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Table 1.

Nagasaki Respiratory Tract Infection Treatment Society Institutions

Institution

Physician

Kitakyushu Municipal Yahata Hospital

National Hospital Organization Ureshino Medical Center

Sasebo Municipal General Hopital
Omura Municipal Hospital

National Hospital Organization Nagasaki Medical Center

Health Insurance Isahaya General Hospital
Miyazaki Hospital
Shinrakuen Hospital

Omichi Medical Clinic
Hokushouchuou Hospital
Menoto Hospital

Okubo Hospital

Nagasaki Municipal Hospital
Senju Hospital

Ekisaikai Nagasaki Hospital
Hayashida Clinic

Tomonaga Clinic

Onitsuka Naika Shoukakika

Tomoyuki Kakugawa, Junji Tsurutani
Shigeki Nakamura, Tomo Mihara
Toyomitsu Sawai

Osamu Sakito, Youji Futsuki
Eisuke Sasaki

Yuichi Inoue

Hironobu Koga

Nobuki Aoki

Mitsuhide Ohmichi

Yasuhito Higashiyama

Kazuhiko Ogawa

Takakazu Otsubo

Yasumasa Doutsu

Toyoshi Matsutake

Nobuo Morikawa

Masafumi Hayashida

Akimitsu Tomonaga

Yasunori Onitsuka

Table 2. Standards for determining the severity of symptoms of infectious diseases

Mild Moderat. Severe
oderate
(Must satisfy all criteria) (Must satisfy all criteria)

Bod: o o
L oy ¢ < 375C Cases that do not meet =39.0C
emperature . . P

) t i th 1d )
WBC < 10,000/mm? critria for eitfier mi = 15,000/mm®

or “severe

CRP < 5 mg/dL = 10 mg/dL

Table 3. Study parameters and schedule

Before entry

After 7 days or

After 3 days
¥ end of treatment

Medical characteristics of patient
Clinical symptoms

WBC, CRP

Clinical efficacy

Laboratory findings
Bacteriological test (with MIC)
Final clinical efficacy

o X X J
o00000

Adverse effects

vYv

Patient diary

@: Implemented, O: Implemented wherever possible

7PEEDH L, TilOBPIEMEZN-L, HEOH LN
BB ENGLE L
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%W2@%%~@F®%t&&ﬁ%éwd%ﬁa@%m
RN OBEALATED Sz b o, ORI
CRP ¥4 (0.7 mg/dL LLE, & 2 \Widhik J:BEFE%;K
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&E5H0, ©KMAMERENZ (=28,000/mm®, 5\ ik
Mk LBRMEZE C 2 % b D) @HAR(LFHEF S [P
JEAE N BT 2 FrBL UL WS O BRI S | Y 5
REFEH) 8 FEHE \CHEIL L T, BAE D S R ERIE & ORI S 7z
H# o (Table 2 @ [HLZRRYE L BT 5 Fpuis
SEDORFIREFME | TYiE T e B K 28 FEHE L2 - CHRIBT L
720)
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DED D 5 B, OREDL, WREREDH 5 B3,
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OREOFEIEENEEODHLBE (ZLTF=v 20T T
Y AH30 mL/min LLF O BEH), ©FE 2 L8R, 50
IE %A L SH O FRDFEG AR 8 2 3, @R —EG ¥
V—FIZBWT 7Vt ax )/ oy RREENENTH -
7B, ORBEERTS-BG 7 H DIt i 05
Hah, §TIUERPEEL 20D L EH, OMOPH
HHHEEZLEETHEE (272, v~ 7uJ14 KR
PINEDOPERENBG 2. &b, ¥if vy IV oW
HOPHIITE Lize ORITAT a4 RIS 10 mg DL E
DATHaA FOPHZLELTLEHE, OTAPAZED
KB B OEIE TREIRS0BAODH 5 BE,
R, FRERLTWAWEEDH 5 EH, @F0
i, FHAYPEEHIC L D AE Y &HRr Sz B,
ROVTNPITHELT HIEFNIIPILERE $52 8 &
Lo QEELZAEEREIRIL 6, OQGHEDR

No. of patients included in
statistical analysis

Clinical efficacy
Gatifloxacin: 33
Levofloxacin: 27
Total 60

Side effects

Gatifloxacin: 36
Total number Levofloxacin: 34
of patients Total 70
Gatifloxacin: 37
Levofloxacin: 35

Total 72

Laboratory findings
Gatifloxacin: 35
Levofloxacin: 30
Total 65

Last evaluation
Gatifloxacin: 33
Levofloxacin: 27
Total 60

Fig. 1. Case distribution.

