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Fig. 1. Chemical structure of pazufloxacin and pazuflox-
acin mesilate.
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Table 1.  Items and schedule of laboratory tests

Item Before Day 3 Day 7 Day 14°
. Pao. @ O O o
Artenallb](')od Paco, o o O e
gas analysis oH 3 5 5 o
RBC [ ] O o [
hemoglobin [ ) O [ J [
hematocrit { ] O o ([ J
Blood studies reticulocytes O O O O
platelets [ ] O [ J [
WBC o o [ ] [ J
differential WBC count ( ® [ J {
ESR (1 hvalue) O O O O
CRP [ ] ® o [ ]
Mycoplasmal antibody (CF or [HA) O O
Cold hemagglutination O | O
Chlamydial antibody O ‘ O
CPK [ ] [ ]
Coombs’ test (direct, indirect) O O
Prothrombin time O O
Blood glucose O O O O
AST (GOT) ° o | e °
ALT (GPT) ° o e °
ALP ° o e )
Liver function bilirubin (total, direct) o O o [
LDH O O @] O
+~GTP O O O O
LAP O O O O
BUN [ ] O [ ] ( J
serum creatinine [ ] O [ J o
creatinine clearance O O O O
Renal function m Na °® Z ; ! °
K [ ] o [ J ’ ( J
Cl [ J C [ ] ( J
protein ® O o [ ]
glucose e O o (]
Urinalysis urobilinogen o O ® o
pH O O O O
sedimentation O O O O
Chest X-ray [ O o) ®
Bacteriology [ J [ J i [ ] o
@: Indispensable, O: should be performed when necessary
*Day 14 or the end of treatment
5) HEHESK 8. &F fii

HRERSBGRICAESFRP B LA, E
ULHMBLELAEDEL#T S L L ITBHREZT
WV, ZOSEK - B, KA, BE, BGOSR,
WE, #5885 & K E O EMERE S I ZOHER
Wip LIZOoWTHARICEEMICKERKT A I L L LT

6) HERESZ G HIL F I TR OERE

BB 5L E 23R T %, AAEROBRESLS
b (8T) #ofEEERMEROR R, EAL, %
5hik, 58, 508, HRL2ECOVTRRT S
Ny R Y

1) HERIEYEERIC X B HE

EERTE Y BE R [F]— fE Rk N O BELIR A & + 55 LWk L
729 2, FTROHEHBIZODWTHN - REOFHEY ZOF
ETAHIEELT.

(1) MRIEESL L ORBRE - AHHED BAERE

1. BRE, 2. HME, 3. BIEO SEMTHEL 72

(2)  BRIRAhE

Bk L OMAET R oMk s b 212, 1. &%,
2. A%y, 3. SRR, 4. WO 4BEBETHE, 72
25 HEAREE Lz, 72, HERII LT LA
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LRk L 72

(3) MR R) Y
HEREHOMEL L L ICEEFRAOMB L EE L
T, 1. % GEwRER»EILLZL 0, 723k
T BEDOAEIRASE W I LR DIRIA A GEL 4 o
b ?), 2. WA E A - EE K G E ke 92 I ATHA i
AP L7=b o, 72038 BOHEERZADRD b,
ZO-EANE L b D), 30 AL GEER L HE O R
VAR LD, WL L A7z DB LML 7
L) O 3EERETHE, x4 AW GEEBEAAH
Lo, FEEEEZROEENHO2~TLZVL D)
L7

T/, MIHEOLRKEMEEZIIBLIZTRBIIOVTX
DHHTHEET» 72,

1. HERICL > TG HIEFE R L

2. HHIZE - THRGHHEBEREDD

TG HMBESFAE LA 12, S HICAMEE
W, BT Ed &1, 10 UK WBREICL
KGR D 2 WA, i #cfUE (HBEIs &
LHIEAIER B E) o 2B THIE L.

(4) HEHR

FEARDIEEE, HAILEFES SR THHEIZL D H
BRI B B EIER, ERIRARAEAE S o F) 5 dE e J*
EBHELL, 1. BE, 2. hEE, 3. EEOIEET
Mg L7

REEEE ORI, BEOIKEE, BETERE, §F F 3,
AN G ERBLE ORHENBEGRLZ A6, 1. WS 2I
MEH 0, 2. A5AEGEHD, 3. BEFEHL212D LN
B, 4. BRBVS LV, 50 MEBEAELOS5EBTH
ETALEDLII, TAY MERAAERKICERL. KHEM
A1, 2, 3DOLDIZOVTIREIEH & LTHD o7z
(5)  ERRARA A S H 25 B

HBEEOWNREMFEE, 1. ISHIClERESH. 2.
AAMES Y, 3. MEH AL Lk, 4. Bk
b Ly, 5 MR LO 5 EBTHE L, RS
A1, 2, 3DLDIZDoCTIZERBAEM R L LT
D7z e B, BIR LA E R LT 050 DKWL,
HA AR B TP X B EEBERNZ B 5
R, R RE o] 252 L L Tir-
7z

(6) BRIELAETE

AVEIN B X OB R B AE S DA I, FEFE72 X % Z 1K
LT, 1. #=ThbD (RIEHREBIRE AL A5G0
Sz wifa), 2. IR ETH L (BIEORIER S
BRI R AR SN0, 3. RRME»H
L (PEE OGBS E D S
), 4 [EAH D (FIE O W] KRR A 95
MBH SN G O 4EBETHE, 72135, HEA
HEE L7z

(7) AR

BRI EB L OB REEE L LIS, 1. EhDTH
H, 2. fH, 3. RRHM, 4. AR LD 4 BT
Wi, Frids. HERREE L7,

2) MERSICLBWRE

NERATIE, IY FO—F—05200b & 256
OFRBERBLIUMTXBEELD LITH - BAH
5, HEFT EIHEFORE, BEEZHABLOZD
FEAENE, BRRANR, MEA R, RIEH R & 1%
WR R AE SR ORI & R, BHER S B L OH A%
WM T B EBIBLEM O E R SOV THE L, /)
RREIIBITBHE & KHEHER O FHIEIZ O
Tid, keycode FiH £ TIZWHERIHYUEMH 5 V13 iGEER
ERFATEMICHERFT L EHL, H#ED ) ZTHED
HWED—FH xR 5720

ARBEOHE L, BRMELEIEH, BRREHERE
DEBEB LV EOEIEEDOHMAEGLEN LD SN LOE
D74 (Table2) (b EJEHEL .,

3) BERAEIR - FTAB L OBRREMBOLEE DR
&

FRRFEIR - A B L CEBIRBAEIZ DT —EDH
# (Table3) (23 & DWTKL, &5 MiEH %= %
ELT, H5ME3O% THRBLO 14 AROSE
RO, WEEIZOWTIE, ZFiHICBWTHRS
BAAG H 2 & DEBYAS [IEH—1E% | £ 7213 [Batk—p]
THo72bDIIEFIPSBROTHIF L. B, XEX
WG H & LT 1R L LS L ER R
wH L LT L7

9. HLAEFORY P

GEHEL 14 HRE (28vial) ML % d o 72 EFICHE
W, ZOHIEERASEE E IR ED o UNOSEE
ZidS sl e L TED ko 72,

10.  ASERFEFIOHY $v> B X U key code D FiH

NNEEEBIUPI Y bO—5— &, BB [ #key
code DB HIZIEB O ) /2o TH#EL, 26
IR LSRR O G T 2 15729 2 THFTIZE L TORD
W EREL. ERAEREMIELTE,  TERRR
BTN T 244 K54 sl T, 1.
AGER, 2.0 bk, 3. B, 4. MBI, 5. MEBEA
HFD 5 ORI LT,

TRTCOTF—IMEESN%, T3> ba—F—itk
) key code 23FAE S /-, % B, keycode HE#HDT
— Y DOAEFEHRIZOwWTIRay bo—5—DRiEEHE
7z

11, #EH#AT

T — 5% DN L, keycode D HFIIZa Ly O —F
—E MR TN ERZTWHHRIE SN RT3 LA
2T, 32 b O—F—0fHEDL LIZEI{LE TERR
At FEHE A A THEME L 72
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Table 2.  Criteria for evaluation of usefulness
Adverse effects and Clinical efficacy
abnormal laboratory findings excellent good fair poor unknown
No very useful useful slightly useful useless unknown
mild useful useful slightly useful useless unknown
Yes moderate slightly useful slightly useful useless useless useless
severe useless useless useless useless useless
Table 3.  Grading of symptoms, signs, and laboratory findings
Symptoms, signs, and Degree
laboratory findings 1 2 3
Body temperature (C) <37 37~<38 38~<39 =39
Cough - + 2+
Volume of sputum (mL/day) - +(<10mL) | 2+ (10~<50mL) |23+ (=50mLJ
Property of sputum - M PM P
Dyspnea - + 2+
Chest pain - +
Rales - + 2+
Dehydration - +
Cyanosis - +
WBC (% 1,000/mm*) <8 8~<12 12~<20 =220
ESR(mm/h) <20 20~<40 40~ <60 =60
CRP (mg/dL) <0.5 0.5~<7.0 7.0~<12.0 =12.0

