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Table 1.

Observation and test schedule

Test schedule

Observation/Tests
Before treatment

End of treatment

4—6 weeks

after completion

5-9 days
after completion

of treatment of treatment

Informed consent ([ J O

Patient background ([ J At any time

Drug administration compliance (

Symptoms ([ J ( [ O
Adverse event At any time

Pyuria ([ J ( ([ O
No. of bacteria in urine ([ J (

Bacteriological tests o o o O
Clinical laboratory tests o ([ O O
@ required

O as needed

HE - [l E B & OV MIC Ml € % %5 L 720 MIC iZ Clinical
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IFERER, WFHR Bk, ) > oXER, HER), i/, AST (GOT),
ALT (GPT), y-GTP, LDH, ALP, #¥ vy, CK
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Table 2. Patients evaluated

Group Subjects

Enrolled 187
Overall safety 185
Early evaluation (end of treatment)

* Overall clinical efficacy 157
Late evaluation (5—9 days after completion of treatment)

* microbiological outcome 156

+ clinical outcome 136
Follow-up evaluation (4—6 weeks after completion of treatment)

* microbiological outcome 91

+ clinical outcome 82

B G BIERICRD SN h o RS H 2 ICHHBL, %
WD RO WU R S HE L2,
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JEBNZ 7 A5 0% 77V —7IEE Lz,

2. WEBHEER

B3R 2 DR G ERIR R R AT SR [ 157 Bl &



38 H & fb % # % % & M &S JULY 2009
Table 3. Treatment duration
No. of subjects
Diagnosis (days) Total
1 2 3 4 5 6 7 8—13 14
Pyelonephritis 1 0 0 0 0 1 8 0 9 19
Cystitis 1 2 1 1 2 2 77 0 80 166
Total 2 2 1 1 2 3 85 0 89 185
Table 4. Patient profiles
Treatment (days) 7 14 Total
Characteristics n = 77 (%) n = 80 (%) n = 157 (%)
Diagnosis pyelonephritis 7 (9.1) 8 (10.0) 15 (9.6)
Copstits 70(909) 72(900) 142 (904)
Gender male 48 (62.3) 44 (55.0) 92 (58.6)
female 29377 36 (450) 65 (414)
Age (yr) mean * SD 70.7+12.5 71.3+9.7 71.0+11.1
Body weight (kg) mean * SD 56.2%9.5 59.4%11.0 57.8+10.4
Symptoms No 12 (15.6) 8 (10.0) 20 (12.7)
s 65(844) 7200 137 (873)
UTI group G-2 0 0 0
63369 563 861
a0 MGy 40 (500) 84 (535)
66 30(300) 35 (438) 65 (414)
Underlying disease® neurogenic bladder dysfunction 50 (64.9) 44 (55.0) 94 (59.9)
' benign prostatic hypertrophy 207 (351) 34 (425) 61(389)
urinary caleulis  6(18) 0025 16(102)
othe 15195 2275 37 (236)
Surgical history No 67 (87.0) 72 (90.0) 139 (88.5)
s 10130 8(100) 18(115)
Self-catheterization No 64 (83.1) 77 (96.3) 141 (89.8)
s 13169 338 16(102)
Pretreatment with No 75 (97.4) 78 (97.5) 153 (97.5)
antimicrobial agents 'y 996  2(25 425
Concomitant drug No 11 (14.3) 8 (10.0) 19 (12.1)
Nes 66 (857) 72(900) 138 (87.9)
Creatinine clearance < 50 15 (19.5) 10 (12.5) 25 (15.9)
(Cockeroft) s0=t<so 2 (45 90613 91 (580)
(emL./min) Cs0< 2 (260) 21 (263) a1 (261)
Cmean+SD  708%308  695+190  701%254

3 Duplicate total

FHHRT Table 4 1IRT o BEHIZIE 92 61 (586%), Holzo HHREZ & OZIREEOIEBER B, AhiEH
P65 B (414%) TdH D, 4 (mean+SD) (X710 BEDEARAERRE 94 61 (59.9%) I X ORI ZIRIERE 61 1
1L1 & Th o720 BAIEZ M2 BT AT 1561 (389%) 2% h o7z HRNHESD 77— 7 IVIdE0 b
(96%), BUEVEREMESE 142 1 (904%) TH Y, RS Ho7zd, HEBRIH D 15716 1 (102%) TH o720
FEDARREIR [H ) ] 1313761 (87.3%), 2= L1 1320  HSHMIE 7 HHEEG (6 HHERG2&E) »77 4,
Bl (127%) T o7zo WEHEARIEIL, H3M (LH 14 HHEGP804TH Y, WkGHHO K BET RO
PREGIEAE (& 2 BRI EA) 8 1 (51%), SH4ARECTE  BHHBICHEZEN IR bk o 7.

