OUTCOMES IN OBESE PATIENTS WITH ACUTE BACTERIAL SKIN AND SKIN STRUCTURE INFECTIONS (ABSSSI)
IN A TRIAL COMPARING DELAFLOXACIN TO VANCOMYCIN/AZTREONAM
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ABSTRACT

Methods: This was a Phase 3 trial of adults with ABSSSI (lesion size ≥75
cm2; ≥2 signs of systemic infection). Patients received DLX 300 mg IV BID or
VAN 15 mg/kg with aztreonam BID for 5-14 days. The primary endpoint was
≥20% reduction in lesion size at 48 to 72 hours. The secondary endpoint was
investigator-assessed response based on resolution of signs and symptoms
(cure) at the follow up (FU) and late follow up (LFU) visits.
Results: Of 660 patients randomized, 214 patients had BMI ≥30 kg/m .
Within this obese population, 54% were male and had a mean age of 48.3
years; 17% of these patients were diabetic. Average erythema area at baseline was 417 cm2. Obese subjects were older and more likely diabetic,
with larger lesions, cellulitis, and lower extremity lesions versus non-obese
patients. Efficacy data for the intent-to-treat (ITT) and microbiologically
evaluable (ME) populations are presented below.
2

Objective response
48-72 hours (ITT)
Investigator-assessed
cure at FU (ITT)
Investigator-assessed
cure at LFU (ITT)
Microbiological
response at LFU
(ME) with MRSA at
baseline

DLX

VAN

n/Total (%)

n/Total (%)

(95% CI)

70/94 (74.5)

-0.532
(-12.51, 11.05)

42/94 (44.7)

-11.986
(-25.08, 1.54)

90/120 (75.0)
68/120 (56.7)
86/120 (71.7)

22/22 (100.0)

54/94 (57.4)

14/15 (93.3)

3

3

Delta

-14.220
(-26.90, -1.34)
-6.667
(-30.23, 9.18)

The overall percentage of obese patients with at least 1 treatment-emergent
adverse event (AE) was higher for VAN (63.4%) than for DLX (54.2%). The
most common treatment-related AEs in obese patients (in both treatment
groups) were nausea and diarrhea.
Conclusions: In obese patients, at the early endpoint at 48-72 hours,
outcome with DLX was similar to that with VAN. For the investigator-assessed
outcomes, DLX had a numerically higher outcome at FU and a statistically improved outcome at LFU compared with VAN. DLX was well tolerated in these
patients. DLX may offer an alternative therapy that does not require dose adjustment and monitoring in obese patients.

INTRODUCTION
DISEASE STATE
• Obesity is a significant public health issue, with more than one-third (34.9%)
of US adults classified as obese.1
• Several studies have demonstrated an increased risk of skin and soft tissue
infections, particularly cellulitis, and infection recurrence in obese patients.2
• Obese patients with cellulitis have been shown to have high readmission
rates.
• In a retrospective cohort study, 38.6% of patients who were obese and
admitted for cellulitis were classified as “30-day bounce backs,” including
readmissions (12.4%); visits to the ER (10.9%), outpatient clinic (11.4%),
or urgent care center (2.9%); and self-care (1.0%).3
• Obesity is also an established risk factor for antibiotic treatment failure; however, there are limited data on correct dosing recommendations in obese
patients.4
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DELAFLOXACIN (DLX)

• Delafloxacin is an investigational anionic antibiotic of the fluoroquinolone
class distinguished by in vitro antibacterial activity against gram-positive
organisms, including both methicillin- and quinolone-resistant strains of
S. aureus (MRSA, QRSA).
• In a previous study, delafloxacin showed a statistically significant difference
in the investigator assessment of cure in obese subjects at the follow-up visit
compared with non-obese patients.5
• Given the body of evidence showing that obese patients with acute skin and
skin structure infections (ABSSSIs) have worse outcomes and increased
treatment costs,6 it is relevant to assess the outcomes in obese patients from
a Phase 3 trial of delafloxacin compared with vancomycin/aztreonam (VAN).

Summary of Subject Demographics and Baseline Characteristics by Subject BMI
(ITT Analysis Set)
Subjects With BMI <30 kg/m2

Characteristic

• Aztreonam was discontinued once gram-negative infections were not
found.

