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Table 1: Antibiotics and combinations containing a new chemical entity that are being developed 

against priority pathogens, approved by FDA 2017/2018 

 

Table 2: Antibiotics and combinations containing a new chemical entity that are being developed 

against priority pathogens 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

OPP (Other Priority Pathogens) include usually Gram-positive cocci, in the case of gepotidacin, zoliflodacin, solithromycin and delafloxacin, 
also Neisseria gonorrhoeae  

NCR, no cross-resistance to other antibiotic classes; CC, new chemical class; T, new target; MoA, new mode of action; 



Table 2: cont. 

 

 

1 MAA submitted on 17 August 2017, CHMP has adopted positive opinion for approval.; NDA submitted on 2 January 2018 for the iv form 
only for cIAI, PDUFA date August 28, 2018 

2 NDA submitted on 5 February 2018, PDUFA date October 2018 
3 Completed NDA submission 14 June 2018 
4 NDA in Japan only  
5 Active against K. pneumoniae carbapenemase (KPC) but not metallo--lactamase-producing Enterobacteriaceae 

6 First systemic formulation of this class, which has been used topically and in animals previously  
7 Active against extended-spectrum -lactamase-producing cephalosporin-resistant but not carbapenem-resistant Enterobacteriaceae 
8 withdrawn MAA, FDA complete response letter, currently no development activities outside of Japan 
9  Phase-3 trial ongoing only in India, phase-1 oral studies in the USA in 2014 (alalevonadifloxacin) 
10 Developed only for Russia 
11   Active against extended-spectrum -lactamase-producing cephalosporin-resistant and some KPC producing carbapenem-resistant 

Enterobacteriaceae 
12  Contezolid acefosamil: Phase 2 in USA not yet recruiting. Contezolid: NDA in China expected end of 2018  
 
 

  



 Table 3: Biological antibacterial agents in clinical development 

 

 

 

 

 

 

 

 

 

 

 
PA: Pseudomonas aeruginosa 
SA: Staphylococcus aureus 
CD: Clostridium difficile 
1 These products are in trials for pre-emptive indications only. 

 
Table 4: Antibiotics for the treatment of tuberculosis in clinical development  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
1 Chemically close to ethambutol  
2  Delpazolid also completed a phase-1 trial as injectable for MRSA and vancomycin-resistant Enterococcus spp. infections  
3 Developed by Sequella and independently by the Global Alliance for TB Drug Development, non-exclusive patent held by Sequella and by 

The Medicines Patent Pool   
4  In Russia developed by Nearmedic Plus 
5 Clofazimine is approved for leprosy and used for TB 

 