FRIEGIEAE (Z & % HEEOR ) 84 B (535%) 3 X UEH 6

B (1 7 — 7 VIR ESE B OB ER EAL) 65 B (41.4%) T
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Table 5. Overall clinical efficacy (evaluation at end of treatment)
Pyuri Effect
L yuria Cleared Decreased Unchanged (?c ,On
Bacteriuria (days) bacteriuria (%)
7 41 6 12 59 (76.6)
Eliminated =~ [ mmmmmmoo | p oo
14 49 9 6 64 (80.0)
7 1 1 2 (2.6)
Decreased =~ [Tttt oSoooooofoooooooosoooosooooos
14 1 1 2 (2.5)
7 1 2 3(3.9)
Replaced =~ [rrrrmrommommpmmmmmommosooseosheo oo
14 2 1 2 5(6.3)
7 2 11 13 (16.9)
Unchanged =~ [rro-rmmormmmm oo s p s oo
14 4 2 3 9 (11.3)
7 45 (58.4) 6 (7.8) 26 (33.8) 77 (100)
Effect on pyuria (%)  [~- 777ttt oo
14 56 (70.0) 12 (15.0) 12 (15.0) 80 (100)
@ Excellent 7 41 (53.2) Overall efficacy (%)
(%) 14 49 (61.3) 7-days treatment 62/77 (80.5)
|:| Moderate 7 21 (27.3) 14-days treatment 69/80 (86.3)
(%) 14 20 (25.0) total 131/157 (83.4)
7 15 (19.5)
|:| Poor (%) prosmrreeeeenpeee e
14 11 (13.8)

Table 6. Overall efficacy (evaluation at end of treatment)

Treatment (days) 7 14 Total (%)
Total 62/77 (80.5) 69/80 (86.3) 131/157 (83.4)
Pyelonephritis 4/7 (57.1) 7/8 (87.5) 11/15 (73.3)
Cystitis 58/70 (82.9) 62/72 (86.1) 120/142 (84.5)

3. ARTEO R

1) RIS E

R JU1 S50 ) S AT R G B R 157 B 0 e R R 2R &
Table 5 5 & UF Table 6 (2/"§ o #&E WK R DA R
FERB LMD LD BHE) 1E, 834% (131/157,
95%Cl=776%~89.3%) Tdh > 720 EIHEZWI XN DOH
R, BAHEMEE L E £ 209733% (11/15, 95%CI=
51.0%~95.7%), #HE vk B Ik %5 23845% (120/142,
95%CI=786%~905%) T& - 7zc G5 HHH OAH
A, 7 HEPG-H3805% (62/77, 95%CI=71.7%~
89.4%), 14 H [E#5-%% 86.3% (69/80, 95%CI="78.7%~
938%) TH -7,

LI A 5 AT 0 R A2 T 157 Bl oG- B AATT o 5L
242 ¥RORIAER MIC HIH %5 % Table 7 (2/:¥ o JHA
BIZx9 % LVEX @ MIC & A RIS 540 L, MICw i
R2ug/mL Tholeo FEZEHWOMWHEFE, E. coli
A% 86.7% (65/75), Enterococcus faecalis %% 86.7% (52/60),
Klebsiella pneumoniae %5 100% (16/16), Pseudomonas
aeruginosa 25 889% (8/9) THh o7z JRKHEARDIHLK
1L 888% (215/242) TH Y, 2ug/mL LT OKRTIZ
97.8% (181/185), 4 ug/mL OFET 833% (5/6), 8 ug/
mL DL EOKRT 56.8% (29/51) Th o7z FHHEEDH L

P G TR AFRE L 72 27 BRICK % LVFX O 5-Bil4h
itk D MIC B & ' PFGE D i # % Table 8 IZ/RF o £F
e 27 BR 6 BRIZPR G- BHLART O MIC 254854 4 f5L F 1
AL70 TNORWHD PFGE 12 X 215 1E, &5 BT
DFFEE & TR 2348, TFH—] 2518, [HEARE]
M1 TH o 720 LVFX ® MIC $3<0.06~2 ng/mL T
fiie L 72 E. coli 1 ¥k, E. faecalis 3 ¥R 13 ¥ 5% MIC 2% 32
LA 157 L7225, PFGE OfFE, ¥5-FaaHi O Witk & 13
wWEhd [B#] TH o LHES NI,