M: mucous, PM: mucopurulent, P: purulent

1) HRHNT

BRI OB R A MR T A 72012, WEEOT RET
D454 % Fisher DEHEMERFT R iEDH 5 I EHIEILE %
9 ke (LT, g RV TAHEKE LY
(M) Cr#L. 72, BREIINT 2 &S0
1222 Tid Mann-Whitney @ U #&5E & F\ 72,

2) FEEFHHEE

(1) BRE#ER, WEFeh%, BERer, AR%T

BRI RIZ DV TIE, EhstEE @G L72iEf 0%
iz a@EiT) 2 & &L, A=10% & L7z L&Y
FRIZ & BIEHHRA%E B BAKER [ 5% 12 TITV,
FERICERNEDED 90% EHEE A BT I L L L
Fzo 72720, PZFX {ESHEBEOH R HEA 90% =l 2 /-
BEE, BMROED 0% FHXH TRED -10% %
LRl TOAIEESTE L HIMT A2 & L Lz MEOH
BRFIR D 2RO S HEICE, BRSRIIOVT
DRABELITHI L E L. &b, EfictEFNEESDOE
3 & o> 1P AE R E & BT S N AIEBIEEIZ D
TOMTHLE L LTEMBL. MEFIME, Bise
28, FAKIZOVLTIRZFNZERREBEILER, Ra%,
ERRIZOWT y HE (HEAKES%) 2Tl
MO E2 1T HEVOMBERSSUTIZRS
%4 1% Fisher O EHMREE (WMD) Z2HV7.

TV AEME, WRTELE, ReE, AR
FNENOMITHRBIFUN T 5 [HE] LLE, THEL

[ZEThsd] BLO [EH] LEoElgLERL:.

(2) EEH, FERKRRABERE

AR L7-&k 912, HEER, BARMEERTLEHOF
flilzB VT, HFEBRELDORRBEHEA 1~3 LHES N
Lox FNZEFNEIEH., BRREMBEREE L L TERL
oo BIER B R, BRMBRABEEREERFIIOVWT
Fisher D EHEFFEEEFH O THEMOLEZ 1T -
oo BEKREIIWME 5% L L7z b, EREFRIIZ
NEFNORNTR BN T 2 ENERERBIE, BRgA
ERERBAGPOEGEER L.

3) BRI IE B

BIRAOFEMIEB & LT, SBREERDE, RYEEL
BB 7 &0 FEE RN BRI AR, A mRh )5t
LERRAFE, REHNBRRDE, BREOHE, 5%
W IR, K - TAB L UOBEKRREHEOMER I
DWTHHB L7z, &b, ERENERDR, MEFH
WE, BEEOBEEIZIOWTIE, CAZEICHEL TS
ELZERIOERIZOWTH N 2T o 72 MER, f
W, FRERMEE, HEHERIIH L T 2 RET IR
Fisher D ILFERGH k%, EXK - TR B X UERIKK
BEOHEBIIBTL2UEEIIH LTI URELE H W
oo B, MEOHEKEIIWMB 5% L L7

Im. #® &8 B &
1. JEGIER (Tables 4, 5)
AR R EE 203 BITH Y. FDPFRIZ PZFX
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Total no. of patients

203"

PZFX: 101
CAZ: 102

Table 4. Case distribution

No. of patients included in
the statistical analysis

PZFX: 73
——1 Clinical efficacy }—‘ 155 CAZ: 82

No. of patients excluded from

the statistical analysis

PZFX: 28

48
CAZ: 20

| No. of patients included in

the statistical analysis

PZFX: 88
A—-{ Adverse effects }— 185 CAZ: 97

No. of patients excluded from

1 the statistical analysis

PZFX: 13

18
CAZ: 5

No. of patients included in

the statistical analysis

PZFX: 84

————i Laboratory findings }— 172 CAZ: 88

No. of patients excluded from

the statistical analysis

PZFX: 17

1
3 CAZ: 14

No. of patients included in
the statistical analysis

PZFX: 87
—* Overall safety }— 177 CAZ: 90

No. of patients excluded from

the statistical analysis

PZFX: 14

2 CAZ: 12

No. of patients included in

the statistical analysis
PZFX: 75
153
‘ Usefulness }—‘ CAZ: 78

No. of patients excluded from

the statistical analysis

PZFX: 26
CAZ: 24

50

PZFX: pazufloxacin mesilate; CAZ: ceftazidime
‘The investigational drug was administered to a total of 207 patients in this study, but 4 cases were excluded from the evaluation
because of its inappropriateness for GCP (1 case) and duplicate entries for the same patients (3 cases).

TEET B (LT PZFX BF L B53) 10150, CAZBE 102  CAZ BE82 1)) & 72 o 7= NI 5 B4L L 7> 48 il (PZFX
BITd -7z

ERGtEECERIEE LES DA ZBRD KM  RIYVRES G, ERER 16, E3FMAE 16, ¥
R E LR, WATA 560 155 B (PZFX # 73 6, NEFAMEANE + > b ) — AR 1 B, EEKBERG

BF 28 B, CAZEF 20 %)) O PNRIE, 4@ 436 (F
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Table 5. Reason for incomplete cases
Category Clinical}Adverse‘Laboratory Overall No. of cases
| . Usefulness
( Reason efficacy | effects |findings| safety PZFX | CAZ

Ineligible
Inappropriate for evaluation X x x % x 1 0
Inappropriate for evaluation and deviation from entry criteria x x x x X 1 0
Serious underlying disease X x % x x 3 1
Serious underlying disease and duration of administration too short (4 x X X x x 1 0
vials)
Serious underlying disease and concomitant therapy with loop diuretic, x X * X x 0 1
and death
Serious underlying disease and discontinuation for aggravation of x x X x x 0 1
complications
Concomitant therapy with loop diuretic x x x x 2 0
Concomitant therapy with loop diuretic and deviation from entry criteria X x X x x 0 1
and discrepancy in testing days
Concomitant therapy with loop diuretic and discrepancy in testing days x x x x 1 0
Concomitant therapy with loop diuretic and not examined for some x X x X x 1 0
laboratory findings
Use of CAZ prior to the study and deviation from entry critcria * x x x X 0 1
Ineligible disease x O O O X 3 0
Ineligible disease and not examined for some laboratory findings X O x x x 0 1
Ineligible disease and discrepancy in testing days x O X x X 0 1
Deviation from entry criteria X O O O X 7 10
Deviation from entry criteria and concomitant therapy with a steroid X x x x x 1 0
Deviation from entry criteria, discontinuation for adverse effects, and x O x O O 0 1
discrepancy in testing days
Deviation from entry criteria and duration of administration too short (5 . O O O X 0 1
vials)
Deviation from entry criteria and discrepancy in testing days x O X O x 0 1
Age deviated from criteria (=80 years old) x O O O 1 0
Unclear symptoms of infection x O O O 1 0

Discontinuance
Adverse effect x O O O O 1 0
Adverse effect and discrepancy in testing days x O x O O 2 0
Concomitant therapy with steroid and not examined for some laboratory x x x * X 1 0
findings
Treatment violation
Concomitant therapy with macrolide X x x x X 1 0
Not examined for some laboratory findings O O x x x 1 2
Discrepancy in testing days O O X O O 1 0
Discrepancy in testing days O O x x x 0 3
Total 48 18 31 26 50 30 25

QO: evaluated, x: excluded
PZFX: pazufloxacin mesilate, CAZ: ceftazidime

Bl, X EBREE+ LV — 7HRAGH LG, v—7F
RAEGEM 46, V— THIRAGH+ > b)) — KR
W1, Fifb# CAZ¥%'Y5 +x >~ b ) —FEHER i 1 61,
Iy — gk 19, T b —HuERli+ OFH
BB 16, > by — SR+ EIER R 1B
RPIE AR 161, k4 B (RITER B3 B, B
FRSE BCHI B 1 60), ALiEER 1 (FHEER) Th
ole o, BEFEMAE, EMEEEE, (PHEER
OV —7HIR G % &), Hifb# CAZ %5 D&t 18
5 (PZFX B 13 fil, CAZ ¥ 5B (2o TIdLEHIZ

L COLEMiiAREL FIMT L, BIER, BRREERE,
BIEL 2, AR E0TRTOBRITT R SR L
72e

BIVE R AT R 51 185 I (PZFX B 88 i, CAZ #F
97 f5l) T, LEOEMFMABE L EOEBIZIY TN
TOMBIHRPSBEAT LI &L L7186 (PZFX B
13 B, CAZ ¥ 5 Bl) #MAIRIMIIE L7z

il IR A A 3RS IR AT of R 501% 172 ) (PZFX B 84
B, CAZ # 88 %) T, &MH RN D 18 B, FFIKMR
BEHAAR AL L CHRER ICERRESITHhR 22



474 H & 1t % # & = & M 3% JUNE 2000
57296l E 31 (PZFX #1761, CAZ & 14 %) % &% o7 (Table6).
BT R BI & L 72 4) EHEREAMOREY - TR B X OHRERM M

