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Mycobacterium abscessus (M. abscessus) has now emerged 
as a significant bacterial pathogen in human infection, 
particularly in pulmonary disease, including in those with 
cystic fibrosis (CF)1,2.  Several recent (2022-2023) reviews 
successfully describe (i) treatment options, including drug 
discovery3-7 and (ii) pathogenesis of M. abscessus-related 
disease1,8-11.  Due to its pathogenesis in disease, accompanied 
by its resistance to antibiotics and biocides used to disinfect 
healthcare facilities12, as described in the above reviews, 
this makes M. abscessus a formidable challenge in terms 
of infection prevention and control, as well as with its 
antibiotic treatment and clinical management.  Whilst there 
are numerous anti-M. abscessus approaches, strategies 
and innovations that have been proposed academically, as 
previously described13, few of these will ever progress to 
being adopted as a clinically effective licenced treatment 
modality against this organism.  Healthcare professionals 
therefore wish to learn about potential treatment options 
that are currently in the clinical trials pipeline, which could 
serve as new clinical interventions, as well as to inform their 
patients, about possibilities of becoming involved, if eligible.  
This review aims to highlight and briefly describe what trials 
involving M. abscessus are currently under examination in 
registered clinical trials globally.

The US National Library of Medicine Clinical Trials 
register14 and the EU Clinical Trials register15 were examined, 
using the key term “Mycobacterium abscessus”.  The US 
database returned 22 trials and the EU database returned 1 
trial.  These are listed in Table 1.  Given that the sole EU 
listed trial had the same title as that in the US database, this 
was treated as a duplicate trial in two databases.  Of these, 9 
were observational and 13 were interventional.

Several of the observational studies examine patient registry 
data, optimisation of existing antibiotic interventions, 
genomic data and pharmacological PK/PD data.  The 
interventional studies wish to explore novel interventions 
including nitric oxide, as well as anti-infectives including 
omadacycline, gallium, azithromycin, tigecycline, 
delpazolid, clofazamine, amikacin.  What is currently 
missing from this list are interventional studies involving 
bacteriophage therapy, as is the case with Pseudomonas 
aeruginosa and cystic fibrosis.

More recently in May 2024, a case-control observational trial 
was initiated which hopes to identify new biological markers 
by characterizing the response/inflammation associated 
with the development and progression of M. abscessus lung 
disease in patients suffering from cystic fibrosis with the aim 

of increasing current knowledge available on the development 
and progression of lung disease [NCT06413459].

Readers can access current up-to-date information on each 
of the clinical trials listed, by accessing this via its assigned 
clinical trial number at clinicaltrials.gov.
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NCT Number Study Title Conditions Study Type

NCT01354912 The Incidence of Nontuberculous Myco-
bacterial Pulmonary Infection in Bilateral 
Bronchiectasis and Bronchiolitis

Bronchiectasis; Bronchiolitis OBSERVATIONAL:

NCT03597347 Trial of Inhaled Molgramostim in Cystic 
Fibrosis Subjects With Nontuberculous 
Mycobacterial Infection

Mycobacterium Infections, Nontubercu-
lous Cystic Fibrosis (CF)

INTERVENTIONAL:  
DRUG: Molgramostim nebulizer solution: 
DEVICE: PARI eFlow nebulizer system.

NCT03339063 The Italian Registry of Pulmonary Non-
tuberculous mycobacteria

Nontuberculous Mycobacteria OBSERVATIONAL:

NCT04310930 Finding the Optimal Regimen for 
Mycobacterium abscessus Treatment

Pulmonary Disease Due to Mycobacteria 
(Diagnosis)

INTERVENTIONAL:
DRUG: Amikacin, Tigecycline, Imipenem, 
Cefoxitin, Azithromycin, Clarithromycin, 
Clofazimine, Ethambutol, Amikacin, Linezolid, 
co-trimoxazole, Doxycycline, Moxifloxacin, 
Bedaquiline, Rifabutin.

NCT04685720 A Pilot Study to Assess the Effect of 
Intermittent iNO on the Treatment of NTM 
Lung Infection in CF and Non-CF Patients

Non-Tuberculous Mycobacterial 
Pneumonia; Cystic Fibrosis; 
Mycobacterial Pneumonia; 
Mycobacterium abscessus Infection; 
Mycobacterium avium Complex

INTERVENTIONAL:
DEVICE: LungFit   

NCT05101915 Study of a Nebulised Nitric Oxide Gener-
ating Solution in Patients With Mycobac-
terium abscessus

Cystic Fibrosis INTERVENTIONAL:
DRUG: RESP301. 

