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Table 1. Participating Institutions
Institution Physician Institution Physician
Hara Department of Internal Medi- Kenichi Hara IHI Harima Hospital Junya Ueda
cine Division of Digestive Apparatus Takashi Fujisawa
General Hospital Kano General Hospital Keiko Kano
So Department of Internal Medicine Kenu So Kobe Adventist Hospital Chishin Yang
Clinic Kimura Clinic Makoto Kimura
Okada Department of Internal Medi- Haruo Okada

cine Department of Respiratory
Medicine Clinic

Ohmichi Clinic of Internal and
Respiratory Medicine

Kinoshita Department of Internal
Medicine General Clinic

Jinseido General Hospital
Kurashiki Daiichi Hospital

Takada Central Hospital

Matsuzaka Clinic

Azamino Osakabe Clinic

Niwa Medical Clinic

Chuou Clinic

Taihakukai Tanabe General Hospital

Shukokai Department of Internal
Medicine Sato Hospital

Shionoya Clinic

Fukumura Department of Internal
Medicine

Kamoi Department of Internal Medi-
cine Gastroenterology

Arai Clinic
Respiratory Medicine * Cardiology

Tukasa Yoshida Department of
Internal Medicine

Yamasawa Department of Internal
Medicine

Ren Family Clinic
Takami Clinic
Kaneda Hospital

Arai Clinic
Takachiho National Health Insurance
Hospital

Okazaki South Hospital
Watanabe Clinic

Wada Pediatrics General Hospital
Fujiya General Hospital

Mukai Clinic

Hyuga Clinic

Yotsubashi Clinic

Ohta Clinic

Jinaikai Nakagawa General Hospital
Sakata General Hospital
Mitsukaido Sakura Hospital

Matsui Department of Internal Medi-
cine General Hospital
Jinyukai Fujiki Clinic
Osugi Department of Internal Medi-
cine General Hospital

Hosoya Department of Internal
Medicine General Hospital

Kasaoka Daiichi Hospital

Mitsuhide Ohmichi
Shingo Kinoshita

Masahiko Shizuka
Hiroki Hara

Keiji Mouri

Eiji Yamagata
Shigeru Matsuzaka
Yoshimi Osakabe
Yoshikazu Niwa
Masami Ito

Hajime Tanabe
Shunya Sato

Ryusaku Shionoya
Motoyuki Fukumura

Mamoru Naito

Tadashi Arai
Tukasa Yoshida

Masanori Yamasawa

Kouki Yokoyama
Kazuhide Takami

Masayoshi Kawanishi
Takayuki Kamao

Masuko Kogure

Yasuhiro Tomino
Nakayasu Wake
Tomohiro Ikeda

Takeo Yamada
Azuma Watanabe
Noriyuki Wada
Shuichi Fujiya
Tomoyuki Mukai
Masaaki Hyuga
Kiyoshi Yasui
Mitsushige Ohta
Motoko Nakagawa
Akira Sakata
Takashi Naito
Mikio Matsui

Yoshiaki Fujiki
Yukio Osugi

Jun-ichiro Hosoya

Hirohide Yoneyama

Okayama Hakuaikai Severance

Hospital

Kohama Clinic

Kato Internal Medicine Clinic
Wakasa Clinic

Kojima Clinic

Tsukuda General Hospital
Ueta General Hospital

Fujiyoshi Department of Internal
Medicine General Hospital

Nakaya Clinic
Genjinkai KATO Clinic
Masuda Surgical Clinic
Houya Hospital

Shuyoukai Ichikawa Department of
Internal Medicine Clinic

Sawa Department of Internal Medi-
cine Gastroenterology

Matsuishi Department of Internal
Medicine General Hospital

Oosawa General Hospital
Kumagai Clinic
Seirei Numazu Hospital

Nakamura Division of Respiratory
Diseases General Hospital

Sakamoto Internal Medicine

Matsumura Department of Internal
Medicine Pediatrics

Tachikawa General Hospital
Ashikaga Red Cross Hospital
Miyao Clinic

Shinohara General Hospital
Matsumura General Hospital
Ohta Respiratory Medicine Clinic
Tsukada General Hospital
Koudoukai Nagano Hospital
Matsubara General Hospital