PR 2 AN A R P01 177 91 (PZFX Bf 87 i, CAZ
B0 ) T, IR R AL B WEAT RR L) 31 B A S El
TEM 8L 5 Bl % bR\ 72 26 Bl (PZFX B 14 B, CAZ
12 ) % @ATERIMI & L 7o

A BYEERTG R0 153 B (PZFX B 75 5], CAZ &
78 ) T o7z WA SERYEL 72 50 6] (PZFX #f 26
5, CAZ B 24 1) DMNRIE, R E AT K6 44

7 (95 20 BHIERIE L IS D0 T L M R A1),
ﬂ%%‘&”‘/‘ﬁﬁ}ﬂﬁl o6 ) (AR IHH AN 3 6, f5E

WL L 3B ThHho7z,

4s(a4ﬁ 2B\ T kil o & GFfilf & 4 51 203 51 LL AL
12, BB CARGRENEH L TS SNERH 3
% (PZFX B 2%, CAZE 16, HMEEDRE VD
HBZEEMNGE LIIERN 1H (CAZEE) - 7275
INEDEABIIOVTIIHRIEETIED - 722 FE
HRERBNZIEED RN EE L B, BB 1
DVTIE, IV hO—F—%MANERBEZIIBVT
GCP LiEBOM R LT RETHVIER L DIEHI»H
D, EEHMEMICD MR LAEEHB/) AT,
AFEB % GCP ASEGAER] & W L TEFMA R 5 130
CZEELT,

2. {5kl

B PR &h SR BT 0 G5 155 Blrh. G B VI3 ek U
NoOBHTHEEY 14 O (28vial) 25 L& h -7
FEG) 18 51 (PZFX & 7 6, CAZ B 11 6)) A LNz
ZFOHHADONFIL, PZFX B TIZEL, AL T I3EL
3 B, BZAT R - R R Rt B 1 61, sIEFH %630 2 191,
HEEHANI SO R IEOR Lk D8% 1 H., — 4,
CAZ§¥ IR, AL F S EE e, RIEHARES4

|, BRMEHBRERBLIGITH7-

3. BHAERHET

i PR A S AT 1 G490 155 B2 BT B i B0 BHE W 5
HFIZ2WTHET L7z (Tables 6~9)-

1) IRBSEZ W

SAE SLRAE (& AeRE) 44 B, Bl E O ﬁ\-éiﬁ37

o), EBEGE L2229 B, BEINTERT A5 4% 0 ki 21
B, A im0 RIE G 8 B, ﬂﬁﬁiﬁ#ﬁ@ ,/}(@2%"8
f, CFAMAMAQE LR TH 725, ok

BHEERICOVWTIIWMHEBIZCAELEYI I 2D o 72

(Table 6) -

2) MBI, FRh, RE, RGAE EAE

PERI, G, KEB L OTREEEAIEIZ BV T
MIZHERRD (2% > 72 (Table6)-

3) JLEEEE - BUHE. EATLEREE, BRI,
H5HE

LR - B REO AR, EiLFHREOLE, (FH]
EOAEB L OGS HRIBCTRMEMICAEZED

iR, g, W, MEEtEK, MR, KT, W
7, WAREIR, F7 7 —¥, HMEkE, mitfE, CRP,
Pac., Paco, (2B TIIMBHMIZAELR) 3 %ho7:
(Table 7).

5) RIEEPB X OEAIKZHE

fi ER 5 S AT 3 5 155 B, FEANZ 5 A O MK 7
SEFEHEMEINT-EA»THEI N2 IL84H
(PZFX Bf 42 51, CAZ B 42%)) Tho7-. HESIT:
W IHIE, 7T LB HE 33 bk (PZFX B 16 ¥, CAZ
H174), 77 L EYEHE 60 ¥k (PZFX & 31 #, CAZ
BE208k) @ FF93 %k (PZFX B 47 ¥k, CAZ B 46 #)
THh, REFHTHEHEL X OZONRIZBTHERH

A E &fﬁ DIzl o7 WHRIZIX, S. pneumoniae
26 Pk (PZFX # 13 ¥k, CAZ B 13 %), RVTH. influ-
enzae 22 ¥k (PZFX # 9 ¢k, CAZ & 13%%), P. aerug-
inosa 17 ¥ (PZFX # 9 ¥k, CAZ & 8 k), Moraxella
(Branhamella) catarrhalis 10 #% (PZFX B 7 #k, CAZ
BE38) THo7: (Table8).

AW EHEE XN 93 ¥k, PZFX B L Y CAZ D
MIC (10°CFU/mL) #*ill5€ L3/ H#kiZ 80 #k (PZFX
ff 40 %k, CAZBF40¥) ThHo72. PZFXHIZBW T
HEXN-EHRIZHT S PZFX @O MIC 129 XT 3.13 ug/
mLU FTHH, 0025ug/mL LT &L U1.56~3.13
ug/mL 254§ 5 WA % 7o 72. 3.13 ug/mL 2507
i L7 8 ¥k bk & U 1.56 ug/mL O 6 ¥k 5 #RiZ S.
pneumoniae T & V), MIC % il 57 L #% 7= S. pneumo-
niae 13 k& #731.56~3.13 ug/mL (254 L T 72
% B, S. pneumoniae % B < 27 HIZx T A MIC & ¥

T156ug/mLUTFTTHYN, Z0HH 16 IZHL T
1£0.05ug/mLL. FTHo7:. —h, CAZBIZIBT
TEERN-EBRIZNT A CAZ O MIC (23X T 25 ug/
mLEFTHY, 0.1~0.2ug/mL (2% { 54i L7z. 12,5
ug/mL 254D 1 ¥IE S, aureus (MSSA), %7, 25
ug/mL 2 47 #i @ 2 ¥k (X P. aeruginosa & S. aureus
(MRSA) Tho7z. Lk, EIZHSMIIBVWTHES
A —tiEA SNk -7 (Table9).

4. BEIKZHE

1) BERIKENE, HBBIEEREE

Wl A 20 R P AT oF R 490 155 L BT B BEIR ) B % BG5S
L 7z (Table 10). PZFX # 73 fl o i %iix, [E%h] 12
B, TH%h) 56 B, [ReA%h]) 26, [#%)] 36, CAZ
P82 @ Tx [F%h] 1861, 4 %) 576, [EZH] T
Bl TaH -7, HEh#% 2 PZFX B8 93.2% (68/73), CAZ
£ 915% (75/82) THhh), ML LTS EAIREN
7. BREDE (PZFX H-CAZ#) ® 90% 1ZHIXH
$-6.67%~100%TH N, AX10% L L72% 8D
PZFX #£ D CAZ #IIH ¥ 5 S MABE S T2,
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Table 6. Background of the patients
Characteristic PZFX | CAZ
Statistical analysis
No. of patients 73 82
chronic bronchitis 14 15
bronchiectasis with infection 23 21
secondary infection in bronchial asthma 3 5 ,
) . A , %% 4.050(DF=6)
Diagnosis secondary infection in pulmonary emphysema 20 17 =0.670
secondary infection in pulmonary fibrosis 2 6 Pt
secondary infection in old pulmonary tuberculosis 8 13
diffuse panbronchiolitis 3 5
male 49 61 Fis:
Sex
female 24 21 p=0.377
30~39 2 3
40~49 4 2
x’:4.856(DF=4)
Age (years) 50~59 9 4 =0.302
60~69 20 | 31 P
70~179 38 42
<40 7 15
40~ <50 29 20
50~<60 25 4
. 3 % 9.444(DF=6)
Body weight (kg) 60~<70 6 10 -0.150
70~ <80 3] 3 P
=80 1 0
unknown 2 0
ild 6
. . . o 8 y* 1.482(DF=2)
Severity of infection moderate | 65 75
p=0.477
severe 0 1
Underlying disease absent 18 23 Fis:
and/or complications present 55 59 p=0.716
1 | 57 4
Prior trfeatment absent 5 6 4 0.885(DF=2)
with present 15 15 =0.642
antimicrobial agents unknown 1 3 p=o
Concomitant absent 13 16 Fis:
drugs present 60 66 p=0.839
~3 1 2
i 4~7 16 16
Duratw.n f)ftest‘ drug : 1.135(DF =4)
administration 8~13 23 30 =0.889
(day) 14 31 | 33 P
15 2 1

Fis: Fisher’s exact probability method
PZFX: pazufloxacin mesilate, CAZ: ceftazidime

HEHRAERDE IOV THMET L7 (Table 11), 12
HREXRB LU F AMEIMEE LRI 5 A
i, WEEE D 100% T o7z T 72, BYEMEEE
DR 6t LT H PZFX # 93.9% (31/33), CAZ
#90.2% (37/41) L L HITHVAMEIRENTZ K
HIIARAE URYeRE) 12X 2 A%HEIL, PZFX # 87.0
% (20/23), CAZ ¥ 85.7% (18/21) E Hi#&H I LK
ETH -7 [ IR ORGEE), i &UE 0 R
Ye s X OBRIH VR A% O RSSO\ TORRE A RS
BT, WA mBEOAMEIIEEEIALN D,
of:o