DLX
(N=211)

VAN
(N=235)

Total
(N=446)

Subjects With BMI ≥30 kg/m2
DLX
(N=120)

VAN
(N=94)

Total
(N=214)

Sex, n (%)
Male

• Subjects were evaluated at screening, daily on treatment, at follow up
(FU, day 14±1), and at late follow up (LFU, day 21 to day 28).

141 (66.8)

Female

159 (67.7)

70 (33.2)

76 (32.3)

300 (67.3)
146 (32.7)

65 (54.2)
55 (45.8)

50 (53.2)

• Enrollment was stratified for baseline infection type and prior antibiotic
use. This study did not stratify patients by body mass index (BMI).

ENDPOINTS AND ANALYSES

• For the ITT analysis set, the percentage of subjects who were responders at 48 to 72 hours after initiation of treatment was similar between the delafloxacin and vancomycin/aztreonam groups in non-obese
subjects (80.1% versus 83.4%; mean difference, 3.309% [95% CI: 3.87, 10.62]) and in obese subjects
(75.0% versus 74.5%; mean difference, -0.532% [95% CI: 12.51, 11.05]).

• In the ITT analysis set at the FU visit a similar percentage of non-obese subjects experienced
a cure in both the delafloxacin and vancomycin/aztreonam groups; however, a higher percentage of obese
subjects in the delafloxacin group experienced a cure than in the vancomycin/aztreonam group.

• A lower percentage of obese subjects experienced treatment-emergent
adverse events (TEAEs) in the delafloxacin group (50.8%) compared with
the vancomycin/aztreonam group (60.2%), consistent with the overall
results of the study.7

• Overall, non-obese subjects had higher response rates than obese subjects, regardless of treatment
group.

Objective Response at 48-72
Hours by Subject BMI

99 (46.3)

Mean
(SD)

45.1
(13.71)

44.1
(13.92)

44.6
(13.82)

48.3
(14.09)

48.3
(15.32)

48.3
(14.61)

≤65 years,
n (%)

202
(95.7)

227
(96.6)

429
(96.2)

107 (89.2)

82
(87.2)

189 (88.3)

>65 years,
n (%)

9 (4.3)

8 (3.4)

17 (3.8)

13 (10.8)

12 (12.8)

25 (11.7)

• Based on at least a 20% decrease in lesion size with no further
antibiotics; major procedures; or death in the ITT population.
• Secondary efficacy endpoint: Investigator-assessed response based
on complete resolution of signs and symptoms (cure) at the FU and LFU
visits.

Caucasian

193 (91.5)

220 (93.6)

413 (92.6)

104 (86.7)

84 (89.4)

188 (87.9)

Black or
African
American

14 (6.6)

11 (4.7)

25 (5.6)

13 (10.8)

8 (8.5)

21 (9.8)

Other

4 (1.9)

8 (1.8)

3 (2.5)

1 (1.1)

• This study required that patients were completely cured (ie, no signs
or symptoms), not merely improved (ie, some symptoms remain, but
the patient has improved to an extent that no additional antibiotic
treatment is necessary) for the positive investigator response.

186 (88.2)

208 (88.5)

394 (88.3)

82 (68.3)

66 (70.2)

148 (69.2)

Europe/
Israel

25 (11.8)

27 (11.5)

52 (11.7)

38 (31.7)

28 (29.8)

66 (30.8)

24.46
(3.204)

24.69
(3.110)

24.58
(3.153)

35.20
(4.707)

35.79
(5.433)

35.46
(5.035)

24.62

24.55

24.61

33.48

34.30

34.08

Min, max

16.5, 30.0

17.3, 30.0

16.5, 30.0

30.0, 52.0

30.0, 52.8

30.0, 52.8

Key analysis populations included

Diabetes,
n (%)

10 (4.7)

11 (4.7)

21 (4.7)

20 (16.7)

16 (17.0)

36 (16.8)

• Intent-to-treat (ITT; all patients randomized)

Erythema size digital, cm2

• Microbiological intent-to-treat (MITT; ITT patients with eligible pathogen)

Mean
(SD)

• Investigator-assessed response at FU in the obese population (BMI ≥30
kg/m2) was a key secondary endpoint.