FEEANH ERE ORI H B L MR (5%
INBLHE) 2 Table 9 127" T o $5- MBUMIT X, FHI%
B EMNTER 157 Bl 5 5 25 61 (15.9%) 205 29 45
Hesh, 79 AR D70,

HAEIERIZ 3 2808 (GHKE) 13, TN 94.1%
(32/34), HERIE 93.0% (53/57), 5 92.3% (12/13),
PERIEAPUR 89.2% (58/65), TIZHEAME 81.5% (44/
54), MG 78.3% (18/23), REYIHEIE 74.7% (56/75),
FRIRIK 73.8% (62/84), MR 683% (69/101) TdH - 7z,

2)  BWEERH E

I 2 DO #s H % Table 10 (27179 5 Microbiologi-
cal outcome @ eradication F X £/ T 60.9% (95/156,
95%CI=532%~68.6%), ERIIEZW 25 Tl BHENEE
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Table 8.
after treatment

MICs versus PFGE pattern between isolates from patients received before and

LVFX MIC (ug/mL)
No. Isolates persisting Before End of PFGE
treatment treatment
1 Escherichia coli = 0.06 32 Disagree
""" 2 | Bnterococcusfoecalis | 1 | 128 | Disagree
""" 5 | Bnterococcusfoecalis | 1 | 3 | Disagee
4 | Bwterococcus faccalis | | % | Disagree
""" 5 | Bscherichiacoli | 4 | 8 | Same
6 | Bscherichiacoli | s | 6 | Same
7 Pseudomonas aeruginosa 8 32 Same
8 Escherichia coli 16 32 Same
9 Enterobacter cloacae 16 32 Disagree
10 Escherichia coli 16 16 Similar
| Bscherichicoli | 6 | 16 |  Same
12 | Acinetobacter twoffii | 6 >18 | unknown
13 | Bscherichiacoli | 6 6 | Same
4 | Bscherichiacoli | 6 3 | Same
15 | Streptococcus agalactice | | 3 | Same
16 | Enterococcus faccalis | | 3 | Same
17 Enterococcus faecalis 32 32 Same
18 Enterococcus faecium 32 32 Similar
19 Morganella morganii 32 32 Same
20 Escherichia coli 32 32 Same
o1 | Escherichigcoli | 2 | 32 | Similar
2 | Bnterococcus faccalis | o | 64 | Same
23 | Coagulasenegative Staphylococci | o | 64 |  same
24 | Bwterococcus faccalis | o | 64 |  same
95 | Ewterococcus faccalis | o | 64 |  Same
96 | Staphylococcus aurens | >18 | >128 | Same
27 Staphylococcus aureus (MRSA) > 128 > 128 Same

PFGE: pulsed-field gel electrophoresis

lapse %5 10.3% (16/156), reinfection %% 10.9% (17/156)
Tho7zo

Clinical outcome @ cure X 4K T 59.6% (81/136,
95%CI=51.3%~67.8%), EIIEZW 25 CIIBHEEE
FHE P T 538% (7/13, 95%CI=26.7%~80.9%), HEMEME
JiE B 4% T 60.2% (74/123, 95%CI=515%~688%) T
Ho7zo BGHE B O cure Fix, 7 HHHE5-57625%
(40/64, 95%CI=50.6%~744%), 14 H E¥5-%% 56.9%
(41/72, 95%CI=455%~684%) TdH - 72s

TR UM PR 22 R AR, BTSRRI H e AT SR 1 156 51
I ) B E T TOMICOPHEIRS SN2 6
Bl % BpA L 72 1650 B %2 ¥y G & L7zo S5 150 1 &
D 5 HE S 72 R R 234 Bk o TR AR B MIC BITE k3 %
Table 11 127° 970 B B4k O k313 838% (196/
234) THY, FELIFENEON R E. coli 75 88.7%
(63/71), K. pneumoniae %% 93.3% (14/15), E. faecalis %

76.3% (45/59), P.aeruginosa 75778% (7/9) T > 720
BRI 22 Ry DB - 1% I BRI R % Table 9 127”3, #%
G MBLR I, & 626l (62/150, 41.3%) 75 83
WSS, 77 AGUREELRRETH -7z, HE
BEOWEBNC RIS 5 &, 0~10° CFU/mL %341 f (41/
150, 27.3%) & v 55 #or#E= 1, 10' CFU/mL 2L 125 21
Bl (21/150, 14.0%) 5 28 #koE S 7z,