2) TRETIZX 5 ERIMT

TR, P EIERE R, AR - AHEOH Y,
ERTLF AL OGS, BFHEOF R B L 0% 5 18/
RIERRZN R 2 #5F L7z (Table 12). %51 /4 B BR R %)
RIZBIT B 8~13 HEES SNIERBEDHHEIZ,
CAZ % 100% (30/30) T » 7= D% L PZFX B3
82.6% (19/23) TH D, WEOHMTEIIHELENAS
N7z (p=0.030). &M, PER, BEYHEEAEER), Kk
WA - GHEOF R, EaltFREEOEEYN,
KWOFEFNFERDEIZOVTIIMBEOFNRICHEE L
BRONZD o7,

3)  EEEHRMANGI 3 B ERAR AR

HERAEY G- BGAAT 3 H AN o P 23 4% 5- s h
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Table 7. Background of the patients: Initial symptoms, signs, and laboratory findings
Characteristic PZFX CAZ
Statistical analysis
No. of patients 73 82
<37 5 7
Body temperature 37~<38 42 42 x* 0.723(DF=3)
CH 38~<39 22 27 p=0.868
=39 4 6
- 1 0 B
Cough . 34 42 ¥ 1.375(DF=2)
2+ 38 40 p=0.503
+ 13 17
2+ 39 46
 1.846(DF =
Volume of sputum 3+ 11 9 x 1 8_4(? 71();‘ Y
4+ 10 9 p=0.764
unknown 0 1
PM 25 33 Fis:
Property of sputum P 48 49 p=0.507
T
| 32 41 . R
Dyspnea + 32 34 x: 0.901(DF=2)
> os 5 7 p=0.637
. - 62 74 Fis:
Chest pain 1 s p=0.337
10 14 B
Rales | + 39 38 1 0. izg (6?;_2’
‘ 2+ 24 30 p=v
. - 62 71 Fis:
Dehydration + 11 11 p=0.820
Cvanosi - 69 80 Fis:
yanosis 4 2 p=0.421
<8, 000 0 1
8,000~ <12, 000 52 48 ¥x* 3.366(DF=3)
/m’
WEC(/mm’) 12. 000~ < 20. 000 18 29 p=0.339
=20, 000 3 4
<20 9 7
20~<40 12 10 _
ESR (mm/h) 40~<60 6 g | K BA0TRESY
260 29 33 p=o
unknown 17 18
<0.5 1 | 1
0.5~<7.0 26 | 27 ,
| DF =
CRP (mg/dL/ 7.0~<12.0 19 19 | K LIRS
212.0 27 34 L
unknown 0 1
I
40~<60 10 12 |
} : 60~ <80 19 23 x' 0.231(DF=3)
Pao.(mmHg/ =80 3 4 p=0.972
unknown 41 43
<49 30 37 . - _
Paco.mmHg) =49 2 2 7 0. 2=50/ (51;371;_2
unknown 41 43 p=o

Fis: Fisher’s exact probability method

(Property of sputum) PM: mucopurulent, P: purulent

PZFX: pazufloxacin mesilate, CAZ: ceftazidime

GEMYEMIC X ) W)L HE X7 3046 (PZFX
B, CAZ B % 15 B (23§ 2 BRIR B R % Meat L 72 (Table
13). HHl#ZGF /0 X RIAKEV BN TH > 72 3 56
(PZFX B¢ 2 #5), CAZ RE 1) (2 L, PZFX B O i #i

ETEML, TAR] %160, CAZEED 16113 T4 %))
Tho oo 72, BHIZGHUHEE R B 30 Fd 14 6

(PZFX## 8 B, CAZ Bt 6 Bl) (I, HHIIX G DL-F 7
5 LRIMEERDBITH 7. ThoIZx L, PZFX ¥
G TE) 26, TH%]) 560, TER] 16, CAZ B
THER 3B, THE) 26, TEM) 16ITHY, WEEL
LALVBIDADEDBITH 7. 72, HEHEGO~
7074 FRIUAERDFIH B b T 96 (PZFX
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Table 8.  Background of the patients: Causative organisms
Treatment group
Causative organisms statistical analysis
PZFX | CAZ
Total no. of patients 73 82
no 31 40 Fis:
Isolation of causative organisms N
yes 42 42 p=0.519
S. aureus 1 0
S. aureus (MRSA) 0 1
GPC S. au‘reus (MSSA) 2 1
Sta intermedius 0 1
S. pneumoniae 13 13
Str. intermedius 0 1
subtotal 16 17
K pneumoniae 2 2
Causative organisms K oxytoca 0 1 Fis:
P. aeruginosa 9 8 p=0.830
Burkholderia sp. 0 1
A .
GNB xylosoxzdfzns 0 1
A calcoaceticus 1 0
NFGNR 1 0
H influenzae 9 13
H. parainfluenzae 2 0
M. (B.) catarrhalis 7 3
subtotal 31 29
Total 47 46
Fis: Fisher’s exact probability method
PZFX: pazufloxacin mesilate, CAZ: ceftazidime
Table 9. Susceptibility distribution of causative organisms to pazufloxacin and ceftazidime
D Treatment | No. of MIC (ug/mL) 10°CFU/mL Statistical
rug . .
group strains 1<0.025/ 0.05 | 0.1 | 0.2 | 0.39|0.78 | 1.56 | 3.13 | 6.25 | 12.5 | 25 50 | 100 |>100| analysis
PZFX 40 11 5 2 3 4 1 6 8 0 0 0 0 0 0 U: 0.545
PZFX -
CAZ 40 13 | 4 2 0 1 3 5 7 3 0| o 0 2 0 | Pp=0.586
PZFX 40 1 7 5 6 4 6 3 4 1 3 0 0 0 0 U:0.199
CAZ
CAZ 40 2 | 3 7 |10 4 5 3 1 2 1 2 0 0 0 |p=0.842
PZFX: pazufloxacin mesilate, CAZ: ceftazidime
Table 10.  Clinical efficacy
I
Treatment No. of Response Efficacy rate | o )
K - %) | Statistical analysis
group patients | gycellent | good fair poor (%
PZFX 73 12 56 2 3 68/73(93.2) |90% confidence interval of the
efficacy rate difference
(PZFX - CAZ)
CAZ 82 18 57 0 7 75/82(91.5) —6.6%~10.0%

Efficacy rate: (excellent +good)/No. of patients
PZFX: pazufloxacin mesilate, CAZ: ceftazidime
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Table 11.  Clinical efficacy by diagnosis
. . Treatment| No.of Response Efficacy L )
Diagnosis . (s Statistical analysis
group | patients |oycellent| good fair poor rate ()
PZFX 14 4 10 0 0 14/14(100)
Chronic bronchitis
CAZ 15 5 10 0 0 15/15(100)
PZFX 23 1 19 1 2 20/23(87.0) | pig:
Bronchiectasis with infection _
CAZ 21 5 13 0 3 |18/21(85.7) | P=1.000
PZFX 3 1 2 0 0 3/ 3
Secondary infection in bronchial asthma
CAZ 5 1 4 0 0 5/ 5
Secondary infection in pulmonary PZFX 20 2 16 | 1 1 18/20(90.0) | pys:
emphysema CAZ 17 2 13 0 2 |15/17(88.2) | P=1.000
Secondary infection in pulmonary PZFX 2 0 2 0 0 2/ 2
fibrosis CAZ 6 2 4 0 0o |66
Secondary infection in old pulmonary PZFX 8 3 5 0 0 8/ 8 Fis:
L CAZ 13 3 8 0 2 |11/13(84.6) | P=0.505
PZFX 3 1 2 0 0 3/ 3
Diffuse panbronchiolitis
CAZ 5 0 5 0 0 5/ 5

Fis: Fisher’s exact probability method, Efficacy rate: (excellent +good) /No. of patients

PZFX: pazufloxacin mesilate, CAZ: ceftazidime

BE3Bl, CAZEEG D) Ho72d, ThsizwLTL#
hZih2/3, 5/6 DEMETH Y, S 1BIVEHBFIT
Hotze TOMOBERHGIUREEDEN G L TdnT
nhd (%] LEOHETH -7z, Eaidk GHisEmEs)
BlekToORREIL, PZFX B, CAZE V311 86.7
% (13/15) TH o7z,

