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Table 1.0 Patient profiles
Ciprofloxacin Carbapenem p
Patients 33 35
Age 659+ 17.1 70.0+ 14.8 0.289%
Male 23 26
Gender 0.8802"
Female 10 9
Community-aquired pneumonia 26 25
Diagnosis Hospital-aquired pneumonia 2 7 065637
Secondary infection due to chronic 5 3
respiratory disease
Mild 2 3
Severity © Moderate 14 10 0.656°%"
Severe 17 19
No 3 7
0.328%
Underlying Yes 30 27
disease No 8 3
Influence ° 0.250%"
Yes 22 24
. No 30 33
Ventilator 0.946%
Yes 3 2
Body temperature(] (J [J 378+ 0.9 377+ 0.9 0.508%"
Clinical and WBCO /mmé0d 13,277+ 24,461 | 10,335+ 4,442 | 0.308
laboratory
findings CRPL mg/mLO 113+ 7.0 133+ 84 0.48710
SpO2J %0 932+ 7.3 945+ 52 0.480"
po 5 1
Penicillin
iv 7 9
1st Cephem 1 5
o ) 0.590%"
First-line Cephem iv 2nd Cephem 7 4
antibiotic
therapy 3rd Cephem 10 13
Cephem po 7 7
o No 25 29
Combination "¢ 0.672%0
Yes 8 6

U Classification is as follows:

For outpatients suffering from secondary infection due to a chronic respiratory disease, severity was
categorized based on guidelines for community-aquired pneumoniall CAPU established by the Japanese

Respiratory Society[] JRST]

Severity of infection for inpatientsC] same underlying diseasel] was categorized based on guidelines for

hospital-aquired pneumonia established by the JRS.

U0 Risk factor assessment included in CAP guidelines established by the JRS were used to evaluate the
influence of the underlaying disease on respiratory infection.
P00 Including the cases that are used penicillin or cephem with clindamycin, macrolide or monobactam.

10 t-test, 200 chi-square test, 300 Wilcoxon test
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Fig. 1. Clinical efficacy of ciprofloxacin and carbapenem
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Fig. 2.

Patients whose symploms improved during treatment with the study drueg in whom
midication was stopped within T days and infection subsequently resolved after oral
antibacterial chemotherapy or without treatment.

Patients whose symploms improved during treatment with the study drug in whom
medication was stopped within 14 days and infection subsequently resolved after oral
antibacterial therapy or without treatmant.

Patignts in whom the study drug did not improve symptoms sufficiently and was thus
changed to another antibacterial agent or combined with additional antibacterial therapy,

clinical efficacy of ciprofloxacin and carbapenem
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Table 2.0 Bacteriological efficacy

No. Causative pathogens Bacteriological efficacy
1 P. aeruginosa Persisted
2 H. influenzae Eliminated
i . 3 o -Streptococcus Eliminated
Ciprofloxacin
4 E. coli Eliminated
5 Streptococcus sp. Eliminated
6 Moraxella catarrhalis Decreased
1 P. aeruginosa Persisted
2 Streptococcus pneumoniae Eliminated
Carbapenem - —
3 H. influenzae Eliminated
4 P. aeruginosa Decreased

Table 3.0 Duration of antibiotic therapy and hospitalization

Ciprofloxacin | Carbapenem
0 n=310 0 n=330 test
Duration of
antibiotic therapy 151+ 83 145+ 105 0.797
O totald
Duration of
antibiotic therapy 114+ 6.2 13.0+ 9.8 0.451
OivOd
Duration of
hospitalization 177+ 89 204+ 11.7 0.224

00000 4000000CPEXDO 290 00000O0OO
0310000000000008270024/290000
071.00022/31000000000000000000
0000000 Fig. 11
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Table 4.0 Adverse events