B, BRESEAE L REOFRED) Bh, OhH
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(1) #BigzuH

% - SPMMEE B LKA~ i Table 3ITRL72N
BWCEM L7z, T/, EAERIIME, Sk, mks
WEEVEIR, WL K B 2 152 L, BRI ALT, AST,
ALP, y-GTP, BUN, S-Cr, I (f&#j - &#H% M0
2 5 L 720

WA FIREOWE T EIROEBY L L7 F T,
FERARERN TR 72053 2 FRIRA B ICH AL, IV
(FRELH 72 E508) Z WY L72e 20 A L2255 % Bl
FEREA I FEIC AN, WA R o b v e Besid
WA L7ze 2%, LA JUmBEM AR A 2= 12 TR
DR E Z ATV, EERRERFIZOWT CLSIEICH# L
T MIC Ml % Fhti L 720
BRI, Bk, R, e, IR
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Table 4. Reasons for exclusion from clinical efficacy

Gatifoxacin Levofloxacin

Diseases not included in protocols 1
Age violation in protocols 1
Consent with exclusion criterion 1
Unclear clinical symptoms of infection 1 1
Judgment item deficit 1 2
No visit after initial consultation 1
No visit after second consultation (3 days) 1 2

Total 4 8

Table 5. Clinical efficacy

Clinical efficacy
rate (%)

Gatifoxacin 26 7 33 78.8

Effective Not effective  Total

Levofloxacin 19 8 27 70.4

Table 6. Cases in which causative organisms were detected

Cases Detected cases Detection (%)
Gatifoxacin 33 21 63.6
Levofloxacin 27 19 70.4
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Table 7. Clinical efficacy by causative organism
. . Not Clinical efficacy
Organism Total Effective .
effective (%)
GFLX 2 2 100
Haemophilus influenzae
LVEX 5 5 100
GFLX 2 1 1 50.0
Streptococcus pneumoniae
LVEX 3 2 1 66.7
GFLX 6 6 100
Moraxella catarrhalis
LVFX 2 1 1 50
GFLX 3 3 0
Pseudomonas aeruginosa
LVFX 4 3 1 75
GFLX 1 1 100
Staphylococcus aureus
LVFX 0 —
b dodiphth. GELX 0 —
Corynebacterium pseudodiphtheriticum
o ’ » LVFX 1 1 0
GFLX 1 1 100
H. influenzae + M. catarrhalis
LVFX 1 1 100
GFLX 1 1 100
H. influenzae + S. aureus
LVFX 0 —
GFLX 2 2 100
H. influenzae + S. pneumoniae
LVFX 0
GFLX 1 1 100
S. pneumoniae + M. catarrhalis
LVFX 0
GFLX 0 —
S. pneumoniae + K. pneumoniae
LVFX 1 1 100
GFLX 0 -
S. pneumoniae + P. aeruginosa
LVFX 1 1 100
GFLX 1 1 100
P. aeruginosa + Eikenella corrodens
LVFX 0
GFLX 0 —
H. influenzae + S. pneumoniae + S. aureus
LVFX 1 1 0
GFLX 1 1 100
H. influenzae + S. aureus + Pasteurella multocida
LVFX 0 —
GFLX 21 16 5 76.2
Total
LVEX 19 14 5 73.7

GFLX: Gatifloxacin, LVFX: Levofloxacin
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IS HFRAT 0 G203 65 B, d A% E Al AT 0F 513 60 B T
B otz (Fig. 1o BRIRENRENT LA SRS 7z 12
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HEAKAS GFLX #ET 16, LVFX #ET 2 61, Iz kL.
MeRBiZe LASLVEXBECT16, 3HBUUBERBEZR LA