4) I I ERIR % R

g AEE S 7z 84 ) (PZFX £, CAZ B % 42
B) 123 B RS S A I ER IR %D S % #aT L 72 (Table 14)
Lo L LIEBKDE )72 8. pneumoniae AR F
B3 5 A &% 13 PZFX # 80.0% (8/10), CAZ ##
100% (11/11) Ta& - 7. % 72, P. aeruginosa ¥4l
WRIEHIZ NS B HMNFIE, ML LIZ7/8 DHET
72, S. pneumoniae MMM FIZ DOV THIE %
Tro7246%K, MEOHRIIGEEZIALON DT,
Z oM, NFGNR HAME#H 6 1 6% B < H. influen-
zae WM HIB), M. (B.) catarrhalis Bl B 1,
BEEBE B 2 &2k LTI s L 3$XT [TH%] L
LoETH -7 72, REEI L LIERSIKRT
D A7 & % 1L, PZFX £ 90.5% (38/42), CAZ B 97.6%
(41/42) TH Y, MEOHYRIHELZIALN L0
-7z

X500, iEEE LT CAZ MG HED MM S -4
BRI RGE L, #52B IR AR % #aT L 72 (Table
15). CAZ ;#Is R B 2R T o f 5h% & PZFX #f 90.6
% (29/32), CAZ # 97.4% (37/38) & % & i, [itj f#f
DAMFIAAELITAON Lo T2

5. HMIWFRI%NR

9, BREHESHEE SN 84 BB 2 MEFEH%
REWET L7 (Table 16). HFEML%F 1L PZFX ¥ 65.0
% (26/40), CAZ #90.2% (37/41) T hH, WD
HIEHALRIZEEEL A SN (p=0.014), #2REHT
ZABE, bo LIEGIA S H - 72 S. pneumoniae
HAERIB BBV TIZ PZFX BT O ((ARH] 16i%
K<) 4 BlAs [THE] SHhiCH L CAZ BEoi#id 11
Blaplhs [THE] THH, WEEIRICE W TR
BEEVALNT (p=0.008). Z Dot 7% H HiZH
T-HIEZERNRII BV T, MBEOHBELRICFEE
AN nroiz, %B, P. aeruginosa HIHE R H
H16 Bl (PZFX #, CAZB & 8B Aohsd, [
K EWMBEE DIZ4BITH -7 72, H. influenzae
HARE I 17 B (PZFX B 6 $I, CAZ % 116)) 12
BWTIE, PZFX# 6Bl 16 (R E 7213 —5H#
K1, o 5 HNE M%) THY, T/, CAZEETIZL0
BITA] 161 %BR ) B THE OB TH - 7.

ME AN EDS T4AE] OIEHIL, PZFXHETIH
(S. aureus (MSSA) H. 4 @& #% i ) 1 6, S. pneumo-
niae HHR RYH 4 B, P. aeruginosa HIHH EHH 4
Bl), CAZ#ET3 6l (N P. aeruginosa HMHE
BeBl) T orze MAFERINED [RE] THo729EH
WCDOWTEDBHIREE AL L, PZFX B TIZ 9B+ 8
Bl, CAZEETIE 3Bl 2 BIs (%) THo70 2B,
PZFX B THIR MR RAT (4L, BRRZEAS [
THo716113 S. pneumoniae Hifh 4 # H 6l TdH -
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Table 12. Clinical efficacy according to the background factors of the patients

o Treatment No. of Response | Efficacy o )
Characteristics . B Statistical analysis
group patients | oxcellent | good | fair | poor rate (%)
PZFX 49 7 39 1 2 | 46/49(93.9) | g
male _
CAZ 61 14 42 0 5 | 56/61(91.8) p=0.730
Sex
PZFX 24 5 17 1 1 | 22/24091.7) | R
female _
CAZ 21 4 15 0 2 | 19/21(90.5) p=1.000
PZFX 8 0 8 0 0 8/ 8
mild
CAZ 6 1 5 0 0 6/ 6
] PZFX 65 12 48 2 3 60/65(92.3) % 0.000(DF=1)
Severity moderate ~
CAZ 75 17 52 0 6 | 69/75(92.0) p=1.000
PZFX 0 0 0| o 0 |
severe
CAZ 1 0 0 0 1 0/ 1
PZFX 18 3 13 1 1 | 16/18(88.9) | s
Underlying absent —1.000
disease CAZ 23 4 16 0 3 | 20/23(87.0) p=1
and/or PZFX 55 9 43 | 1 2 | 52/55(94.5) | pie:
complications | present _
CAZ 59 14 41 0 4 | 55/59(93.2) p=1.000
PZFX 57 9 45 2 1 | 54/57(94.7) | pis:
absent B
Prior CAZ 64 15 44 0 5 | 59/64(92.2) p=0.721
treatment PZFX 15 3 10| 0 2 | 13/15(86.7) | pis:
with present ; =1.000
antimicrobial CAZ 15 3 10 0 2 13/15(86.7) p .
agents PZFX 1 0 1 0 0 1/ 1
unknown
CAZ 3 0 3 0 0 3/ 3
PZFX 13 4 8 1 0 | 12/13(92.3) | pis:
absent =1.000
Concomitant CAZ 16 4 10 0 2 | 14/16(87.5) p=1.
drugs PZFX 60 8 48 | 1 3 | 56/60(93.3) | pig:
present - _
CAZ 66 14 47 0 5 | 61/66(92.4) p=1.000
5 PZFX 1 1 0 0 0 1/ 1 Fis:
CAZ 2 0 1 0 1 1/ 2 p=1.000
PZFX 16 6 9 0 1 [15/16(93.8) | pys:
4~7
CAZ 16 4 7 0 5 | 11/16(68.8) p=0.172
Duration of -
test drug o1 PZFX 23 3 16 2 2 | 19/23(82.8) | pig:
administration CAZ 30 9 21 0 0 30/30(100) p=0.030
(day)
PZFX 31 2 29 0 0 | 31/31(100) Fis:
14 _
CAZ 33 5 27 0 1 | 32/33(97.0) p=1.000
PZFX 2 0 2 0 0 2/ 2
15
CAZ 1 0 1 0 0 1/ 1

Fis: Fisher’s exact probability method, Efficacy rate: (excellent +good) /No. of patients
PZFX: pazufloxacin mesilate, CAZ: ceftazidime

2o R TORBRME{LS1 PZFX # 53.3% (16/30), CAZ
X5z, RABE LT CAZBESHME RIS N/E  B89.2% (33/37) TaH Y, MEFORBEMLRIZHEE
BIOAIZRE LM F MR R 2R L7z (Table 17) A SNz (p=0.003)
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Table 13.  Clinical efficacy in non—-responders to prior treatment with other antimicrobial agents
Prior treatment with other | Treatment No. of Clinical efficacy Efficacy rate | Statistical
antimicrobial agents group patients excellent | good ! fair poor (%) analysis
PZFX 1 0 1 0 0 /1
Penicillin v
CAZ 0 0 0 0 0
PZFX | 4 1 3 0 0 4/ 4
PO
CAZ 4 2 2 0 0 4/ 4
Cephems
| PZFX 1 0 0 0 1 0/ 1
v
CAZ 1 0 0 0 1 0/ 1
Other PZFX 2 1 1 0 0 | 2/2
PO
P-lactams CAZ 1 1 0 0 0 | 171
PZFX 2 1 1 0 0 2/ 2
Quinolones PO
CAZ 1 0 1 0 0 1/ 1
PZFX 3 0 2 0 1 2/ 3
Macrolides PO
CAZ 6 0 5 0 1 5/ 6
PZFX 1 0 1 0 0 1/ 1
Others
CAZ 0 0 0 0 0
PZFX 1 0 1 0 0 1/ 1
Two antimicrobial agents
CAZ 1 0 1 0 0 1/ 1
PZFX 0 0 0 0 | 0
Unknown
CAZ 1 0 1 0 0 1/1
PZFX 15 3 10 0 2 |13/15(86.7) | pig:
Total ~
CAZ 15 10 0 2 |13/15(86.7) | P=1.000
Fis: Fisher’s exact probability method, Efficacy rate: (excellent+good)/No. of patients

PZFX: pazufloxacin mesilate, CAZ: ceftazidime

RICEEEE SN/ 3 HTNTUZDOWTHEICH
DIHEEME L7z (Table 18) . £AOHHE %L IL PZFX
7 68.9% (31/45), CAZ# 91.1% (41/45) Td 1,
WHEFRIIBOWTHHEMIIAEESALNT (p=
0.018). 7' 7 LG Tld PZFX 8 46.7% (7/15), CAZ
#100% (17/17) OWHEETHH, MBEOEBEEE
WCEBENALNT (p=0.001). —F, 77 LEHH
Tl¥ PZFX # 80.0% (24/30) , CAZ B 85.7% (24/28)
DHHEIETH )., WEHEMIZEEEAIALN L 572,
bo L L GHBEDOE N -7 S. pneumoniae 23T 5
H{H % %14, PZFX # 50.0% (6/12), CAZ % 100% (13/
13) Th o7 ROTHEHREDE D -7 H. influenzae
W2 LT, PZFX B TIZ 9 ¥k 8 #kAY [k, CAZ B
T (A 1 ¥k 2 B < 12 Rt TR THh o7
PZFX BEIZB W TS L7 WHRIE S, aureus 1 k&, S.
aureus (MSSA) 1 ¥k, S. pneumonice 6 ¥, P.
aeruginosa 5 ¥k, H. influenzae 1%k D &t 14 % Td
=72, —}, CAZ# TILP. aeruginosa 4 %kD A T b
272,

X5HIZCAZBILHDOAIZIME LHOHE A ML

7z (Table 19). ZD#R, CAZ BICHBELEEOEHE
#(3 PZFX # 60.0% (21/35) , CAZ ¥ 90.2% (37/41)
THh, LROEZEEMIIBIT DEEE A, HiEE
B THBERI A A SN (p=0.005).