Shichikashuku National Health Insur-
ance Clinic

Sudo General Hospital

Kawanami Clinic

Taijukai Akeai Clinic

Kyoto University Hospital

Shinozaki Department of Internal
Medicine Department of Respiratory
Medicine Clinic

Moriya Osamu Clinic

Shimada Clinic

Imamura General Hospital

Ikeda Department of Internal Medi-
cine

Dermatology General Hospital

Nishi Department of Internal Medi-
cine Cardiology

Matsushima Clinic

Tetsuo Sarai

Yoshiaki Kohama
Kunihiko Kato
Keisuke Kurokawa
Satoshi Kojima
Yasunari Tsukuda
Issui Ueta

Satoshi Fujiyoshi

Yoshiaki Nakaya
Kazuhiko Kato
Hideo Masuda
Aturo Kato
Yoichiro Ichikawa

Yasuhiko Sawa
Taizo Matsuishi

Hideki Oosawa
Takao Kumagai
Tokunao Amemiya
Yoshihide Nakamura

Kenichi Sakamoto
Shigeru Matsumura

Misako Yamaguchi
Genichi Tani
Hiroyuki Miyao
Toyohiko Shinohara
Kiichi Hasunuma
Takashi Ohta
Tomonari Tsukada
Kuninori Tsukiyama
Ken Matsubara
Shinya Hayasaka

Nobuhiro Sudo
Chihiro Kawanami
Tetsuo Takeuchi
Toyohiro Hirai
Shiro Shinozaki

Osamu Moriya
Takehiro Shimada
Youichi Imamura
Hideo Ikeda

Seiji Nishi

Kensuke Matsushima




=
m

406 H &AL 2 | ¥% R R JULY 2005

Table 2. Criteria for efficacy in guide

1) tendency to defervescence or normal temperature (= 38C)

Clinical symptoms 2) tendency to ameliorate coughing, expectoration, pectoralgia, dyspnea, and
symptoms with complications

Chest X-
Criteria for Shszo ray 3) tendency to improve X-ray shadow (= 30%)
W
efficacy

4) tendency for WBC to normalize (= 30% (compared to previous value) )

Laboratory tests . .
5) tendency for CRP to improve (= 30% (compared to previous value))

Complications or 6) No apparent symptoms, findings, laboratory tests regarding new complications

and/or exacerbation of preexisting diseases.

preexisting diseases

“effective”. Four criteria with 1), 2) above are satisfied and not deteriorative in other criteria.
“ineffective”: not applicable

N=268
Subjects registered

N=5
Subjects excluded from safety analysis set

Reason excluded:
No data on subjects after initiation of study
medication administration (N=5)

N=263
Safety analysis set

N=16
Subjects excluded from efficacy analysis set

Reasons excluded:
Violation of registered date (N=1)
Serious pneumonia (N =2)
Other than target disease (N=9)
Concomitant medications with other antibiotic drugs (N=4)

N=247
Efficacy analysis set

Fig. 1. Disposition of patients.

2. BEER AED 15 7%, DY 94 KT dh o 72 EIREEEIZFIEAS 72.9%

DV IRAT 0 RAKE B 0 B E T B % Table 3 1I2/R$, M
BT FB P 50.2% (124/247), e 49.8% (123/247) TH -
720 AEWMIT T + BEHERFE T 582+20.1 (%) TH Y,

(180/247) L% A bhiz, HMRE - AHEZ b O
Bl 38.9% (96/247) TH Y, FLZHEES 12.6% (31/
247) b Eh ol
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Table 3. Baseline characteristics (efficacy analysis set N = 247)
Gender Male 124 (50.2%) Complications or No 151 (61.1%)
Female 123 (49.8%) gf:eea’;i:gng Yes 96 (38.9%)
Age Mean = SD 58.2 = 20.1 Respiratory disease 31 (12.6%)
15-29 27 (10.9%) Chronic bronchitis 5 (2.0%)
30-44 48 (19.4%) Bronchiectasis 2 (0.8%)
45-59 39 (15.8%) Pneumonectasia 7 (2.8%)
60-74 69 (27.9%) Asthma 13 (5.3%)
75- 64 (25.9%) Old pulmonary tuberculosis 3 (1.2%)
Severity Mild 180 (72.9%) Others 3 (1.2%)
Moderate 67 (27.1%) Diabetes mellitus 11 (4.5%)
Liver disease 5 (2.0%)
Renal disease 3 (1.2%)
Heart disease 14 (5.7%)
Cerebrovascular disease 8 (3.2%)
Malignant tumor 2 (0.8%)
Others 53 (21.5%)
Table 4. CPDX-PR administration (efficacy analysis set N = 247)
Period of administration (days) 2 2 (0.8%) Times administered at the first date 2 228 (92.3%)
35 86 (34.8%) 3 18 (7.3%)
6-10 114 (46.2%) 4 1 (0.4%)
11+ 45 (18.2%) Dose at the first date (mg) 200 117 (47.4%)
Dose 1 (mg) 100 136 (55.1%) 300 18 (7.3%)
200 111 (44.9%) 400 112 (45.3%)
Dose Changed Yes 16 (6.5%)
No 231 (93.5%)