Median

Analysis

• Clinically evaluable (CE; patients who completed activities as defined in
the protocol)

229.972
(184.689)

278.340
(288.474)

255.572
(246.082)

410.627
(429.080)

422.044
(351.990)

415.683
(395.924)

Location of ABSSSIb, n (%)

• Microbiologically evaluable (ME; CE patients with eligible pathogen)
• Specific CE and ME analysis sets identified separately at the 48-72–hour
time point as well as the FU and LFU time points

RESULTS

N=211

N=235

N=210

N=94

Responder, n/N (%)

169/211 (80.1)

196/235
(83.4)

90/120 (75.0)

70/94 (74.5)

Nonrespondera, n/N (%)

42/211 (19.9)

39/235
(16.6)

30/120 (25.0)

24/94 (25.5)

3.309 (-3.87, 10.62)

Responder, n/N (%)
Nonresponder , n/N (%)
Mean difference
(95% CI)

Leg

67 (31.8)

65 (27.7)

132 (29.6)

52 (43.3)

53 (56.4)

105 (49.1)

Arm

70 (33.2)

94 (40.0)

164 (36.8)

30 (25.0)

18 (19.1)

48 (22.4)

Abdomen

16 (7.6)

11 (4.7)

27 (6.1)

8 (6.7)

4 (4.3)

12 (5.6)

Back

4 (1.9)

5 (2.1)

9 (2.0)

2 (1.7)

6 (6.4)

8 (3.7)

Neck

2 (0.9)

3 (1.3)

5 (1.1)

0

0

0

Thorax

2 (0.9)

4 (1.7)

6 (1.3)

5 (4.2)

2 (2.1)

7 (3.2)

Face

3 (1.4)

9 (3.8)

12 (2.7)

9 (7.5)

2 (2.1)

11 (5.1)

Other

52 (24.6)

55 (23.4)

107 (24.0)

21 (17.5)

16 (17.0)

37 (17.3)

ABSSSI, acute bacterial skin and skin structure infection; BMI, body mass index; ITT, intent-to-treat;
max, maximum; min, minimum; SD, standard deviation
a

Europe includes Croatia, Hungary, Latvia, Spain, and Ukraine

b

All anatomical sites that apply were checked for each subject

Overall, the mean duration of exposure in the delafloxacin and vancomycin/aztreonam groups was similar between non-obese (5.81 days and 5.94 days, respectively) and obese subjects (6.81 days and 6.69 days, respectively). Obese subjects required approximately 0.5 to 1 day more of therapy than non-obese subjects,
regardless of treatment group.

-0.532 (-12.51, 11.05)

N=185

N=213

N=109

N=84

164/185 (88.6)

190/213 (89.2)

86/109 (78.9)

67/84 (79.8)

21/185 (11.4)

23/213 (10.8)

23/109 (21.1)

17/84 (20.2)

0.553 (-5.67, 7.00)

0.863 (-11.07, 12.23)

Subjects with diabetes

BMI, kg/m
Mean
(SD)

VAN

CE at 48-72 hours analysis set
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• Improved responses were considered failures for purposes of the
primary analysis as a more stringent criterion.

Subjects With BMI ≥30 kg/m
DLX

Mean difference
(95% CI)

Region, n (%)a
North
America

ADVERSE EVENTS SUMMARY

Responder, n/N (%)

8/10
(80.0)

9/11
(81.8)

13/20 (65.0)

Nonrespondera, n/N (%)

2/10
(20.0)

2/11
(18.2)

7/20 (35.0)

Mean difference
(95% CI)

1.818 (-33.69, 38.17)

11/16 (68.8)
5/16 (31.3)

3.750 (-27.45, 33.19)

BMI, body mass index; CE, clinically evaluable; CI, confidence interval; ITT, intent-to-treat
Difference = difference in responder rates (vancomycin/aztreonam treatment group minus delafloxacin treatment group); confidence intervals
were calculated using the Miettinen and Nurminen method without stratification
a

Includes missing responses

MICROBIOLOGIC RESPONSE
Microbiological
success
by
baseline
pathogen,
including
MRSA
and
methicillinsusceptible S. aureus (MSSA), was similar between subjects in the delafloxacin and vancomycin/aztreonam groups for the ME investigator-assessed endpoint in FU and LFU analysis sets.
MICROBIOLOGICAL RESPONSE FOR S. AUREUS*
Microbiological Response for
S. aureus by BMI (ME at FU)
Pathogen
Staphylococcus aureus, n
Microbiological success, n (%)
MRSA, n
Documented or presumed
eradicated, n (%)
MSSA, n
Documented or presumed
eradicated, n (%)

Subjects With BMI <30 kg/m2

Subjects With BMI ≥30 kg/m2

DLX
(N=112)

VAN
(N=140)

DLX
(N=67)

VAN
(N=44)