6. HZEHBEHE

GBRERSG I VRS HHARAINA S R EFIL
PZFXEf 4 B, CAZEESBITH - /2. 5% HBE L
WENL T 7 LR TH D, FOMNRIE, S. aureus
(MSSA % 5\ i MRSA LHE S h7-H % &) 455
B, S. pneumoniae 7%3 f5l, Enterococcus faecalis %*
161 ToH o7, PZFX#IZB VT S. aqureus (MSSA)
HHB L2168 & 0"CAZE 2 3\ TS. qureus
(MRSA) #HH L7 10IEHARRIETH - 720 —H,
PZFX #2517 5 S. aureus (MRSA) D 2 B &
U'S. pneumoniae W MO 16), CAZBE 2 BT 58S.
aureus HWHLD 11, S. pneumoniae WD 2 B LT
E. faecalis WB O 1 HIIH KRG TH - 72, x5#%
HBIEOMBBIE I I B CTHBEMICEEZ LA SN ED
-7z (Table 20).

7. BRIRSEIR - TR B X OUBRBEEO S ERE
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Table 14. Clinical efficacy in bacteriologically documented cases
. . Treatment| No.of Clinical efficacy 1 Efficacy rate | Statistical
Causative organism . B .
group | patients | oycellent | good fair poor %) analysis
PZFX 1 0 1 0 0 1/1
S aureus
CAZ 0 0 0 0 0
PZFX 1 0 1 0 0 1/1
S. aureus (MSSA)
CAZ 1 0 1 0 0 1/1
PZFX 0 0 0 0 0
GPC |Sta. intermedius
CAZ 1 0 1 0 0 1/1
PZFX 10 3 5 0 2 8/10(80.0) | Fig:
S. pneumoniae _
CAZ 11 5 6 0 0 |11/11(100) p=0.214
PZFX 0 0 0 0 0
Str. intemedius
CAZ 1 0 1 0 0 1/1
PZFX 1 0 1 0 0 1/1
K pneumoniae
CAZ 1 1 0 0 0 1/1
PZFX 8 0 7 1 0 /8 Fis
P. aeruginosa - ~1.000
Monomicrobial CAZ 8 1 6 0 1 7/8 P
infection PZFX 0 0 0 0 0
Burkholderia sp.
CAZ 1 1 0 0 0 1/1
PZFX 0 0 0 0 0
A xylosoxidans
CAZ 1 0 1 0 0 11
GNB ) PZFX 1 1 0 0 0 1/1
A calcoaceticus
CAZ 0 0 0 0 0
PZFX 1 0 0 0 1 0/1
NFGNR
CAZ 0 0 0 0 0
PZFX 6 2 4 0 0 6/6
H. influenzae
CAZ 11 1 10 0 0 11/11(100}
PZFX 1 0 1 0 0 1/1
H. parainfluenzae
CAZ 0 0 0 0 0
PZFX 7 1 6 0 0 /7
M. (B.) catarrhalis
CAZ 3 1 2 0 0 3/3
PZFX 5 0 5 0 0 5/5
two pathogens
Polymicrobial CAZ 2 1 1 0 0 2/2
infection PZFX 0 0 0 0 0
three pathogens
CAZ 1 0 1 0 0 1/1
PZFX 42 7 31 1 3 38/42(90.5) | Fis:
Total T =
CAZ 42 11 30 0 1 |4142097.6), P70-360
Fis: Fisher’s exact probability method, Efficacy rate: (excellent + good) /No. of patients
PZFX: pazufloxacin mesilate, CAZ: ceftazidime
TR, Mk, megEE, WEEMEIK, WTUREEE, B, M IS &E < (p=0.002), MLiLfiE (14 H #%) TIL CAZ B
WMo, WASERBLOF7 /7 —¥, Mk, it DUFIED PZFX BEIZIL LA B8 Ah - 72 (p=0.038) -

BLUCRPOH#HGMIEHIINT 2K 53, 78 &
P4 HEOSEEZ LKL -
IBWT PZFX B D&KL CAZ E’(‘i(:l‘t LA

(3 H%)

(Tables 21).

o I A

Z DDA -

A b, BRI A O UGHIE L2

BRI EL3ALN D57

8.

UL

BT
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Table 15.  Clinical efficacy in bacteriologically documented cases (indications for CAZ)
. . Treatment| No.of Clinical efficacy Efficacy rate | Statistical
Causative organism . (%) .
group | patients | gycellent | good fair poor “ analysis
PZFX 1 0 1 0 0 1/ 1
S. aureus
CAZ 0 0 0 0 0
| PZFX 1 0 1 0 0 1/ 1
S. aureus (MSSA)
CAZ 1 0 1 0 0 1/ 1
| PZFX 0 0 0 0 0
| GPC |Sta intermedius T
| CAZ 1 0 | 1 0 0 1/ 1
]
PZFX 10 | 3 5 0 2 8/10(80.0) | piq:
S. pneumoniae 1 _
CAZ 11 5 | 6 0 0 |11/11(100) p=0.214
PZFX 0 0 0 0 0
Str. intermedius
Monomicrobial CAZ 1 0 1 0 0 171
infection PZFX 1 0 1 0 0 11
K pneumoniae
CAZ 1 1 0 0 0 1/ 1
PZFX 8 | 0 7 1 0 7/ 8 Fis:
P. aeruginosa {
CAZ 8 1 6 0 1 7/ 8 p=1.000
| PZFX 0 0 0 0 0
GNB |Burkholderia sp. |
CAZ 1 1 0 0 0 1/ 1
| PZFX 1 1 0 0 0 1/ 1
A calcoaceticus =
| CcAzZ 0 0 0 0 0
PZFX 6 2 4 0 0 6/ 6
H. influenzae
| CAZ 11 1 10 0 0 11/11(100)
I
T T
PZFX 4 0 4 0 | 0 4/ 4
two pathogens
Polymicrobial CAZ 2 1 1 0 0 2/ 2
infection PZFX 0 0 0 0 0
three pathogens
CAZ 1 0 1 0 0 1/ 1
PZFX 32 6 23 1 2 29/32(90.6) | pig:
Total _
CAZ 38 10 27 0 1 |37/38(97.4)| P=0.325
Fis: Fisher’s exact probability method, Efficacy rate: (excellent + good) /No. of patients
PZFX: pazufloxacin mesilate, CAZ: ceftazidime
1) EIEH RIERIZZO O h s T/, EEOERITEH

Al VE BT A 5260 185 Bleh 17 B CEIER OB A A
SN 7z (Table22). Z D% B HE I PZFX 8 6.8% (6/
88), CAZ B 11.3% (11/97) THhV, MEEMIZH &£
A SN ol PZFX BEIZBUT HRIEHOWRIZ,
MBERD - B EREE, EHEFS1L6, 7L F
—JERD LN 2 B, HILTERDO FHIA1H, 20
MERN LI TH 7. O LB EHEE L
ut}é%ﬁuxfﬂtafuf~+%ﬁ»éﬂ%WWTUﬁcf_b
IE LD HRTH LA, B THRIZHELTSE
O, LB o7 NI ZIIALNRD &
I 7 CPK OB L AEHSERFIH TEILA 2, £/
L EOh b o2 2 kD SEIER S Btk
WbEE L /. PZFX EHEIIB VT, ZoMMHE L

CHLNT, HBRELOREERIIBCTH HLHMIE
Mird ] LHEIN-LDL hr o7, —F, CAZ
HOWNRIE, MRERODTH1E, 7LLVF—IE
KDL 3B, BEFEAH1H, HILFERD TH
HaBl, FOMEE, FEIAEIBTHo7. TLIV
F—IER EFALBIERD B 4B & Lo 225, B
NOERITXTHEMDOERTH 7. BHICHLT
13, ¥4 3 HigA FRESRFAT IR L, B3 EF
FEFEERBLOZOHOEROBEA A SN, E
KOIZHERBE bR 2o FmE EH SN, BE
I hFEFTYIFREDRRL % ERAFAHTH
2722 ENG, HEELONEMRI - SABEDD ]
LHE SN, AGERIE, 5P 2H% L ) IEN
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Table 16. Bacteriological response classified by causative organisms

