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Substance:delaflo
xacin meglumine 
 
Brand Name: 
Quofenix™ 
(Baxdela in US) 
 
Originator/licens
ee: A. Menarini 
Industrie 
Farmaceutiche 
Riunite s.r.l. 
 
Classification: NI 
 
ATC code: 
J01MA23 
 
Orphan Status: 
Eu: No 
Us: No 
 
Mechanism of 
action: 
Delafloxacin is a 
fluoroquinolone 
antibacterial that 
inhibits bacterial 
topoisomerase IV 
and DNA gyrase 
(topoisomerase 
II), enzymes 
required for 
bacterial DNA 
replication, 
transcription, 
repair, and 
recombination 
[1]. 

Authorized Indication: 
EMA:Delafloxacin is 
indicated for the treatment 
of CAP[2]. 
 
FDA: Delafloxacin is 
indicated for the treatment 
of adults with CABP [3]. 
 
Route of administration:IV 
 
Licensing status 
EU CHMP P.O.date: 
25/02/2021 
 
FDA M.A. date: 24/10/2019 
 
EU Speed Approval 
Pathway: No 
FDA Speed Approval 
Pathway: Yes 
----- 
ABBREVIATIONS: 
CABP: Community-Acquired 
Bacteria Pneumonia 
CHMP: Committee for 
Medicinal Products for Human 
Use 
CAP: Community-Acquired 
Pneumonia 
CI: Confidence Interval 
ECR: Early Clinical Response 
IV: Intravenous 
ITT: Intention-To-Treat 
M.A.: Marketing Authorization 
P.O: Positive Opinion 
pts: patients 
TEAEs: Treatment Emergent 
Adverse Events 
vs.:versus 

Summary of clinical EFFICACY: 
DEFINE-CABP study (NCT02679573): a randomized, double-blind, comparator-controlled, multicenter, global phase 
III study that compared the efficacy and safety of IV/oral delafloxacin 300 mg twice daily vs.IV/oral moxifloxacin 400 
mg once daily in 859 adult pts with CABP. Pts were randomly assigned in a 1:1 ratio to receive delafloxacin 
(n=431)300 mg as a one-hour infusion every 12 hours or moxifloxacin (n=428)400 mg as a one-hour infusion every 24 
hours with blinding placebo to maintain a 12-hour schedule. Pts who met clinical criteria could switch to oral 
treatment after a minimum of six IV doses. The total duration of the treatment was from five to 10 days.  
The primary endpoint was the ECR,defined as improvement in at least two of the following symptoms*: chest pain, 
frequency or severity of cough, amount and quality of productive sputum, and difficulty breathing, and no worsening 
of the other symptoms in the ITT population within 96 (+/- 24) hours after the first dose of study drug.Subjects 
evaluated for ECR were classified as responders or non-responders.Results showed that response rates in the ITT 
population were 88.9% (383/431) in the delafloxacin group and 89% (381/428) in the moxifloxacin group (-0.2%; 95% 
CI, -4.4% to 4.1)[4] [5]. 
 
Summary of clinical SAFETY: 
Overall,131 subjects (30.5%) in the delafloxacin group and 112 (26.2%) in the moxifloxacin group experienced TEAEs. 
Of these, 15.2% in the delafloxacin group and 12.6% in the moxifloxacin group were considered at least possibly 
related to the study drug.  Most were mild in severity.  Diarrhea (3.7% delafloxacin group vs. 3.0% in moxifloxacin 
group), increased transaminases (2.6% in delafloxacin group vs. 0.9% in moxifloxacin group) were the only TEAEs 
reported in ≥2% of subjects. Serious TEAEs (e.g. pneumonia, septic shock, chronic obstructive pulmonary disease, all 
reported in ≤1% of pts.) occurred in 5.4% in the delafloxacin arm and 4.7% in the moxifloxacinarm. [4] [5]. 
 
Ongoing studies: 
● For the same indication: No 

● For other indications: No 

Discontinued studies (for the same indication):No 
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Cost of Therapy: 
The cost of the initial three days of IV therapy with 
delafloxacin is $800. Continuation of IV therapy for 
two to 11 more days ranges from $530 to $2,900, 
and switching to oral therapy for two to 11 
additional days ranges from $280 to $1,530 [6]. 
 
Epidemiology: 
In Italy, the incidence for hospitalized 
Pneumococcal pneumonia between 2005 and 2012 
was 13.4/100,000 per year. The incidence of all-
cause pneumonia was 320.1/100,000 per year [7]. 
----- 
POSSIBLE PLACE IN THERAPY 
NICE guidelines for adult treatment of CAP 
recommend amoxicillin as a first-choice oral 
antibiotic if low severity. If moderate severity, the 
use of amoxicillin in combination with 
clarithromycin (if atypical pathogens suspected) is 
recommended. If high severity, the use of co-
amoxiclav with clarithromycin (if atypical 
pathogens suspected) is recommended [8]. 
 
OTHER INDICATIONS IN DEVELOPMENT: No 
 
SAME INDICATION IN EARLIER LINE(S) OF 
TREATMENT:No 
 
OTHER DRUGS IN DEVELOPMENT for the SAME 
INDICATION: Nemonoxacin, omadacycline, 
solithromycin, lefamulin [9]. 
 
*Service reorganization Y/N No 
*Possible off label use Y/N No 
 
NOTES: 
Unlike most other fluoroquinolones, delafloxacin 
inhibits DNA gyrase and topoisomerase IV in both 
Gram+ and Gram- bacteria to a similar extent [4]. 

*Symptom severity evaluated by the investigator on a 4-point scale: Absent (0), Mild (1), Moderate (2), Severe (3).Improvement defined as at least a 1-point decrease from baseline. 
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