NCT04922554 Oral Omadacycline vs. Placebo in Adults 
With NTM Pulmonary Disease Caused 
by Mycobacterium abscessus Complex 
(MABc)

Mycobacterium Infections, 
Nontuberculous;Mycobacterium 
abscessus Infection; Nontuberculous 
Mycobacterial Lung Disease; 
Nontuberculous Mycobacterial 
Pulmonary Infection

INTERVENTIONAL:
DRUG: Omadacycline Oral Tablet; DRUG: 
Placebo.

NCT04294043 IV Gallium Study for Patients With Cystic 
Fibrosis Who Have NTM (ABATE Study)

Nontuberculous Mycobacterium Infection INTERVENTIONAL:
DRUG: Gallium nitrate.  

NCT00599079 Azithromycin in the Treatment of M. avium 
Complex Lung Disease 

Mycobacterium avium Complex Lung 
Disease

INTERVENTIONAL:
DRUG: Azithromycin.  

NCT00600600 Tigecycline for Treatment of Rapidly 
Growing Mycobacteria

Mycobacterium abscessus Lung 
Disease;Rapidly Growing Mycobacterial 
Lung Disease

INTERVENTIONAL:
DRUG: Tigecycline. 

NCT02832843 Genome-Wide Association Study 
in Patients With Nontuberculous 
Mycobacterial Lung Disease

Mycobacterium Infections, 
Nontuberculous

OBSERVATIONAL: 

NCT06004037 Study to Evaluate the Efficacy of Delpa-
zolid as Add-on Therapy in Refractory 
Mycobacterium abscessus Complex

Nontuberculous Mycobacterium 
Infection; Mycobacterium abscessus 
Infection

INTERVENTIONAL:
DRUG: Delpazolid. 

NCT05354583 Treatment Outcome Between 
Mycobacterium abscessus Infection 
in Chronic Lung Disease and Acquired 
Interferon-gamma Autoantibody 
Syndrome

Mycobacterium abscessus Infection; 
Adult-Onset Immunodeficiency With 
Acquired Anti-Interferon-Gamma 
Autoantibodies; Nontuberculous 
Mycobacterial Pulmonary Infection

OBSERVATIONAL:
DRUG: Appropriate treatment. 

NCT05676138 PK and PD of Antibiotics for Treatment 
of Mycobacterium Abscessus Pulmonary 
Disease 

Nontuberculous Mycobacterial 
Pulmonary Infection

OBSERVATIONAL:
I 

NCT05294146 Pharmacokinetic Study With a Loading 
Dose of Clofazimine in Adult Patients With 
Nontuberculous Mycobacterial Disease

Nontuberculous Mycobacterial Diseases INTERVENTIONAL:
DRUG: Clofazimine.   

Table 1:  Current clinical trials targeting Mycobacterium abscessus (n=22)
(Source:  ClinicalTrials.gov)
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NCT01528930 Inhaled Amikacin Treatment for 
Nontuberculous Mycobacterial Lung 
Disease 

Pulmonary Non-tuberculous 
Mycobacterial Lung Disease

INTERVENTIONAL:
DRUG: Amikacin.   

NCT03208764 Inhaled Nitric Oxide for Patients With 
MABSC

Mycobacterium abscessus Infection INTERVENTIONAL:
DRUG: Nitric Oxide. 

NCT02005094 The Role of Inflammasome in 
Inflammatory Macrophage in 
Mycobacterium avium Complex-lung 
Disease and Mycobacterium abscessus-
lung Disease 

OBSERVATIONAL:

NCT04024423 Healthcare-associated Links in 
Transmission of Nontuberculous 
Mycobacteria in Cystic Fibrosis 

Cystic Fibrosis;Nontuberculous 
Mycobacterium Infection

OBSERVATIONAL: 

NCT03038178 Liposomal Amikacin for Inhalation (LAI) 
in the Treatment of Mycobacterium 
abscessus Lung Disease

Mycobacterium Infections, 
Nontuberculous;Mycobacteria, Atypical

INTERVENTIONAL: 
DRUG: LAI plus multi-drug regimen. 

NCT04163601 Liposomal Amikacin Inhalation in M. 
abscessus Patients

M.abscessus Pulmonary Disease OBSERVATIONAL: 

NCT00018044 Study of Mycobacterial Infections Mycobacterium Infections OBSERVATIONAL: 