3) HmHE

B B D % Table 12 12783, Microbiological
outcome @ eradication ¥ (& & & T 769% (70/91,
95%CI=683%~85.6%), RKYE I 44 I I3 BIHEDE RS
HERT66.7% (6/9, 95%CI=359%~975%), HBiMEE:
e 9 78.0% (64/82, 95%CI=69.1%~87.0%) TdH -
720 5 HARIH @ eradication %, 7 H %525 77.8%
(28/36, 95%CI=64.2%~914%), 14 HFE$K55764%
(42/55, 95%CI=65.1%~876%) T & - 72, Micro-
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Table 9. Strains appearing after treatment

End of treatment 5-9 days after treatment
Isolates -
0-10” CFU/mL 0-10° CFU/mL | 10'-107 CFU/mL
Staphylococcus aureus (MRSA) 3 ‘ 2
Staphylococcus epidermidis 5 21 3
Staphylococcus capitis 3 1
Coagulase-negative Staphylococci 5 12 8
GPB Streptococcus agalactiae 2 ! 1
Enterococcus faecalis 6 5
Enterococcus faecium 1
Enterococcus avium 2 1
Enterococcus sp. 2 0 1
Escherichia coli 1 4 1
Escherichia coli (ESBL) 1
Klebsiella pneumoniae 2
Enterobacteriaceae 1
GNB Morganella morgani.i 2
Pseudomonas aeruginosa 1 1
Stenotrophomonas maltophilia 1
Alcaligenes faecalis 2 1
Chryseobacterium meningosepticum 1
Glucose non-fermenting gram-negative rods 1 ‘
Others Candl:da albicans 4 1
Candida glabrata 1 2 ‘
Total strains 29 55 28
Patients in whom strains appeared/all patients 25/157 41/150 21/150
(%) (15.9) (27.3) § (14.0)

GPB: Gram-positive bacteria, GNB: Gram-negative bacteria

Table 10. Microbiological eradication and clinical cure (evaluation 5—9 days after completion of treatment)

Evaluation Diagnosis 7-day treatment 14-day treatment Total (%)

total 40/76 (52.6) 55/80 (68.8) 95/156 (60.9)

Microbiological =~ =777 77mrmr e oo oo oooooooTooooooTootiooooooooooo
eradication pyelonephritis 2/7 (28.6) 7/8 (87.5) 9/15 (60.0)
cystitis 38/69 (55.1) 48/72 (66.7) 86/141 (61.0)
total 40/64 (62.5) 41/72 (56.9) 81/136 (59.6)
Clinical cure pyelonephritis 2/6 (33.3) 5/7 (71.4) 7/13 (53.8)
cystitis 38/58 (65.5) 36/65 (55.4) 74/123 (60.2)

biological outcome 7* failure TH > 7221 FlD H &, 1
H ] B R DR $ 2% 10° CFU/mL BL_E @ 72 8 failure &
HE S N7z 19 Bl 11 B5 & $5-BlgAHT O IR T & [/ —
WREAH &, PFGE ORKHE & » 1 #RAST I | & 458
ENToo BRI E 72 1 #1% reinfection (2454
95 &, relapse #511.0% (10/91), reinfection %% 9.9%
(9/91) TH o7

Clinical outcome ? cure X &K T 732% (60,82,
95%CIL=63.6%~82.8%), REYAE BN % PN IS BHENE B
TR T8T7% (6/7, 95%CI=59.8%~100.0%), HEMEME:
et 98 72.0% (54/75, 95%CI=61.8%~822%) TH -
720 T G5HIMB O cure Fix, 7 HM#5-27788% (26/
33, 95%CI=64.8%~92.7%), 14 H #5253 69.4% (34/
49, 95%CI=565%~823%) ToH -7,

4. ZEVEOFHME
VBRSO 185 BIIC BT, HEHELIT 616
91 7+ (33.0%, 95%CI=262%~39.7%) (23 Sz,
HEFRPOEIEELIX, BED276% (51/185), HEEEE)S
86% (16/185) TH Y, HEIIADON LD -T. AE
HE D) b ABIBRSLEII R b EEELHE SN
FERRIL, 3603 MFGRREE, HRERE 117 R)
IR SNz Rs, WD YR I GBS & o KFR
Fra B L7zo B 5ok i Wiz o 72 A EFHZIE 10
B1(54%)15 FHI2388 57z T DOWFRIZFBITED Vs
3PE, T L B EAE 2 15, MBEIE, HEL, LR
B, OB, T, BAORR, BEAOER, BRESURATE 1
HTHo72,
RIVE O FBLIRI % Table 13 12779 REIFEM & 33 41
46 7 (17.8%, 95%CI=123%~234%) (238 57z,