VOL.55NO0. 6

T 2R B D RIS IR B GFLX O Lk 445

Table 8. Bacteriological efficacy

Bacteriological
Organism Total Eradicated Reduced Persistent efficacy rate
(%)
GFLX 6 5 1 83.3
Haemophilus influenzae
LVFX 7 7 100
GFLX 5 5 100
Streptococcus pneumoniae
LVFX 6 6 100
GFLX 7 7 100
Moraxella catarrhalis
LVFX 3 3 100
GFLX 3 1 2 33.3
Pseudomonas aeruginosa
LVFX 5 2 3 40
GFLX 3 3 100
Staphylococcus aureus
LVFX 1 1 100
GFLX 0 —
Klebsiella pneumoniae
LVFX 1 1 100
GFLX 1 1 100
Pasteurella multocida
LVFX 0 —
GFLX 0 —
Corynebacterium pseudodiphtheriticum
LVFX 1 1 0
GFLX 1 1 100
Eikenella corrodens
LVFX 0 —
GFLX 26 23 3 88.5
Total
LVFX 23 19 4 82.6
GFLX: Gatifloxacin, LVFX: Levofloxacin
Table 9. Final clinical efficacy 3. IR
7 N I S =R \»IH—»: N SN
cored e Toml Gue ) IR T 82 % BIOR L 72 BERGFAIR 12 51T 2 Wi
0, 0, < 7%
T ; " s i& GFLX B 788%, LVFX Bt 704% Td V), BEHARE
Levofloxacin 19 8 27 704 FfECTd 72 (Table 9)o

GFLX ## T 18I, LVFX BT 28 TdH o7z (Tabled),

IRV B S

AR AT X 52 60 B BT 5 H AL, GFLX B
788%, LVFX #:704% Td -7z (Table5),

2. JEAT B OR A 2  h SR

J5 I B o B SR 13 GFLX B T 636%, LVEX & T
704% Td Y (Table 6), AR THIN S N2 HIZDOWT
&, MR R O ZRIERC B W TR O RV
A% MM & N, Haemophilus influenzae, Streptococcus
pneumoniae, Moraxella catarrhalis, #¢ \» T Pseudomonas
aeruginosa 5% < Mt S 7z F 72 50K BB ER R % 28 1%
GFLX #:762%, LVFX#737% T#& -7z (Table 7).
AU ERL B 1) g 2 1 4 1 9 S 1 GFLX & € 885%, LVFX
T 826% TH Y, HRRAR LA L Twize HFiThelk
WIS DWW TIXMHE & b W ARIRRD - 7228, Thbist
O EZFEEE TIEEVCHETERFD A SN2 (Table 8)o

4. JEHE O MIC

g L 272 HR O MIC % Tables 10, 11 12/R L7z,
GFLX # @ MIC & P. aeruginosa 2 ¥k LLAF O T #R 12D
T, LVFX#EFLE, & LLRREWIEIPRA LNz,
S. pneumoniae {22\ Tid, GFLX #o MIC 3w 3ih d
025 mg/mLLU T CELZHENERL TV, /2
LVFX # @ MIC (& P. aeruginosa @ 2 #k 3 & UF Coryne-
bacterium pseudodiphtheriticum ® 1 Bk LDAF D W HEIZ D v
T, GFLX # L FREOHR A b N7z,

5. EIfEH

RIEHICDOWTIEMRE L RO LN 572,

6. FERARBRAMERE

B R HIZE280 S N2 BRR AR 122V T Ta-
ble 12 127”9, GFLX BET4 BB b7z, GPT ki1
#l, y-GTP L5 1 %I, GOT, GPT L& 1%, MBEMEELT
LBITHY, WIFRBEERDOTR LD o7

11 =

#F 7 a g (GFLX) &, 200246 HicEwsh, €

DIREHE T D o 72 AN M T H O JIVEH 23H0E S
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Table 12. Abnormal laboratory findings