Bacteriological response
Causative organism Treatment N?‘Of decreased or Elimination Statisti?al
group | patients lgliminated| partially unchanged) unknown | Tate(%) analysis
eliminated
PZFX 1 0 1 0 0 0/ 1
S. aureus
CAZ 0 0 0 0 0
PZFX 1 0 0 1 0 0/ 1 Fis:
S. aureus (MSSA)
CAZ 1 1 o | o0 0 1/ 1 p=1.000
PZFX 0 0 0 0 0
GPC |Sta. intermedius
CAZ 1 1 0 0 0 1/ 1
PZFX 10 4 1 4 1 | 49 Fis:
S. pneumoniae
CAZ 11 11 0 0 0 |11/11(100) p=0.008
PZFX 0 0 0 | 0 0
Str. intermedius
CAZ 1 1 0 0 0 1/ 1
PZFX 1 1 0 0 0 1/ 1
K. pneumoniae
CAZ 1 1 0 0 0 1/ 1
PZFX 8 4 0 4 0 |48 Fis
P aeruginosa —1.000
Monomicrobial CAZ 8 4 1 3 0 4/ 8 pT
infection PZFX 0 0 0 0 0
Burkholderia sp.
CAZ 1 1 0 0 0 1/ 1
PZFX 0 0 0 0 0
A xylosoxidans
CAZ 1 1 0 0 0 1/ 1
GNB ) PZFX 1 0 0 0 1
A. calcoaceticus
CAZ 0 0 0 0 0
PZFX 1 1 0 0 0 1/ 1
NFGNR
CAZ 0 0 0 0 0
PZFX 6 5 1o o |56 Fis:
H. influenzae _
CAZ 11 10 o | 0 1 |10/10(100) | P=0.375
PZFX 1 1 0 | 0 0 1/ 1
H parainfluenzae :
CAZ 0 0 0 | 0 0
PZFX 7 7 0 | 0 0 77
M. (B.) catarrhalis 1
CAZ 3 3 o | o 0 3/ 3
PZFX 5 3 2 0 o |35 Fis:
two pathogens B _
Polymicrobial CAZ 2 2 0 | 0 0 2/ 2 p=1.000
infection PZFX 0 0 0 ‘ 0 0
three pathogens
CAZ 1 1 0 0 0 1/ 1
PZFX 42 26 5 |9 2 |26/40(65.0) | X 6.076
Total T - (DF=1)
CAZ 42 37 1 3 1 37/41190. 2) p=0.014

Fis: Fisher’s exact probability method, Elimination rate: eliminated/No. of patients (excluding unknown data)
PZFX: pazufloxacin mesilate, CAZ: ceftazidime

Zooh, UBEEBRIE o7 CAZEIIBWTE  IJHER USoFERIE, wind ®E3&2:EMUNIC
BLABRLEREOL DI R, REMES AL BHEL T I L 2MEAL TV 5.
Mtk h | LHEENZDDLeh o7 2)  BRIRAMEIERE

B, CAZBTREHLEE (UNEE: B8 HiZ g R R AL {18 3% TR AT X R B 172 e 36 B3R A &



484 0ok fb % #6 ik % & M & JUNE 2000
Table 17. Bacteriological response classified by causative organisms (indications for CAZ)
Bacteriological response
Causative organism Treatment N?.of decreased or E]lmmz:tlon Statlstu‘:al
group | patients \oliminated| partially junchanged unknown rate(%) analysis
eliminated
T
: | PZFX 1 0 1 0 0 0/ 1
S. aureus
| CAZ 0 0 0 0 0
§ PZFX 1 0 0 1 0 0/ 1 Fis:
IS, aureus 'MSSA/ B
CAZ 1 1 0 0 0 11 p=1.000
‘ | PZFX 0 0 0 0 0
| GPC |Sta. intermedius
| | CAZ 1 1 0 0 0 1/ 1
i ‘ PZFX 10 4 1 4 1 49 Fis:
|S. pneumoniae _
| | CAZ 11 11 0 0 0 | 11/11(100, | P=0-008
| i PZFX 0 0 0 0 0
| !Str, intermedius
]
Monomicrobial CAZ 1 1 0 0 0 /1
infection PZFX 1 1 0 0 0 U1
|K pneumoniae
CAZ 1 1 0 0 0 1/ 1
It
| PZFX 8 4 0 4 0 4/ 8 Fis:
|P. aeruginosa ' - B
| CAZ 8 4 1 3 | 0 4/ 8 p=1.000
‘ PZFX 0 0 0 0 0
GNB |Burkholderia sp.
i CAZ 1 1 o | o o0 /1
PZFX 1 0 o | o | 1
A calcoaceticus
‘ CAZ 0 0 o | o0 0
PZFX 6 5 1 | 0 0 5/ 6 Fis:
|H. influenzae _ -
| CAZ 11 10 0 0 1 |10/10(100) | P=0.375
i I
g PZFX 4 2 2 0 0 |24 Fis:
‘ two pathogens =0. 467
Polymicrobial CAZ 2 2 0 0 0 2/ 2 p=0.
infection | PZFX 0 0 0 0 0 |
three pathogens f
CAZ 1 1 0 0 0 1 1/1
PZFX 32 6 5 9 2 |16/30(53.3) | X7 9:092
Total T (DF=1/
CAZ 38 33 i 1 3 1 33/37189.2) p=0.003

Fis:Fisher’s exact probability method, Elimination rate: eliminated/No. of patients ‘excluding unknown data/

PZFX: pazufloxacin mesilate, CAZ: ceftazidime

R B DN - E L8 A58 5 172 (Table 23) -

F DB HEL PZFX # 14.3% (12/84), CAZ # 27.3%
(24/88) Ta H, PZFX DB 4L H CAZ BEIZH~A
BAIT& A 5 72 (p=0.041) . F BRI RS L, W)
BEL LIk % L AST, ALT R D MNF Y AT
IF—F¥DOEHTHY, T PZFX KIZIL L CAZ
Biz%h ot B, WEHLLIZEEDL VMM L 2
L) iAo NT, GEEE L OWRIES TH S
HPIEEHY ] EENLDL o TRSEEKR
A4l B e B 36 Bl 31 iz D VT, &5 %H 5D
VIBHRA AT XD B D A X BRI AL X 1
Twh. 7, Y05z TIE, $hE, BHH

BRFEMZ S L DLBIERZ SR TRV, Fhb
DEFHOREZEZ TR LMEE T 21300 TiE AW
EEZOLN, FRENEIERLALR TV 2w,

B, V-THREFHOBHIZL ) EREEHREE
DIAFT A RA SBRYLE 7 - 72 1] (PZFX #f) TifMEik
D% 75, HEBEREEEORBIZL )BT BRI Sh
714 (CAZ#) TLDH® LA, $7/-, #5#%72
HOREMMEBRO - D@ H Sk 37 1 6] (CAZ
) BV TASTBLUALT D FAMED LN
EEELTBLC

3) BRiGEH

AEN B L UBEKBAMREOLAE, BEL 2L L
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Table 18. Elimination rate of causative organisms
. . Treatment No. of Bacteriological response Elimination rate Statistical
Causative organism . ) '
group strains | eliminated| persisted | unknown (%) analysis
PZFX 1 0 1 0 0/ 1
S. aureus
CAZ 0 0 0 0
PZFX 0 0 0 0
S. aureus (MRSA)
CAZ 1 1 0 0 1/ 1
PZFX 2 1 1 0 1/ 2
S. aureus (MSSA)
CAZ 1 1 0 0 1/ 1
GPC
PZFX 0 0 0 0
Sta. intermedius
CAZ 1 1 0 0 1/ 1
PZFX 13 6 6 | 1 6/12(50.0)
S. pneumoniae
CAZ 13 13 0 13/13(100)
PZFX 0 0 0 0
Str. intermedius
CAZ 1 1 0 0 1/ 1
PZFX 16 7 8 1 7/15(46.7) | pia:
Subtotal _
CAZ 17 17 0 0 17/17(100) p=0.001
PZFX 2 2 0 0 2/ 2
K pneumoniae
CAZ 2 2 0 0 2/ 2
PZFX 0 0 0 0
K oxytoca
CAZ 1 1 0 0 1/ 1
PZFX 9 4 5 0 4/ 9
P. aeruginosa
CAZ 8 4 4 0 4/ 8
PZFX 0 0 0 0
Burkholderia sp.
CAZ 1 1 0 0 1/ 1
PZFX 0 0 0 0
A xylosoxidans
CAZ 1 1 0 0 1/ 1
GNB
PZFX 1 0 0 1
A calcoaceticus
CAZ 0 0 0 0
PZFX 1 1 o | 0 /1
NFGNR
CAZ 0 0 0 0
PZFX 9 8 1 0 8/ 9
H influenzae
CAZ 13 12 0 1 12/12(100)
PZFX 2 2 0 0 2/ 2
H. parainfluenzae
CAZ 0 0 0 0
PZFX 7 7 0 0 7/
M. (B.) catarrhalis
CAZ 3 3 0 0 3/ 3
PZFX 31 24 6 1 24/30(80.0) Fis:
Subtotal
CAZ 29 24 4 1 24/28(85.7) p=0.732
PZFX 47 31 14 2 |81/45(68.9 |5 625(DF=1)
Total o
CAZ 46 41 4| 1 41/45(91.1) p=0.018