43

5 (BOHEVE R B TG

Levofloxacin 500 mg @ —f& iR

VOL. 57 S-2

BLI9JOB( 2AIIRSOU-WERIL (N ‘BLIJOR] dArsod-welr) D

(8€8) (982) (009) (T69) (£99) (009) (828) (g96) (2's8) (00T)  (9'86) (% ‘uoneopeId)
vee/961 | ¥/T L/t 0c/ct  €1/6 P/1 9/ 01/9 ev/sv Tc/lc  vi/Tl  vI/¥1 T1L/0L [elo

/1 /1 nfJomy uagonqoaurdy
1/1 1/1 SN01390D00]DI 12JODGOJIUIIY
/1 1/1 v1IDd20 VIBPIOYYING
(8LL) 6/L 1/0 T/t /1 S/t DSOUISIIY SPUOUOPNIS]
/1 /1 SUIODJYIY VIGUIPINOAT
v/t 1/0 1/0 1/1 1/1 SUIISIIUDUL DIDLLIS
s/v T/l ¢/s nuviow vjpUSION
v/¢ 1/0 ¢/e siIqAIUL SN2J0J
1/1 T/1 IDIIVLIBIIDGOLIJUT
v/ 1/0 T/t 1/1 9DIVO]O L2]0VQOLIUT
¢/t T/t S9UIS0.49D 42]ODQOLITU
¢/t T/T v203Ax0 DJjISqILY
(€¢6) ST/v1 1/1 1/0 T/t 11/11 avowmoud vjjo1sqopy
¢/t T/t 14950 192300310
/T 1/1 1puna.f 19100qo.17)

v/€ /1 e/ 1/0 (1d8®) H00 T
(L88) 12/€9 /1 T/t 9/t ¢/ v/t 1/1 1/1 v/ v/ /1 /ey 1]02 DIYILIPYISH
(1'28)  ve1/801 T/1 v/€ 8/S v/1 v/T S/v S/t 11/01 9/t v/v 1L/0L [ejoiqns gNo
/1 I/t wnul)ps sn22020.123U5
1/1 1/1 SUDANP SNID0I0ATUT
(944 T/t WNIAD SNI202049UT
¢/t 1/0 1/1 1/1 wmoanf s122000.4103U5
(€92)  6S/S¥ €/0 8/¢ /1 v/1 L8/te 9/9 S1/DoaDf $192000.07UT
/T T/1 SNLIDAYDS SNII0001d2.4]S
(¢€8)  c1/o1 s/¢ T/T T/t ¢/e 0100 $1990003d2.1§
(6'92)  €1/0T /0 /0 T/l /T T/t 9/9 10000[Aydels aaneSou-asemseo)
¢/¢ 1/1 T/T s1dpo s120000Aydnig
S/s 1/1 T/t T/T siprutapda snao0o0ifydois

s/¢ ¥/t 1/1 (VSHIN) sna.unp g
(0°08) 01/8 ¥/ I/t /T T/t (k4 snaunv 192090 ydig
(008)  0OT1/88 v/c S/1 91/6 S/ T/t S/t vb/6€¢  T1/11 8/8 01/01 reloqns 4o

8¢l < 8¢I 9 e 91 8 14 4 T g0 gco cro 900 =
(%) T30, $97B[0S]
(Tw/S1) OIN
(yuaunjean) jo uonarduwiod 1ajye skep ¢ — G uonenyesd) DI Aq asuodsai [eorojoualoeg ‘I d[qe],

-0

8 HULKEAS 12 1 () BERRMA O R 8 1) Th - 7

IEH (GEBIE 1% DL b)iE, TH#iA%38% (7/185),
THALA RS 22% (4/185), #F#MED v, CK (CPK) Lk

AH3% 1.6% (3/185), PIMIAMRAE, Weh:, FH

TR

II1.

A, MR IR B REHAE |
H 1M, 7~14 HE$S L, A0S L Otz i

% L CTLVFX % 500 mg 1

-

ALT

Ay

I L

LTI,

i

(GPT) L&, AST (GOT), y-GTP LA»4% 11% (2/

185) TH 7.

