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Enrollment n =120

MFLX n=59 GRNX n=61

Safety analysis n = 120
MFLX n=59 GRNX n=61

Efficacy analysis n =111
MFLX n=54 GRNX n=57

Bacteriological efficacy analysis n =52

MFLX n=23 GRNX n=29

Fig. 1. Composition of patients.
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Table 1. Patient background
Treatment group
Item MFLX GRNX Pvalue
(n=59) (n=61)
Medi 60 61
Age edian (y) 0.983 Mann-Whitney U-test
95% CI (26, 86) (26, 84)
Female 29 (49.2) 32 (52.5)
Gender Cases (%)
Male 30 (50.8) 29 (47.5) 0.717 2 test
Medi k 54.4 52.1
Weight edian (kg) 0.159 Mann-Whitney U-test
95% CI (40.0,89.2) (40.3,75.6)
Fever Cases (%) 43 (72.9) 41(67.2) 0.498 x* test
Cough Cases (%) 53(89.8) 51(83.6) 0.316 x* test
Sputum (Mucoid) Cases (%) 35(59.3) 29 (47.5) 0.196 x* test
Dyspnea Cases (%) 7(11.9) 11 (18.0) 0.344 X2 test
Rales Cases (%) 15 (25.4) 18 (29.5) 0.616 x? test
Hypoxemia Cases (%) 3(5.1) 4(6.6) 0.519 Fisher exact test
Pleural effusion Cases (%) 2(3.4) 3(4.9) 0.516 Fisher exact test
. Median (C ) 37.5 37.7 .
Maximum body temperature 0.401 Mann-Whitney U-test
95% CI (35.9,39.6) (36.3,40.2)
Severity of pneumonia by A-DROP Cases defined as mild (%) 36 (61.0) 43 (70.5) 0.274 x? test
. . Median 58.0 62.0 .
Severity of pneumonia by PORT score 0.906 Mann-Whitney U-test
95% CI (16.9 134.3) (16.0 109.7)
Bacterial pneumonia Cases (%) 30 (50.8) 31 (50.8) 0.998 x* test
CI: confidence interval
Table 2. Clinical efficacy at the 3rd day after initiation of treatment
Treatment Number Efficacy Efficacy rate?
Pvalue?
group of cases Effective Poor Unknown (%)
MFLX 54 42 10 2 80.8
0.704
GRNX 57 42 12 3 77.8

%) Efficacy rate (%) = number of “effective” cases/number of “effective” and “poor” cases X 100
Y MFLX vs. GRNX by x? test

Table 3. Clinical efficacy at the end of treatment (EOT)

Treatment Number Efficacy”) Efficacy rate®
Pvalue?
group of cases Effective Poor Unknown (%)
MFLX 54 52 2 0 96.3
0.517
GRNX 57 53 3 1 94.6

4 At the end of treatment (EOT)
b Efficacy rate (%) = number of “effective” cases/number of “effective” and “poor” cases X 100
© MFLX vs. GRNX by Fisher exact test

N MFLX $¢ 5% 77.8%, GRNX #5558 73.7% T, MjHERH
WCHEEITBRO DN h o7 (P=0.704) (Table 2)
3. BHHTROWHEHE (EOT)
Per-protocol f#NT*F REF 111 Bl 9 B, FKG5HE T

AR & HE S N7 ERE, MFLX #%5-%F 52 #, GRNX
BRE B3 BITH o 7ot 5 TREOEHIHIEIC BT 24
BEIE, T MFLX #5-% 96.3%, GRNX % 5-#

93.0% T, MREFEICA ZAEIZTED b N Do 72 (P=0.748)

(Table 3)o

4. $e5#T 5~10 A oERHE (TOC)

ARk %

AL L 72 Per-protocol ATk 54 111 6]
IhH, FHHT 5~10 HEOHEHEICB W THREEL
FESNTHERNE, MFLX $5-8F 48 #, GRNX #5-#F 51
B, MEMICHEIENAEEIRO N7 (P
=0.107) (Table 4) -
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Table 4. Clinical efficacy at 5-10 days after treatment

Treatment Number Efficacy? Efficacy rate®
Pvalue?
group of cases Effective Poor Unknown (%)
MFLX 54 48 5 1 90.6
0.107
GRNX 57 51 1 5 98.1

4 Test of cure (TOC)

b Efficacy rate (%) = number of “effective” cases/number of “effective” and “poor” cases X 100