Treatment group Gatifloxacin Levofloxacin

No. of patients 35 30

No. of patients with 4 0
abnormal laboratory findings

GPT 1t

y-GPT 1

GoT 1t ,GpT t
Blood sugar level }

T

n, BEREEZNOGDI S L o fz. MAHERE I
BUEBI DA & 0, BEESRE 0 ) A 7 K & LT,
CRERRIE |, Thns ), [EMEREACT | 25 S 72?720,
RICEBE CIIHRECRET 2LEIHLLELLN
72

VAR, PUR P2 B W T pharmacokinetic/pharma-
codinamic (PK/PD) BFH 12D W 7 PR % 55 305
REINTETBY, MHEOBEMTEZX2 ) 2 CTHE
BINGA=F Lo TETVAYY, —a—F /0%
PR FIZDOWTIZ, AUC/MIC TEMIi s, +45 %58
MBI T X 2BEOHEIZOWTIE, 7T ABME O
RERE T30 LU L9, Fo oGz ER LGS
125 LL B2 QB TH 5 2 L 2% K OFREIC X ) it
HBEINTW D, WREHEAYEO F RN T b 2 Mgk
B2k %5 GFLX @ AUC/MIC % & @ 200 mg ¥
26/H (400 mg/H¥%5) T 7447, W= L7 100 mg X
2 [/H (200 mg/H¥5-) T 359 (14.0/0.39)*%, BL
97.2 (379/039 : H#E) ¥ TH Y, wIhd 30 % kM
0+ R BERA RIS, EEE ISR LT 200
mg/ 05 Tb e PRI,

F 72, EEE I BIINE ISR B R RE MK T L C
BY, HIRRREROLE, RHETH TH2E81E%
RO?, ZOWE, BEERLREFEOm A S b IRHED T
HEFELwEWni b, GFLX b BRI oA TH Y,
RIEH ORI PR N B X OWEHE - MR BITN 2 W%
T5E, BEE BT BRI EO ZRIEGTIE
200 mg/H CTOEBITHHTEEE 2 Sz,

Z 2 TH M, 65 iDL E O MR PEII 2R RO R IEGC
*9 5 GFLX 1M 100mg, 1 H 2R¥H5 oFHME: % K
GE L 720 XTHESED LVFX O Hi - B W T, 48
PK/PD ZhIBE L#EIR SN TWADB 1A 200 mg, 1 H 2 1A
5L L7z,

il R 0 S 3 BT R 2 BT % A %D 3 1d GFLX # C©
788%, LVFX #T 704% TdH - /2o BB (CEH ML
R ERER) OIS E EYE IS0 B A%, GFLX #
989% (91/92), LVFX & 78.7% (70/89)% 7 & UIZHij al
DWFFEIZ BT %5 GFLX o 7 0 A 2 3 87.0% (20/
23) N HAED DRI & 7 o 720 ARBFFED RS G4

FENCBWTIE, FBI 2 JER R (R, ke, CRP
i) OWRICLESALNTD, FHNRBEZHEICE
VB ERREIR (R, WeRVEIR, Wk, IPIRNEE) o
HRICHESA LN IT L, [EREHESh 2L
PREBL TS EEZ bNTz. 3 HITF K I A: W=
B RN RAC BT B 5K T 2 SR 1E GFLX ## T 885%,
LVFXT826% TH Y, FMHOARTRIY ThZh
10% FREE LRl S 72 TH - 722 &2 0 b, FIKNE 25
JLTH BHE HEDBARIERDTE L % AU R) &
EENTAERIT R o 720