-

E.colil

-

R CIHKR & LTS

B

qu

LVFX ® MIC 8 ug/mL bL E & ¥k A%20% (15/75 #%),

7z

o LVFX #5437 H B DIN#S- & 14

-

IERZEBIERIL, Theh 198% (19/96) 5

H

H [ 5-0

ESBL FEAMEDY6.7% (5/75 ¥k) 2 & A TB ) ITEDH—

NV AHE LFABETH - 720

IWEH D5

2

L N157% (14/89) THh o720 14 HIHIX G- D

21,

L]

BN 7 H RIS 7 1 (5 B ERR IR D 74



H A& AL & % 5% & M Gk JULY 2009

Table 12. Microbiological eradication and clinical cure (evaluation 4 — 6 weeks after completion of

treatment)
Evaluation Diagnosis 7-day treatment 14-day treatment Total (%)
total 28/36 (77.8) 42/55 (76.4) 70/91 (76.9)
Microbiological =~ ---------------- S e
eradication pyelonephritis 2/2 (100) 4/7 (57.1) 6/9 (66.7)
cystitis 26/34 (76.5) 38/48 (79.2) 64/82 (78.0)
total 26/33 (78.8) 34/49 (69.4) 60/82 (73.2)
Clinical cure pyelonephritis 1/1 (100) 5/6 (83.3) 6/7 (85.7)
cystitis 25/32 (78.1) 29/43 (67.4) 54/75 (72.0)
Table 13. Adverse drug reactions incidence
Treatment (day) <7 14 Total
Patients evaluated for safety 96 89 185
Patients with adverse drug reactions 19 (19.8) 14 (15.7) 33 (17.8)
95%CI (118, 27.8) (8.2, 23.3) (12.3, 23.4)
Events 27 19 46
System organ class and preferred term® Patients (%) Patients (%) Patients (%)
Metabolism and nutrition disorders 2 (2.1) 2 (1.1)
Anorexia 1 (1.0) 1(0.5)
Decreased appetite 1 (1.0) 1(0.5)
Psychiatric disorders 2 (2.1) 2 (1.1)
Initial insomnia 2 (2.1) 2 (1.1)
Nervous system disorders 3(3.1) 3 (1.6)
Dizziness 3(3.1) 3 (1.6)
Hypoaesthesia 1 (1.0) 1(0.5)
Eye disorders 1 (1.0) 1(0.5)
Eyelid oedema 1(1.0) 1(0.5)
Vascular disorders 1(1.0) 1(0.5)
Hot flush 1 (1.0) 1(0.5)
Gastrointestinal disorders 7(7.3) 7(7.9) 14 (7.6)
Constipation 1(1.1) 1(0.5)
Diarrhoea 5(5.2) 2 (2.2) 7 (3.8)
Dyspepsia 1 (1.0) 3(3.4) 4(2.2)
Nausea 1 (1.0) 1(0.5)
Stomach discomfort 1(1.0) 1(0.5)
Vomiting 2 (2.1) 2 (1.1)
Epigastric discomfort 1(1.1) 1(0.5)
Skin and subcutaneous tissue disorders 2(2.2) 2 (1.1)
Pruritus 1(1.1) 1(0.5)
Rash 1(1.1) 1(0.5)
General disorders and administration site conditions 4 (4.2) 4(2.2)
Feeling abnormal 2 (2.1) 2 (1.1)
Oedema peripheral 1(1.0) 1 (0.5)
Thirst 1(1.0) 1(0.5)
Investigations 3(3.1) 5 (5.6) 8 (4.3)
Alanine aminotransferase increased 2(2.2) 2 (1.1)
Aspartate aminotransferase increased 2(22) 2 (L.1)
Blood creatine phosphokinase increased 1 (1.0) 2 (2.2) 3 (1.6)
Eosinophil count increased 1(1.1) 1(0.5)
Gamma-glutamyltransferase increased 2(2.2) 2 (1.1)
Glucose urine present 1(1.0) 1(0.5)
White blood cell count decreased 1 (1.0) 1(0.5)
Blood alkaline phosphatase increased 1(1.1) 1(0.5)

4 MedDRA V.9.1
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RERRR R CHRIED 834%, BRI H 2 HE D mi-
crobiological outcome @ eradication ¥ 7% 60.9%, clini-
cal outcome @ cure F359.6% TH o 7zc TN F TIZ
UTI 3% GEAMREER) 1o TEM L 2B
6D 1 [, ISR 2 e & RS R o A R
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STz T, RN ERI IR AR L T 5 3
FIREORBELHET A LIETE %L\, IDSA/FDA
HA RITA OTIIFEEGH#HT 5~9 HEOWEEI R FH
i LTHBY, 66% LLE% expected cure rate & ED
TWwh, KBTI, 14 H H$% 5% @ microbiological
outcome @ eradication # 7z & T Z D HHE & w7z L 72
A3, WA & HAR TITBMENE IR BRI GIE (2 331 ) B IR D 2k
BERESCHEHEA T R EPR2 5720, HARERNOEIK
AT BRIV L IF W R v, DLE XD, BV IR B
JERYE D BE I LT LVFX THET 2546123, BN
DWEHHFETA BT A4 VI THHERSN TS 10~14 H
H4 b2 DT LAY, LVFX 1205 MIC 38 ug/
mL L EOFERE TIIHERPERS 2o Twb 2 &0 b
b, FEHEZMEREZ 05T A CTHEYZITHEICTDY
BATHERTHZELBBICANTBLL I EPEETH
%o