73

94

44

27

73 (100.0)

94 (100.0)

42 (95.5)

25 (92.6)

36

52

22

14

36 (100.0)

52 (100.0)

22 (100.0)

13 (92.9)

37

42

22

13

37 (100.0)

42 (100.0)

20 (90.9)

12 (92.3)

BMI, body mass index; FU, follow up; ME, microbiologically evaluable; MRSA, methicillin-resistant S. aureus; MSSA, methicillin-susceptible
S. aureus
*Success was defined as documented or presumed eradication

INVESTIGATOR-ASSESSED RESPONSE

2

VAN

ITT analysis set

4 (1.9)

Subjects With BMI <30 kg/m

2

DLX

a

4 (1.7)

• At the LFU visit a similar percentage of non-obese subjects experienced a cure in both the delafloxacin and
vancomycin/aztreonam groups; however, a significantly higher percentage of obese subjects in the delafloxacin
group experienced a cure than in the vancomycin/aztreonam group.

EFFECT OF BMI ON OBJECTIVE RESPONSE AT 48-72 HOURS

Race, n (%)

• Primary endpoint: Proportion of patients who achieved an objective
response at 48-72 hours following initiation of treatment.

Demographic characteristics were similar for each treatment group (the
delafloxacin group compared with the vancomycin/aztreonam group) within each BMI category (non-obese, BMI <30 kg/m2; obese, BMI ≥30 kg/m2).
Subject demographics were similar for the 2 treatment groups within each
BMI category, but there were differences between non-obese and obese
subjects with regard to age, sex, geographic region, and diabetes. Obese
subjects were slightly older, proportionally more frequently from Europe,
and more frequently diabetic than were non-obese subjects.

ADVERSE EVENTS

Age, years

• Efficacy was evaluated through assessments of signs and symptoms of
infection; measurement of lesion size by digital planimetry; and culture
and susceptibility testing of bacterial isolates.

DEMOGRAPHICS

INVESTIGATOR ASSESSMENT OF CURE

115 (53.7)

44 (46.8)

CONCLUSIONS

OBJECTIVE RESPONSE AT 48-72 HOURS

PATIENT DEMOGRAPHICS AND BASELINE CHARACTERISTICS

• Subjects who had wounds, burns, major abscesses, or cellulitis of ≥75
cm2 in size, at least 2 systemic signs of infection, and also met the entry criteria were randomly assigned in a 1:1 ratio to receive either delafloxacin 300 mg IV BID or vancomycin 15 mg/kg IV every 12 hours with
aztreonam for 5-14 days.

All 660 subjects were included in the ITT analysis set. Patients were
randomized in North America, Europe (Croatia, Hungary, Latvia, Spain,
and Ukraine), and Israel. A total of 214 subjects (120 in the delafloxacin
group and 94 in the vancomycin/aztreonam group) had a BMI ≥30 kg/m2.
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RESULTS

• Stratified, randomized, double-blind, Phase 3, multicenter study of intravenous (IV) delafloxacin compared with vancomycin/aztreonam for the
treatment of ABSSSIs.

PATIENTS

3

2

METHODS

Background: Delafloxacin (DLX) is an investigational, broad-spectrum
fluoroquinolone antibiotic. Obese patients in the clinic are generally therapeutically more challenging than are non-obese patients. In a Phase 2
trial (RX-3341-202), DLX exhibited statistically improved outcomes compared
with vancomycin/aztreonam (VAN) in obese patients (body mass index [BMI]
≥30 kg/m2) with acute bacterial skin and skin structure infections (ABSSSI).

Outcomes in Obese
Patients

2

Difference = difference in microbiological success rates (vancomycin/aztreonam treatment group minus delafloxacin treatment group). If
the same pathogen was identified from both the blood and the culture of the ABSSSI, it was counted only once in the summary. Subjects
with both MRSA and MSSA at baseline were included once in the overall S. aureus category. The overall count of subjects with S. aureus
included subjects whose isolates were not tested for susceptibility and, therefore, did not contribute to either the MRSA or MSSA counts.

