-21 6-Jul-22 13-Apr-21 26-Aug-22 Study 
Chair:BarnetteVeru 

Inc.

? VERU-111 in the Treatment of SARS-Cov-2 Infection by Assessing Its Effect on the Proportion of Patients Who Die on Study - Full Text View - ClinicalTrials.gov

Safety and Efficacy of USB002 for 
Respiratory Distress Due to COVID-

19

This trial will study the use of USB002 given as an 
intravenous infusion in patients with respiratory 

distress due to infection with COVID-19.
NCT04778059 US Biotest, Inc. 27-Jul-21 Mar-23 2-Mar-21 10-Jan-23

Principal 
Investigator:Sairam 

Parthasarathy, 
MDThe University of 

Arizona Health 
Sciences Center/ 

Banner Healthcare 
Systems Hospital

?The University of Arizona 
Health Sciences Center/ Banner 
Healthcare Systems Hospitals
Tucson, Arizona, United States, 

85724

Safety and Efficacy of USB002 for Respiratory Distress Due to COVID-19 - Full Text View - ClinicalTrials.gov

Ganciclovir to Prevent 
Reactivation of Cytomegalovirus 

in Patients With Acute 
Respiratory Failure and Sepsis 

(GRAIL^3)

This is a phase 3 study designed to evaluate whether 
the administration of ganciclovir increases ventilator-
free days in immunocompetent patients with sepsis 

associated acute respiratory failure. Our hypothesis is 
that IV ganciclovir administered early in critical illness 

will effectively suppress CMV reactivation in CMV 
seropositive adults with sepsis-associated acute 

respiratory failure thereby leading to improved clinical 
outcomes

NCT04706507

Sponsor:
Fred Hutchinson Cancer 

Center
Collaborator:

National Heart, Lung, 
and Blood Institute 

(NHLBI)

29-Jun-21 31-Aug-27 12-Jan-21 13-Jul-22

Principal 
Investigator:Michael 

Boeckh, MDFred 
Hutchinson Cancer 

Center

Contact: Michael Boeckh, 
MD206 667 

6706mboeckh@fredhutch.org
Contact: Louise Kimball, 

PhD,RN206 667 
2904lkimball@fredhutch.org

Ganciclovir to Prevent Reactivation of Cytomegalovirus in Patients With Acute Respiratory Failure and Sepsis - Full Text View - ClinicalTrials.gov

Empirical Steroids and/or 
Antifungals in 

Immunocompromised Patients 
With Acute Respiratory Failure 
From Undetermined Etiology: a 

Multicenter Double-blind 
Randomized Controlled Trial 

(EFRAIM II)

The main objective of this study is to reduce the 90-day 
mortality in immunocompromised patients with ARF 

from undetermined etiology at day-3. The intervention 
would evaluate the impact of steroids ± isavuconazole 

for 14 days or until ICU discharge.

NCT04680884 Assistance Publique - 
Hôpitaux de Paris 21-Dec-20 21-Dec-23 23-Dec-20 23-Dec-20 ?

Contact: Elie Azoulay, Pr+331 
42 49 34 

21elie.azoulay@aphp.fr
Contact: Matthieu Resche-Rigon, 
Pr+33142499742matthieu.resc
he-rigon@univ-paris-diderot.fr

Empirical Steroids and/or Antifungals in Immunocompromised Patients With Acute Respiratory Failure From Undetermined Etiology: a Multicenter Double-blind Randomized Controlled Trial - Full Text View - ClinicalTrials.gov

Study of Niclosamide in Moderate 
and Severe Hospitalized 

Coronavirus-19 (COVID-19) 
Patients

This is a 2 part, Phase 2/3 multi-center, double blinded, 
placebo-controlled study to assess the safety, 

tolerability, and efficacy of oral niclosamide (ANA001) in 
moderate and severe hospitalized COVID-19 patients 

compared to placebo.

NCT04603924 NeuroBo 
Pharmaceuticals Inc. 7-Oct-20 Dec-22 27-Oct-20 26-Apr-22

Study Director:Doug 
Rank, MDNeuroBo 

Pharmaceuticals

 Andrew Bartynski1 650-263-
1270andrew@neurobopharma.c

om
Study of Niclosamide in Moderate and Severe Hospitalized Coronavirus-19 (COVID-19) Patients - Full Text View - ClinicalTrials.gov

Efficacy of DEXamethasone in 
Patients With Acute Hypoxemic 
REspiratory Failure Caused by 

INfEctions (DEXA-REFINE)

This is a multicenter, randomized, controlled, open-label 
clinical trial testing dexamethasone in mechanically 

ventilated adult patients with established AHRF 
(including ARDS) caused by confirmed pulmonary or 

systemic infections, admitted in a network of Spanish 
ICUs

NCT04545242

Sponsor:
Dr. Negrin University 

Hospital
Collaborators:

Li Ka Shing Knowledge 
Institute

Consorcio Centro de 
Investigación Biomédica 

en Red, M.P.