I B TR G ohE D VR IR AN ST L IR S o i s s
EOHBPTEWIZ EATRENT WSS, JREEYSE DR
BRSOV TIEHIE R 7 — F I IFFE L v IRIERES:
IECTIEPIREE DM IRE X 0 b RPIREDIT ) 2 ERIRR)
RICHBE L, REBESRERE N T 5 MIC © 4~8 %
FEBHEICREVERM AN FELNDL & OWMENDH
A0, L L, 2005 4EIC5ENE L 72 LVFX O THERR
RO R TIE, LVFX 500 mg % fat 5 g A8 M2 B R 4%
HLU7-B0RP R RIEEIZ500 ug/mL FTETLHD
DY RREETHHES NI E. coli 12335 LVFX @ MIC
A 8~32 ug/mL L EOKRTIE, THEFI467% (7/15)
A o Tz RERBETIZR PO LVFX BEZHE L Tw
WO ERET L2 LI TERVA, JRAPERES
TR R R TE R WIREEARIE S Nz, B
T PR I TR TS AT 7 & O SR I o0 FERE B AR R i AR
B CONRTDPEHEMBICEBET L EHE 250,
PK-PD Bl G2 F&ow 7o Bl 72 A - H i ORE DS
HELWD, 4, JEEERB L OHIRABICB VLT O RR
FMOME DG A —F =B LTV ZEHFET

5,

ZEMIZEH LT, BMEHOZREIEIT178% Tho7,
FRWERNGETH, HILAR, F#Eo v, CK(CPK)
EATHY, WINDORED L VITHEETH -2, M
FoOFX 0y RERETHEL 25 Tw 5, JEHHEBUE,
ALK /55 M X RR D & 20 b o 7o 51 I ) o Bl E
FEBIEIZ, 7T HH PN OG- & 14 H R GR L TIRIE
FECTH o720 S HIT, 14 HEHG- RO RIE RN
&, BeHHCTIREICEHE S A BRR AR 2 bR < &,
7THUWICHEB L -RIERD 514, 8 HUES 41 THh
D, PGB ORI THINT 2 EimidiZo 5k
olze BB, P9 FITHAT S 7z GCP I\ZHERL L FE i
Sh7-@BTix, LVFX100mgl H 3|, 7 HiE$#%5- L
7eREOREIERZEBIEIL 11.6% (14/121) T, ZONEIEE
W EIEERE, TR, EABER L EOWHALEHEIRTH D Y,
AR E ZIZFEBTH 72 LVFX500mg 1 H 1 BOH
2 AR CTESEASIR TS b0D, RHITH
WTHRET ENTEFIEPBR SN TR 2 s, 5D
GlEMEZEMIIOWTHER L T ZEPRETH S
Do

FASEANIER DML TR B2 b o3, Hil
1 FBPIREEORIIMIIHE LR BRTH B, ZD720,
BEfE T 20U E L) BE LA - AETHRETH2IL
R, BIMEZ T T S 2L, FHEORE
WA 2 RIS D7D ARSI TE 2 L) ICHEHEL T
WS CEIIHEELRETH 5, ERMICER{L S NG
FERNLE LTLVEX 2R L DT Tn L 7201,
DAENIBWTH LVFX O 22 Hik - A= % 500
mgl H 15 ICHEST I &, 70 Vitkm o
ZWHT L2 ERTHLEYTHL LEZLND,

G

RRBROFEMIEEL, B 72720 72 FRi itk o F 1T
RETDSEAET ICRH N2 L E 5 (RFRR%) o

PR (EAESFNED), BATIER CaJIRAZ A%
Wike), TR (B R R R R R ), AR OK
W RGRED), AEE ORIRGLEWED), AR (B
mrkARbE), PR GEllE ) A M oRk), PR —
BB (R vy — T R RE), YRS (R
B gL ke), IR BT CRESPRBRRE g k)
I EEY (WAL R ke), H 2 (S Bz
dIEEE), AIREE (R ARt5mile), mksEss (Rl
At ke), JIE (R Z i R ke), RS
(RN GRS Eb), FRECRRZ )=y 7)), &
Wke— (RRHTKENED), Foin WREFwE 9 7
U=y 7)), WERECE (ERNWRER), Ailifkih (Lo
B ) = 7)), NERWIEE - WREF2 ) = 7)
(GRERFEMRE ORI X %)