JEL R D7 = 2 IR U 72 e S € 12 3 1) % TR
TiX, GFLX #: 788%, LVFX # 704% T&» Y, FRIKRD
R &3 7% SRR B BEY AR R OB U 7245 R 08
K h7zdb Db wz X9 7z, HE, PEi2EERE
(PRSP) DA fER ENTW 2225, AIFEICBE TS
S. preumoniae \Z X3 % J5U IR ) B A W 2 B 0 R 1 Tt
&3 100% THY, PRSP &L S. pneumoniae 1% LT
WRIF R TH o 720 S HITKRWIFED MIC I EHE RIS
BWT, S pneumoniae, S.aureus, M. catarrhalis |22\
T GFLX X LVFX L ) Bt ihsA Hh, 2002 45
FERINT=H =L T ¥ ARERT 7 6 TNT 2004 4 55
S N7zt —_A T ¥ ZRERDITB T O R
BHENTW 5, BRI S. pneumoniae 122V T, 2002 41
FERINTH —RA TV AFHERITB T MICy L, 05
pg/mL, 2004 fEEEBI N2 —NA 5 0 AHERICE
WTC MICwid, 025 ug/mL TH Y, RKFFETHEL 272
9RRIZH$ 5 MIC i, 012 ug/mL 251 &, 0.25 ug/mL
TR 05pg/mL A% 1 bk RERI 2R & MR L
TWwize GFLX AT 5 E VIR I KB L7247 L v
ZAHTHD)o

TEMIZOWT, BIEMIL GFLX B, LVFX BEjH &
RO LN, HRMAMERE D GFLX #T 461380 5
NIRRT ROEELR L DI Ld o7,

A, 1R P 2 R R O RS IS B
GFLX o HtE % LVFX & liMEs L 72/ %, GFLX
DEEBENOBEHEO R (200mg/H) H5I2BW
T, LVFX (400 mg/H) $5- £ &S L <3S LD
B & BRI SN RITFROREE L Y GFLX
DEEHE D 200 mg/ B 5-13, RAEIHHTE 2855
BCTHDLEERONZ, —J7, F /0 VipEMi%EKR D
BmMAfEH SN TEY, FICEBE BV TEmEosx
BEWI EPRE SN TV DY, 2O, FiE IR
RISFEIZ LTI RS i 2 8, 25 B
MEBEHT2Z LT L,

E

RERIRIC S w772 &, BELRT— 7 25 L
TWiz72n 7z i (Table 1) OEEOKAET % 60
WBFHOERRIE LB L B Ed.
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A controlled study to determine the effectiveness of gatifloxacin and levofloxacin in
elderly patients with chronic respiratory tract infections

Yoshihiro Yamamoto, Katsunori Yanagihara, Shintaro Kurihara,
Shigeki Nakamura, Masafumi Seki, Kouichi Izumikawa,
Hiroshi Kakeya, Shigeru Kohno and Nagasaki Respiratory tract infection Treatment Society: NRTS

Second Department of Internal Medicine, Nagasaki University School of Medicine, 1-7-1 Sakamoto, Nagasaki, Japan

From November, 2004 to March 2005, we found that gatifloxacin(GFLX) doses of 100 mg b.i.d. (200 mg/
day) for the treatment of secondary infections in senior citizens (age=65 years) with chronic respiratory ill-
ness were as safe and effective as doses of 200 mg b.i.d. (400 mg/day) in non senior citizens.

A controlled study was conducted to evaluate the efficacy of GFLX doses of 100 mg b.i.d. in senior patients
with chronic respiratory tract infections using levofloxacin(LVFX), a new quinolone antimicrobial drug, as
the control drug.

We randomly distributed GFLX doses of 100 mg b.i.d. or LFLX doses of 200 mg b.i.d. to 72 patients (age =
65) with chronic respiratory tract infections between December 2005 and April 2007. Medications were ad-
ministered to patients for 7 days.

We evaluated 60 patients (GFLX group: 33, LVFX group: 27) for the efficacy of medications, 70 patients
(GFLX group: 36, LVFX group: 34) for side effects, and 65 (GFLX group: 35, LVFX group: 30) for abnormal
laboratory results from a total of 72 patients. Clinical efficacy was 78.8% (26/33) in the GFLX group and
70.4% (19/27) in the LVFX group. Side effects were not observed in either group, and abnormal laboratory
results were observed in 4 patients in the GFLX group. These abnormal laboratory results were generally
mild in nature.

Our results suggest that GFLX doses of 100 mg b.i.d. are as effective as or more effective than LVFX doses
of 200 mg b.i.d. for the treatment of secondary infections resulting from chronic respiratory diseases in sen-
ior citizens.