3. CPDX-PR #3IRi

A3 MR 6 S E B 0 CPDX-PR % 3R % Table 4
RS, B 5T 6~10 HA%46.2% (114/247) L d
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[ X2 M2 Rb %< 923% (228/247) THY, 1 Hix
& (#1E) 1% 200 mg A547.4% (117/247), 400 mg 7%
45.3% (112/247) TH - 720 HHEDE WL 6.5% (16/247)
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4. PERISE - DA

A RNVESRAT X SORE B O B F 36 o B FIRPZ, 78.1%
(193/247) TH V), F R PFRIZE 72 A 51.0% (126/247),
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Tiibh, ERNTUIEETA 1.6% (4/247), FEHIRA
12% (3/247) THh o7z
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Table 5. CPDX-PR clinical efficacy assessment (efficacy analysis set N = 247)

Efficacy assessment
Effective Ineffective Indeterminate
Clinical efficacy (%) 95% CI *
133 27 87 83.1% 76.4-88.6

* 95% confidence interval (exact)

Table 6. CPDX-PR clinical efficacy assessment (patients detected causative bacteria N = 21 (21

strains))

Causative bacteria Strains Success Failure Indeterminate
S. aureus 4 3 1 0
MRSA 1 0 1 0
Streptococcus spp. 2 2 0 0
S. pneumoniae 4 2 1 1
PISP 1 1 0 0
K. pneumoniae 3 1 2 0
H. influenzae 6 4 2 0

Table 7. CPDX-PR cured or improved assessment (CPDX-PR clinical efficacy assessment “Effective” N = 133)

Cured or improved assessment
Cure or Improvement Persistence Worsened Indeterminate
Cured or Improved (%) 95% CI
102 1* 0 30 99.0% 94.7-100.0

* Temperature and subjective symptoms cured but chest X-ray and chest CT persistent

Table 8. Species of other antibiotics and their efficacy (patients changing prescriptions to
other antibacterial drugs in patients where CPDX-PR clinical efficacy assessment

was judged “ineffective” N = 15)

Clinical efficacy
Antibiotics N
Effective Ineffective Indeterminate
Oral macrolide 3 (20.0%) 1 0 2
Oral tetracycline 1 (6.7%) 1 0 0
Oral fluoroquinolones 8 (53.3%) 7 0 1
Injectable cephem 2 (13.3%) 1 0 1
Injectable penicillin 2 (13.3%) 2 0 0
Injectable carbapenems 2 (13.3%) 2 0 0
Injectable aminoglycoside 1 (6.7%) 1 0 0
2o FIEANHE 30 Bl ERIL, CPDX-PR A &b & H LARE 8. w&Mt

kB3 34, B5AT % OREH € A CPDX-PR % 5-
BIATDN G h 5722161 TH - 726

7. ORI~ DY 2 i

CPDX-PR OB & THRTH - 72 27 Bl L,
ZOHBOYER 2 IRPIE, MOPUEIENYE 2 Ao 725E
BIAS 40.7% (11/27) , MO BRI Y 2 72 FE 6175 55.6%
(15/27), RHBIEBIA3.7% (1/27) Th-o7z. Wz
PRI OPIRRM B X OFH T L o EHE % Ta-
ble 8 IZ/RT o VIR PMBEIIRIAD =2 —F /0 VR
H53.3% (8/15) LwbE K ALz, UHAPREIED
R HEREDEB 2 R E, $XTHEITH 72,