6-Jul-21 30-Dec-23 10-Sep-20 23-Mar-22

Principal 
Investigator:Jesús 
Villar, MDHospital 

Universitario Dr. 
Negrin

Contact: Jesús Villar, 
MD+34606860027jesus.villar54

@gmail.com
Contact: Arthur Slutsky, 

MD+14168244000Arthur.Sluts
ky@unityhealth.to

Efficacy of DEXamethasone in Patients With Acute Hypoxemic REspiratory Failure Caused by INfEctions - Full Text View - ClinicalTrials.gov

BIO 300 Oral Suspension in 
Previously Hospitalized Long COVID 

Patients

This is a randomized, double-blinded, placebo-
controlled, two-arm study to evaluate the safety and 

efficacy of BIO 300 Oral Suspension (BIO 300) as a 
therapy to improve lung function in patients that were 

hospitalized for severe COVID-19-related illness and 
continue to experience post-acute respiratory 

complications associated with Long-COVID after 
discharge.

NCT04482595

Sponsor:
Humanetics Corporation

Collaborators:
NYU Langone Health
National Institute of 

Allergy and Infectious 
Diseases (NIAID)

11-Nov-20 30-Nov-23 22-Jul-20 2-Aug-22 ?
Michael D Kaytor, Ph.D.952-400-
0406mkaytor@humaneticscorp.

com
BIO 300 Oral Suspension in Previously Hospitalized Long COVID Patients - Full Text View - ClinicalTrials.gov

Universal Anti-Viral Vaccine for 
Healthy Elderly Adults 

(ALLOPRIME)

This protocol tests the safety and efficacy of a novel 
universal vaccine concept called "allo-priming" which is 
designed to protect elderly adults from progression of 

any type of viral infection, including possible protection 
against progression of the current outbreak of COVID-

19 infection, and any future variants, strains, mutations 
of the causative SARS-CoV-2 virus as well as protection 

from any future currently unknown newly emergent 
novel viruses.

NCT04441047

Sponsor:
Immunovative 
Therapies, Ltd.
Collaborator:

Mirror Biologics, Inc.

12-Jul-21 31-Dec-23 22-Jun-20 31-Aug-22

Study 
Director:David 

Fineberg, MDMirror 
Biologics, Inc.

Contact: Kim Demonte, LPN1-
732-630-

9059kcdemonte@hotmail.com
Contact: Thu Bui, MHA1-619-
227-4872thu@mirrorbio.com

Universal Anti-Viral Vaccine for Healthy Elderly Adults - Full Text View - ClinicalTrials.gov

Efficacy and Safety of Tozorakimab 
in Patients Hospitalised for Viral 

Lung Infection Requiring 
Supplemental Oxygen (TILIA)

The purpose of this study is to evaluate the effect of 
tozorakimab as an add-on to SoC in patients with viral 

lung infection requiring supplemental oxygen on the 
prevention of death or progression to IMV/ECMO.

NCT05624450 AstraZeneca 13-Dec-22 9-May-24 22-Nov-22 20-Dec-22 ?

AstraZeneca Clinical Study 
Information Center1-877-240-

9479information.center@astraz
eneca.com

Efficacy and Safety of Tozorakimab in Patients Hospitalised for Viral Lung Infection Requiring Supplemental Oxygen - Full Text View - ClinicalTrials.gov

A Study of Micro Dose 
Ambrisentan in Hospitalized 

Patients With Respiratory 
Insufficiency Due to COVID-19

This study will evaluate whether ambrisentan, by 
blocking the effects of the hormone endothelin in the 

lungs, improves the breathing capacity of patients with 
COVID-19, increases the concentration of oxygen in the 

blood and prevents the progression to respiratory 
failure and death. 

NCT04771000 Noorik 
Biopharmaceuticals AG 8-Feb-21 31-Jul-23 25-Feb-21 20-Oct-22

Principal 
Investigator:Rok 

Civljak, 
MDUniversity 

Hospital for 
Infectious Diseases 

Fran Mihaljevic

 Iker Navarro, MD+41 76 398 
7007iker.navarro@noorik.com

A Study of Micro Dose Ambrisentan in Hospitalized Patients With Respiratory Insufficiency Due to COVID-19 - Full Text View - ClinicalTrials.gov