Time of
Adverse event Severity onset relgt?gizLi Outcome
0 dayO P
Drug-induced skin rash Resolved 2 days after withdrawal of study
O neck, upper arm, thighO Moderate 8 Probable medication.
Study medication was continued. The symptom
Soft stool Mild 8 Possible was normalized by treatment with an intestinal
. . remedy.
Ciprofloxacin
13.5% Diarrhea, melena Symptoms resolved 6 days after withdrawal of
[0 5/37 casesl] | hemorrhagic enteritisC] Moderate 5 Probable study medication.
- - Values were normalized at 12 days after
Increased GOT and GPT Mild 12 Possible withdrawal of study medication.
Sensation of chest heat Mild 5 Probable Study medication was continued. The symptom
O only on Day 200 resolved without additional treatment.
- - - - Abnormality improved 12 days after withdrawal
Hepatic dysfunction Mild 4 Possible of study medication.
s - . - Abnormality improved 16 days after withdrawal
Hepatic impairment Mild 7 Possible of study medication.
Car?gpzti/;\em Pseudomembranous Mild 9 Obvious Resolved after 3 days of treatment with VCM
[ 5/41 cases] enterocolitis following withdrawal of study medication.
Fever and aggravated - Improved 2 days after withdrawal of study
inflammation Moderate 5 Possible medication without additional treatment.
- Abnormality occurred at end of treatment and
Increased GOT Mild : Probable normalized without additional therapy.

Ciprofloxacin vs carbapenem p=0.8690] not significant, chi-square test]

VCM: vancomycin
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Clinical efficacy of ciprofloxacin in patients with respiratory
tract infection refractory to penicillin or cephem:
carbapenem-controlled clinical study

Shigeru Kohno*, Katsunori Yanagihara™, Kazunori Tomono®, Shingo Ameshima™,
Yoshiki Demura®, Takeshi Ishizaki*, Kazuhiro Yamaguchi*, Hideo Watanabe™,
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'"Division of Molecular and Clinical Microbiology, Department of Molecular Microbiology and Immunology,
Nagasaki University Graduate School of Medical Sciences, 1-7-1 Sakamoto, Nagasaki, Japan

*Division of Infection Control, Osaka University Graduate School of Medicine

*“Third Department of Internal Medicine and “Department of Fundamental Nursing,
School of Nursing, University of Fukui
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Background: Since an injectable new quinolone, ciprofloxaciid CPFX[Owas approved for clinical use in Japan,
it has attracted attention as a new treatment option for infection. The clinical position of CPFX has yet to be es-
tablished, however.

Objectives: To clarify the clinical position of CPFX in the treatment of respiratory tract infection.

Patients and Methods: Patients with pneumonia or exacerbated chronic respiratory tract infection refractory
to penicillin or cephem antibacterial agents were randomized to be administered CPFX by intravenous infusion

0 300 mg bidO or carbapenem by intravenous infusiond 0.3-0.5 g bid[J and the efficacy, safety, duration of hospi-
talization, and duration of antibacterial therapy were compared between groups.

Results: Among 83 patients enrolled in the study. 78 complying with the protocol were evaluated for safety

O safety analysis set(land 68 for efficacyl efficacy analysis setll The two groups were similar in age, gender ratio,
infection diagnosis and severity, and prior antibacterial therapy. Efficacy was comparable between groups, at
82.70 O 24/29 patientsO in the CPFX group and 71.00 O 22/31 patientsd in the carbapenem group. The number
of patients who improved early and could cease treatment with the study drug was greater in the CPFX group! p
0 0.050 No significant difference was noted between groups in duration of hospitalization or duration of ther-
apy. The incidence of adverse drug reactions[] adverse events for which a causal relationship to the study drug
could not be ruled outOwas 13.500 5/37 patientsin the CPFX group and 12.200 5/41 patientsin the carbap-
enem group, and none in either group experienced serious adverse reactions.

Discussion: In patients with respiratory tract infection refractory to penicillin or cephem antibiotics, CPFX
showed at least comparable clinical efficacy to that of carbapenem and achieved a higher early improvement
rate. These results suggest that CPFX is a viable option for the treatment of respiratory tract infection.