Melinta Therapeutics
203-624-5606
info@melinta.com

Investigator Assessment of
Responseat FU and LFU
(ITT Analysis Set)

Subjects With BMI <30 kg/m2

Subjects With BMI ≥30 kg/m2

DLX
(N=211)

VAN
(N=235)

DLX
(N=120)

VAN
(N=94)

Cure, n (%)

104 (49.3)

124 (52.8)

68 (56.7)

42 (44.7)

Failure category, n (%)

107 (50.7)

111 (47.2)

52 (43.3)

52 (55.3)

Improved, n (%)

66 (31.3)

74 (31.5)

32 (26.7)

34 (36.2)

5 (2.4)

4 (1.7)

4 (3.3)

3 (3.2)

At FU

Failure, n (%)
Indeterminate/missing, n (%)

36 (17.1)

Mean difference
(95% CI)

33 (14.0)

3.477 (-5.81, 12.71)

16 (13.3)

15 (16.0)

-11.986 (-25.08, 1.54)

At LFU

DLX
(N=118)

VAN
(N=93)

TEAE, n (%)

60 (50.8)

56 (60.2)

TEAE related to study drug, n (%)

32 (27.1)

30 (32.3)

TEAE with moderate or severe
intensity, n (%)

25 (21.2)

18 (19.4)

TEAE leading to premature study
discontinuation, n (%)

0

3 (3.2)

Related TEAE leading to premature
study drug discontinuation, n (%)

0

2 (2.2)

3 (2.5)

3 (3.2)

0

1 (1.1)

SAE
Death

AE, adverse event; BMI, body mass index; MedDRA, Medical Dictionary for Regulatory Activities;
SAE, serious adverse event; TEAE, treatment-emergent adverse event
Note: Subjects who experienced 1 or more AEs were counted only once. AEs were coded using
MedDRA version 16.1.

Cure, n (%)

147 (69.7)

165 (70.2)

86 (71.7)

54 (57.4)

Failure category, n (%)

64 (30.3)

70 (29.8)

34 (28.3)

40 (42.6)

Improved, n (%)

20 (9.5)

29 (12.3)

12 (10.0)

19 (20.2)

Failure, n (%)

4 (1.9)

3 (1.3)

5 (4.2)

3 (3.2)

40 (19.0)

38 (16.2)

17 (14.2)

18 (19.1)

Indeterminate/missing, n (%)

Summary of AEs for Subjects
With BMI ≥30 kg/m2
(Safety Analysis Set)

Mean difference
(95% CI)

0.545 (-7.95, 9.10)

-14.220 (-26.90, -1.34)

• Higher percentages of non-obese and obese subjects experienced
TEAEs in the vancomycin/aztreonam group compared with the delafloxacin group.
• For both treatment groups, the incidence of TEAEs was similar between
non-obese and obese subjects.

BMI, body mass index; CI, confidence interval; FU, follow up; ITT, intent-to-treat; LFU, late follow up

TREATMENT-EMERGENT ADVERSE EVENTS

Difference = difference in cure/success rates (vancomycin/aztreonam treatment group minus delafloxacin treatment group); confidence intervals
were calculated using Miettinen and Nurminen method without stratification

TEAEs in >5% of Subjects in any Treatment Group by Subject BMI
(Safety Analysis Set)
MedDRA System
Organ Class and AE
(Preferred Term)a

MULTIPLE LOGISTIC REGRESSION OF INVESTIGATOR-ASSESSED
RESPONSE OF CURE IN OBESE PATIENTS
• Many prognostic and predictive factors measured
at baseline can affect outcomes in obese subjects.
• Because this study did not stratify for BMI at
enrollment, logistic regression analyses were
performed in obese subjects to identify factors
that may affect outcomes and treatment effects
at FU and LFU in the ITT analysis set.
• The following factors were included in these
analyses: treatment assignment (delafloxacin;
vancomycin), level of obesity (BMI 30-40 kg/m2;
>40 kg/m2), sex, age (≤65 years; >65 years),
type of infection (abscess; cellulitis/erysipelas;
wound), presence of diabetes mellitus (yes; no),
presence of pathogen at baseline (yes; no),
presence of MRSA at baseline (yes; no), duration
of therapy (≤7 days; >7 days), quartile of baseline
lesion size, use of antibiotics before baseline (yes;
no), baseline creatinine clearance classification
(low, defined as <lower limit of normal for the
subject; not low).
• Forward variable selection processes were completed using cure rates at FU and LFU, with an entry

• Based on the model, the investigator-assessed
response of cure in obese subjects (BMI ≥30 kg/m2)
was associated with treatment assignment
(vancomycin [reference]; delafloxacin), type of
infection (wound [reference]; abscess; cellulitis/erysipelas), and presence of MRSA at baseline (yes
[reference]; no).
• The estimated treatment odds ratios (ORs) after
adjustment for baseline variables at both FU and
LFU favored delafloxacin in the ITT analysis set.
• FU: OR=1.93 [95% CI: 1.05, 3.57]
• LFU: OR=1.98 [95% CI: 1.08, 3.66]
• The other variables significantly associated with the
response of cure (0.10 significance level) were the
variable of infection type (abscess; cellulitis/erysipelas) and the absence of MRSA.