X ik
1) Craig W A: Pharmacokinetic/pharmacodynamic pa-



46 H &AL % % 3 % & Mk JULY 2009
rameters: rationale for antibacterial dosing of mice THE I, M MR B RAGE R R L L7z cef-
and men. Clin Infect Dis 1998; 26: 1-12 capene pivoxil & levofloxacin DR EAED L, H

2) Thomas J K, Forrest A, Bhavnani S M, Hyatt J M, 1bFESEE 2004; 52: 318-29
Cheng A, Ballow C H, et al: Pharmacodynamic evalu- 8) Rubin R H, Shapiro E D, Andriole V T, Davis R ],
ation of factors associated with the development of Stamm W E: Evaluation of new anti-infective drugs
bacterial resistance in acutely ill patients during for the treatment of urinary tract infection. Clin In-
therapy. Antimicrob Agents Chemother 1998; 42: fec Dis 1992; 15(suppl 1): s216-27
521-7 9) TINAI— : WREFFHEIWE. HARBRYYESES, HAML
3)  HA bR LSRG € Z B 4 UTI 3R FHRER W, PURSMEHOTA ¥ o4 >, R
AR (55 A MUETER) o HALFRSYEE 1997; 45: 203- 1, 2005; 186-92
47 10) Klastersky J, Daneau D, Swings G, Weerts D: Antimi-
4)  HARAbFFR AR E R ARG B B &y crobial activity in serum and urine as a therapeutic
PUREEIC X B IRBERNC BT A RIVEH, BT 5 guide in bacterial infections. J Infect Dis 1974; 129:
HOH EIEMESR, Chemotherapy 1991; 39: 687-9 187-93
5) REARTIH, WAIRR], WM, ESHE,, JLHam, 11) BENER @ SR B IRASRE ; RTE & K 3. Medica-
BEH AR, At - JRESIEGSE S BER I3 2O 2 60 ment News 1983; 1039: 16-8
WZIESHHPOESE QPR T LB (55 26 # 2004 4F) 2@ 12) MHSEE, AR, B3 B @IEW, BRI,
3. Mo, Jpn ] Antibiot 2006; 59: 217-315 WERIR A, b o BHE N PR B R GIE 2 5 & L 7z si-
6) MH=EE, W i, He—E MER-, R tafloxacin & levofloxacin ® —EE MR, HAL
BB, VLEERRA, A : BEHEVE IR BRIRGIE 2 0 R & L 72 si- FEEEE 2008; 56 (S-1): 8191
tafloxacin @ F &= JLialk, HAL#EARE 2008; 56 (S-1): 13) %8 2, WEATE, Bl B EREABEB LT
92-102 % X5 & L 72 levofloxacin 250~1,000 mg @
7) B OB ENE—, I &, Hh—& H170, 2 THHERIRABR. HAL#SEE 2009; 57 (S-2): S1-11

Clinical response of levofloxacin 500 mg qd to complicated urinary tract infection
—efficacy of 7- and 14-day administration—

Tetsuro Matsumoto”, Mitsuru Yasuda”, Soichi Arakawa”,
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Y Department of Urology, University of Occupational and Environmental Health, 1-1 Iseigaoka, Yahatanishi-ku,
Kitakyushu, Fukuoka, Japan
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Japanese patients with complicated urinary tract infection(UTI) (N = 185) were treated with 500 mg of
levofloxacin(LVFX) once daily (qd) for 7 or 14 days based on the open label method to assess LVFX dose
regimen efficacy and safety.

Clinical efficacy was evaluated based on Criteria for Evaluation of Clinical Efficacy of Antimicrobial
Agents on Urinary Tract Infection (draft fourth edition). Assessment at study completion (early evaluation)
showed overall clinical efficacy of 834% (131/157). The microbiological response (i.e., eradication) of all
causative organisms was 88.8% (215/242).

Assessment at 5-9 days after study completion (late evaluation) showed eradication (microbiological out-
come) of 60.9% (95/156) and cure (clinical outcome) of 59.6% (81,/136).

At 4-6 weeks after study completion (follow-up evaluation), eradication (microbiological outcome) was
76.9% (70/91) and cure (clinical outcome) was 73.2% (60/82).

The incidence of adverse events was 33.0% (61/185) and that of adverse drug reactions 17.8% (33/185). All
adverse drug reactions reported were mild or moderate in severity and represented known adverse LVFX
reactions.

These results suggest that 500 mg gd of LVFX shows an adequate therapeutic effect and present no sig-
nificant safety concerns in patients with complicated UTL



