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Table 1. Subjects analyzed
Acute bacterial Acute epididymitis
prostatitis Bacterial Chlamydial Sub-total
Enrolled 8 6 4 10
Valid for safety 8 6 10
Full-analysis set (FAS) 8 6 4 10
Per-protocol set (PPS) 7 3 3
Valid for test of cure 6 3 3 6
Valid for test of recurrence 5 2 — 2
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Table 2. Subject characteristics (valid for test of cure)

o Acute bacterial Acute epididymitis
Characteristics .
prostatitis Bacterial Chlamydial Sub-total
Number of subjects evaluated n=6 n=3 n=3 n=6
Age (yr) Mean + SD 57.8+15.2 73.0+12.3 29.7*6.1 51.3+25.3
Median 58.0 78.0 31.0 47.0
Range 37-80 59-82 23-35 23-82
Body weight (kg) Mean = SD 62.8*7.7 56.7+4.7 71.0+104 63.8+10.7
Median 61.0 55.0 66.0 63.0
Range 54.7-76.0 53.0-62.0 64.0-83.0 53.0-83.0
Complications No 1 0 3 3
Yes 5 3 0 3
History of urological surgery No 6 2 3 5
Yes 0 1 0 1
()%
Table 3. Microbiological efficacy
. . End of intrave-
Diagnosis Test of cure Recurrence
nous treatment
Acute bacterial prostatitis 100.0 (7/7)*! 83.3(5/6)*! 4/4*1
(100.0,100.0)*2 | (53.5,100.0)*?
Acute epididymitis 3/3 83.3(5/6)™! 2/2%!
(53.5, 100.0) *2
Bacterial 3/3%! 2/3%! 2/2%!1
Chlamydial NA 3/3*! NA

*1: number of effectives per all included in the efficacy analysis

*2 confidence intervals were calculated using normal approximation

NA: not applicable
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Table 4. Microbiological efficacy by MIC at the test of cure
LVFX MIC (ug/mL)
Causative organisms
<0.06 0.12 0.25 0.5 1 2 4 8 16 32 64 128 >128 | Total
Gram-positive bacteria
Streptococcus agalactiae 1/1 1/1
Enterococcus faecalis 2/2 2/2
Gram-negative bacteria
Escherichia coli 1/1 1/1 1/1 1/1 0/2 4/6
Escherichia coli (ESBL +) 1/1 1/1
Citrobacter koseri 1/1 1/1
Total 2/2 1/1 1/1 3/3 2/2 0/2 9/12
Table 5. Clinical efficacy
. . End of intravenous
Diagnosis Test of cure Recurrence
treatment
Acute bacterial prostatitis 28.6 (2/7) *! 83.3(5/6) *! 4/4*1
(0.0, 62.0) *2 (53.5,100.0) *?
Acute epididymitis 66.7 (4/6) *! 66.7 (4/6) *! 2/2%!1
(28.9, 100.0) *2 (28.9, 100.0) *2
Bacterial 2/3%! 1/3*! 2/2%1
Chlamydial 2/3%! 3/3*! NA
*1: number of effectives per all included in the efficacy analysis
*2 confidence intervals were calculated using normal approximation
NA: not applicable
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Visit 1: Enrolled

Visit 2: End of the intravenous treatment period
Visit 3: Test of cure

Visit 4: Recurrence
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Purpose: This study was a multicenter phase III study to evaluate the efficacy and safety of sequential in-
travenous/oral levofloxacin (LVFX) 500 mg to patients with acute bacterial prostatitis or acute epididymitis.

Material and methods: The subjects were patients with acute bacterial prostatitis or acute epididymitis
and were administered LVFX 500 mg by intravenous injection once a day for 3 to 7 days, followed by oral
LVFX 500 mg once a day for 11 to 14 days. The efficacy of the levofloxacin regimen was evaluated according
to the Japanese Guideline for Clinical Research of Antimicrobial Agents on Urogenital Infections (the first
edition).

The primary endpoint of microbiological efficacy was the microbial eradication rate at 5 to 9 days after
the completion of the oral LVFX treatment period.

Results: The microbiological eradication rate was 83.3% (5/6) in the patients with acute bacterial prostati-
tis, and 83.3% (5/6) in the patients with acute epididymitis. The clinical efficacy rate at 5 to 9 days after com-
pletion of the oral LVFX treatment period was 83.3% (5/6) in the patients with acute bacterial prostatitis,
and 66.7% (4/6) in the patients with acute epididymitis. The incidence rates of adverse events and adverse
drug reactions (ADRs) were 38.9% (7/18) and 22.2% (4/18), respectively. The ADRs were mild and recovered
without special treatments.

Conclusion: The sequential intravenous/oral therapy with LVFX 500 mg once a day is effective and safe
against acute bacterial prostatitis and acute epididymitis.