LAVERRAT X GORER] 263 B, BIERIZ 1612 1A 5
N, FBHEIF 04% (1/263) TH - 720 NEIE GOT LA,
GPT LA TH Y, LBITEMTH o720 AEEHIOFLH
1RIC X D ML 72,

. == =

PSR G- 2 MG 505, OBEZET RARi#),
QI PER % 3R & 2o v GEFIBifG) , QBRFFE RO A A
H &) o3 >0BlE» T EET 5058
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WA RO A2 S RINRHE 2 H#E L, BB
WCPUH 3 % 5383 % empiric therapy 25K S5, 5
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Table 9. Categorization of community-acquired pneumonia patient condition
Group Patient condition

I acceptable pg ambulatory cure, under 60 years of age, no preexisting diseases

I ambulatory patients, over 60 years of age, no preexisting disease affecting course of infection

Jiig age irrelevant, patients preferably hospitalized short-term for follow-up in early stages, preexisting
disease affecting course of infection

v Age irrelevant, patients requiring hospitalization
Non severe patients not requiring intensive care control or respirator use

\Y Age irrelevant, patients requiring hospitalization
Severe patients requiring intensive care control or respirator use

OB TH HHEFPIFETIE, HEDOL A L\ antibi-
otic pressure GEATEM 2 PIRIEDEIKE) OHFTHEL S
THYER OB L2 WHICEIHI L, BIA OBHEOH MG Z v
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TlE, BEEFEORE % RNBRIZT S & v ) EHERHFN
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R BT BREN D DboTETWS, TIHEOM
2720 TR, BE—DMWABf OB &2 R EH L 25,
W SR, LB 2Bz NT v 2 L A
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, LLAFBNOEMPLEFOEMEZER LIEK I
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Table 10. CPDX-PR clinical efficacy assessment in patients not changing to other antibacterial
drugs (not changing to other antibacterial drugs in patients CPDX-PR clinical efficacy

assessment “ineffective” N = 11)

Persistence or Worsened
Details Improved Not measured
Persistence ‘ Worsened
(D Maximum temperature 7 4* 0
(2 Clinical symptoms 7 4 0
(3 Chest X-ray 7 2 2
(4) Peripheral WBC 7 2 1
(3 CRP 5 0 1
Contents None (+) Not noted
(6) New complications, etc. 11 0 0
* Normal temperature since first visit N = 3
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Clinical efficacy of cefpodoxime proxetil against community-acquired pneumonia
Yoshihito Niki” and Masayoshi Kawanishi”

VKawasaki Medical School, 577 Matsushima, Kurashiki, Okayama, Japan
YKaneda Hospital

A therapeutic guide to community-acquired pneumoniae is presented in the Manual of Prescriptions for Anti-
bacterial Drugs, edited by the Japanese Association for Infectious Diseases and the Japanese Society of Chemo-
therapy. Based on this manual and working mainly in general hospitals, we studied the clinical efficacy of ce-
fpodoxime proxetil (CPDX-PR), one of the first-line drugs for ambulatory patients with community-acquired
pneumonia categorized as Class I and Class II in the manual, and verified the accuracy of the manual as a thera-
peutic guide.

Among the 247 subjects assessed for efficacy, CPDX-PR was effective in 3-6 days in 83.1% (133/160) of pa-
tients categorized as “excluded indeterminate”. Among the 133 judged as “effective”, we evaluated “cured or
improved” in community-acquired pneumonia and found that “cured or improved” was 99.0% (102/103) in
7-10 days in patients categorized as “excluded indeterminate”. In 11 of 27 judged “ineffective”, CPDX-PR was
continued or ended without changing prescriptions to other antibacterial drugs. Of these 11, 9 categorized as
“excluded indeterminate” were assessed as “cured or improved” in the last treatment assessment. Of the 263
patients assessed in the safety analysis, 1 reported adverse events-mild GOT and increased GPT-, but recovered
rapidly after CPDX-PR was discontinued.

We thus confirmed that CPDX-PR is clinically highly effective and safe in the treatment of community-
acquired pneumonia, and that criteria for efficacy in the manual were useful in assessing community-acquired
pneumonia patients in the early stages of illness. We also found, however, that reconsidering criteria for chang-
ing prescriptions to other antibacterial drugs would improve the accuracy of the manual, because some patients
among those treated as “ineffective” recovered without changing to other antibacterial drugs.