Subjects With
BMI ≥30 kg/m2

• The odds of a cure at FU were higher for delafloxacin
than the odds for vancomycin in multivariate regression
analyses, in which the ORs were statistically significantly
greater than 1 (lower bound of the CI exceeded 1). The
other variables significantly associated with the response
of cure for some of the analyses were infection type
(abscess, cellulitis/erysipelas) and the absence of MRSA.
• Overall, delafloxacin was well tolerated in obese and
non-obese patients. Similar to the overall study results,7 a
lower percentage of obese subjects experienced TEAEs
in the delafloxacin group (50.8%) compared with the
vancomycin/aztreonam group (60.2%). The most common
AEs were gastrointestinal in nature; were mild to moderate;
and did not lead to treatment discontinuation.
•T
 he potential mechanism for the beneficial outcomes associated with delafloxacin in obese subjects compared
with vancomycin is unclear. Some quinolones have historically been known to have excellent tissue penetration.9
Delafloxacin does have enhanced in vitro potency in acidic
environments,10 but it is not known if this is relevant in
clinical infections or more pronounced in obese subjects.
Further study is warranted.

VAN
(N=233)

DLX
(N=118)

VAN
(N=93)

94 (45.6)

137 (58.8)

60 (50.8)

56 (60.2)

0

1 (0.4)

0

6 (6.5)

Infusion site
extravasation, n (%)

22 (10.7)

34 (14.6)

6 (5.1)

10 (10.8)

Diarrhea, n (%)

17 (8.3)

8 (3.4)

10 (8.5)

2 (2.2)

Nausea, n (%)

13 (6.3)

17 (7.3)

11 (9.3)

11 (11.8)

Infection, n (%)

19 (9.2)

20 (8.6)

9 (7.6)

5 (5.4)

Headache, n (%)

7 (3.4)

16 (6.9)

3 (2.5)

9 (9.7)

1. Ogden CL, Carroll MD, Kit BK, Flegal KM. Prevalence of childhood and adult
obesity in the United States, 2011-2012. JAMA. 2014;311(8):806-814. doi:10.1001/
jama.2014.732.

3 (3.2)

2. Huttunen R, Syrjanen J. Obesity and the risk and outcome of infection. Int J Obes
(Lond). 2013;37(3):333-340.

Chills, n (%)

Pruritus generalized,
n (%)

2 (1.0)

12 (5.2)

1 (0.8)

AE, adverse event; BMI, body mass index; MedDRA, Medical Dictionary for Regulatory Activities;
TEAE, treatment-emergent adverse event
Note: A TEAE was defined as any event not present before exposure to study drug or any event already present that worsened in either intensity or frequency after exposure to study drug. Adverse
events were coded using MedDRA version 16.1.
a

• In order to impose a more stringent criterion for the primary
analysis, this study required that patients were completely cured, not merely improved, for a positive investigator
response. Because trial data have shown that there are
relevant differences in patient-reported outcomes in patients
with ABSSSI who are “cured” versus “improved” after the
end of therapy8 the more stringent criterion employed here
may be more clinically meaningful than a single category combining “cured” with “improved” as has been done in
previous ABSSSI clinical trials.

DLX
(N=206)

Number of subjects
with any TEAE, n (%)

criterion of a 0.10 significance level. Stepwise
variable selection processes were completed using
cure rates at FU and LFU, with both an entry criterion
and stay criterion of a 0.10 significance level.

Subjects With
BMI <30 kg/m2

• For the early objective response of 48-72 hours,
delafloxacin has comparable clinical activity to
vancomycin in treatment of patients with ABSSSI,
regardless of patients’ BMI class. At FU, a higher percentage of obese patients in the delafloxacin group
experienced a cure than did obese patients in the
vancomycin/aztreonam group. In obese subjects at LFU,
a statistically significantly higher percentage of patients
in the delafloxacin group experienced a cure than did obese
patients in the vancomycin/aztreonam group.

Within a system organ class, subjects might have reported more than 1 type of AE.
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