9 MFLX vs. GRNX by x? test

Table 5. Bacteriological effect at the end of treatment (EOT)

Bacteriological effect”

Treatment Number Fradication rate® o

. Presumably . Substituted Unable to Pvalue

group of cases Eradicated ) Persisted . ) ) (%)
eradicated microbism determine

MFLX 54 8 11 2 2 31 82.6 0112
GRNX 57 16 12 0 28 96.6 ’
3 At the end of treatment (EOT)
" Eradication rate (%) = number of “eradicated” and “presumably eradicated” cases/number of “eradicated”, “presumably eradicated”,

“persisted”, and “substituted microbism” cases X 100
9 MFLX vs. GRNX by Fisher exact test

Table 6. Incidence of adverse drug reactions (ADRs)

MFLX GRNX

Number of cases subject to safety analysis 59 61
Number of cases with ADRs® (%) 18 (30.5) 19(31.1)
Category of ADRs Number and incidence of ADRs® (%)
Gastrointestinal disorders

Epigastric discomfort 2(3.4) 3(4.9)

Diarrhea 3(5.1) 2(3.3)
General disorders

Dizziness 1(1.7) 0(0.0)

Numbness of extremities 1(1.7) 0(0.0)

Malaise 0(0.0) 1(1.6)

Encephalitis 0(0.0) 1(1.6)
Investigations

Hyperkalemia 0(0.0) 3(4.9)

Hypokalemia 0(0.0) 1(1.6)

Abnormal liver function test 8(13.6) 3(4.9)
Blood and lymphatic system disorders

Eosinophilia 1(1.7) 3(4.9)

Leucopenia 2(3.4) 2(3.3)

ADRs: adverse drug reactions

3 Incidence of ADRs (%) = number of cases with ADRs/number of cases subject to

safety analysis X 100

5. PR5H T IR O B S )

e 50T R O 22 198D SR & 5RA L 72 52 1 (MLFX
Pe 58 23 B, GRNX #5829 61) o9 5, F54& THE
VIR B A5 2 L 72 9E #1113 MFLX #% 5% 8 %, GRNX
e 51 16 BT db - 72 MU =W F-AMG 2 7R 374 I O ek
1X, MFLX # 5.8 82.6%, GRNX #5.8 96.6% T, Wikt
BICHEESIED SN h 72 (P=0.112) (Table 5)
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W7, TR 3B &, GRNX $%5-5 Cl3 I H e i in
H3H, hrmeEkES 3B, w7 AE 3 Bl T,
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A multicenter randomized controlled study on the efficacy of moxifloxacin and
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The clinical efficacy and safety of moxifloxacin (MFLX) and garenoxacin (GRNX), two respiratory qui-
nolones used as key outpatient treatments for community-acquired pneumonia, were compared in a prospec-
tive multicenter randomized controlled study. The study involved 120 adults with mild or moderate
community-acquired pneumonia who had visited the Second Department of Internal Medicine of Nagasaki
University Hospital or any of 12 associated hospitals between May 2011 and April 2013. The subjects were
randomly assigned to receive either MFLX (400 mg/day) or GRNX (400 mg/day); after up to 10 days of oral
administration, the efficacy and safety results were compared between the two groups. The numbers of sub-
jects in each analysis set were as follows: efficacy analysis, 111 (MFLX, 54; GRNX, 57); clinical efficacy at the
end of treatment, 111 (MFLX, 54; GRNX, 57); bacteriological efficacy analysis, 52 (MFLX, 23; GRNX, 29); and
safety analysis, 120 (MFLX, 59; GRNX, 61). The efficacy rate on the 5th to 10th day of post-treatment, defined
as the primary endpoint, was 88.9% for the MFLX group and 89.5% for the GRNX group, with no statistically
significant difference between the groups. Secondary endpoints, consisting of the efficacy rate on the 3rd
day after the initiation of treatment (77.8% for MFLX vs. 73.7% for GRNX), the efficacy rate at the end of
treatment (96.3% for MFLX vs. 93.0% for GRNX), and the bacteriological eradication rate (82.6% for MFLX
vs. 96.6% for GRNX) were also comparable for both groups, with no statistically significant difference. The
incidences of adverse events in the MFLX and GRNX groups were 27.1% and 31.1%, respectively, and no se-
rious adverse events were observed. These results indicate that for the outpatient treatment of adults with
mild or moderate community-acquired pneumonia, MFLX and GRNX are comparable with regard to their
clinical efficacy and safety.