Fis: Fisher’s exact probability method, Elimination rate: eliminated/No. of strains (excluding unknown data)

PZFX: pazufloxacin mesilate, CAZ: ceftazidime
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Table 19. Elimination rate of causative organisms (indications for CAZ)
. . Treatment No. of Bacteriological response Elimination rate Statistical
Causative organism . ) lysi
group strains  |¢liminated| persisted | unknown o) analysis
PZFX 1 0 1 0 0/ 1
|'S. aureus
l caz 0 0 0 0
PZFX 0 0 0 0
'S, aureus 'MRSA)
CAZ 1 1 0 0 1/ 1
PZFX 2 1 1 0 1/ 2
S. aureus '(MSSA)
CAZ 1 1 0 0 1/ 1
GPC
PZFX 0 0 0 0
Sta. intermedius
CAZ 1 1 0 0 1/1
“ PZFX 13 6 6 1 6/12(50.0)
S. pneumoniae
CAZ 13 13 0 0 13/13(100)
PZFX 0 0 0 0
Str. intermedius
CAZ 1 1 0 1/ 1
PZFX 16 7 8 1 7/15(46.7) | pis:
Subtotal B
cAZ 17 17 0 0 17/17(100) p=0.001
PZFX 2 2 0 0 2/ 2
K pneumoniae
CAZ 2 2 0 0 2/ 2
PZFX 0 0 0 0
K oxytoca
CAZ 1 1 0 0 1/1
PZFX 9 4 5 0 4/ 9
P. aeruginosa
GNB CAZ 8 4 4 0 4/ 8
PZFX 0 0 0 0
Burkholderia sp.
CAZ 1 1 0 0 1/ 1
PZFX 1 0 0 1
| A calcoaceticus
; CAZ 0 0 0 0
? PZFX 9 8 1 0 8/ 9
H influenzae
CAZ 13 12 0 1 12/12(100)
PZFX 21 14 6 1 14/20(70.0) Fis:
Subtotal
CAZ 25 20 4 1 20/24(83.3) p=0.472
Total PZFX 321 14 2 |21/35060.00 | ,.7 955(DF=1)
I
CAZ 42 .37 4 1 37/41(90.2) p=0.005

Fis: Fisher’s exact probability method, Elimination rate: eliminated/No. of strains (excluding unknown data)

PZFX: pazufloxacin mesilate, CAZ: ceftazidime

VZHE L8RS 2 2 FE\Z DV THIET L 72 (Table 24) . Ml 15 %,

Bi5% £F{ﬁ#¥)’rﬁ%‘<% 177 Bl 127 B2 [RETH 5 | LI8HITH - 7=

LEFl X7z Dae#IL PZFX B 79.3%(69/87), CAZ  75), CAZ BT 80.8%

#64.4%7 (58/90) TdH 0. PIFXHE DK XA CAZ HElEALNhh o7,

BICH~NFEIIED o7 (p=0.042). 10. M RHEBEEGIBIT L BT
9. AHM% BEIR B R DN SIS Bl D 2B % Kzt 5
A RVE T I G050 153 B2 BT 5 A k% B Et L 7 72912, 1BYERGE Y &

(Table 25). PZFX B 75 Tix, (2 b oo THHL 11 #BIMOIZEKRZ R IZ OV THHT %1757 (Table 26).

B, THH] 548, T4 M) 46, THRERL] 54, RV 5 Bl 2 Bk < 198 B (PZFX B 98 fi,

CHEATE

11, £7: CAZ # 78 I Tig,

(ZhoOTH

[HH] 486, (R HEH] 74, [HEML
A H #2 PZFX B T 86.7% (65/
(63/78) ThHh, MEMICAEE

100 ) % AT RGIE L 7258,

SH SN 2R R RE L

DT NHEAREE]
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Table 20. Organisms appearing after treatment
No. of strains
Isolates Statistical analysis
PZFX CAZ
No. of patients 73 82
S. aureus (MRSA) 0 1
GPC
S. aureus (MSSA) 1 0
Superinfection
subtotal 1 1
incidence (%) 1/73(1.4) 1/82(1.2) Fis: p=1.000
S. aureus 0 1
S. aureus (MRSA) 2 0
GPC
Microbial S. pneumoniae 1 2
substitution E. faecalis 0 1
subtotal 3 4
incidence (%) 3/73(4.1) 4/82(4.9) Fis: p=1.000
Total 4 5
Incidence (%) 4/73(5.5) 5/82(6.1) Fis: p=1.000

Fis: Fisher’s exact probability method

Incidence: No. of patients in whom organisms appeared/No. of patients

PZFX: pazufloxacin mesilate, CAZ: ceftazidime

EENTEBIH T 126 (PZFX B 9 B, CAZ B
3B Aoz, HIEAFERIL PZFX BEIZLH - 7295,
N GHEARRES ST RIIEOI-ARFEIX, PZFX
# 81.6% (80/98), CAZ % 86.0% (86/100) T & -
oo BFEDZE (PZFX BE—CAZ BE) D 90% EHX
£-14.0%~52% TH D, A2 10% & L7 & D
PZFXBED CAZBIZH T AL MARIAT A LIET
otz MBROEMEIEEIES LIFEIZDOWT
DREREEL T2 NS, v MY —FERE, 3%
BRBEELR EOBAIZ L) BRI RO A 6 BRoL S
NI TR B2 BLIIL TR I EATRE
hrz,
. = =

Za—F 0 RPUEEIIRLGIEANRS PV LR
WIENER A A L, 2 oRG2HEBERITHLRT. AR
MOMHAEOEME*Z 2 56, EFERTAILICX
D, BiE, BEMRIGEEE, MRIMEAEENOEHE,
HEVEBRORGFRELRBEL LOERIZBVTEH
KHEREP BT OIOEEZONZFOREPEIN T
2o LBLADS, ZORBEIIHIzo TUILEHIINT
LIRELH 72 L, RIETOEIIIEEEIEIZ
ELTERTW DLV LI,

PZFX {4313, Bh-BRMEB LS VLEEZ
HHMLLTAR S o2 —F /0 vV RIIRETH 5,
CHETOMKRREBICBOTHEL TXEEIERHIEAS
NTwhv, 72, BRETHRRIIBVLT, VAN
NHERE L%, BHETPREEEO KB L TE

BREFREINTED, MRBRRERICHEENEE LHE
TH5E)EBIINLCOBERICEPHFESISN, &
[\, PZFX 7E4F3E 1,000 mg (532) D18 K 8 5K 3 i
T2 A, Bt s AN BFBIICTMT
HIERHEHMEL, CAZ 2,000mg (52) #xHBEE &
L7-EELE DML 2B ERBEL ERL
720

FEHEETHE % B BT L CER S NER DA % B

RN ROBH A RBEIE L TR Lz, D720, HBEF
XTRBY 203 B 48 BIDSENTH REAFIE o720 Th
SERABID 40% (19/48) 3> MY —H#EDH L H
M2k %2 8,000/mm* L L% iR Lo 72 EF TH -
720

WEOBEFERRTFIZOVTIX, WTFROEHIIBW
THRYDBAON Loz Z Enb, ERINIERHO
EHIHBRRBOTRE LTHEDTHL EEZ SN,

5 R %0 R AT 5 52450 155 B B B 3% 13 PZFX
# 93.2% (68/73) , CAZ B 91.5% (75/82) TH » 7=
BRI EN & 172 cefoselis (CFSL) '3 X UF cefozo-
pran (CZOP)" D %I B ERIZ, HEMIZTE L L TH
SEOBMRERIFESNRE B - 2 RBTH 505, *F

e L7 CAZEHOAENRIIFNFN 89.7% (61/68),
88.3% (106/120) TH hH, RAERIZBIT 5 CAZED
BNE IS IRY BB EEZL SN, SO

IZBWT, PZFX BEDOH M 93.2% 13 CAZ B ORH &
HARTH o7z Hmldnrorz,
FEHVOMELE B & L, B % (PZFX # - CAZ
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Table 21.  Changes in symptoms, signs, and laboratory findings

.. Treatment| No.of Improved Unchanged Aggravated Improvement | Statistical
Clinical parameter |Days group qpatients 3 p2= B 0 £ 1 gg‘i? -3° fate (%) analysis
5 |_PZFX 70 1 9 40 18 2 0 0 [50/70(71.4) | U:1.429

- CAZ 76 3 17 38 15 3 0 0 |58/76(76.3) | p=0.153

Body temperature 7 |PZFX 63 3 15 40 5 0 0 0 |58/63(92.1) | U:0.139
CAZ 68 5 16 38 7 2 0 0 [59/68(86.8) | p=0.890

14 |_PZFX 32 1 13 18 0 0 0 0 [32/32(100) | U:1.129

CAZ 32 2 9 17 4 0 0 0 [28/32(87.5) | p=0.259

5 | _PZFX 72 0 2 29 41 0 0 0 |31/72(43.1) | U-1.105

CAZ 82 0 1 28 52 1 0 0 |29/82(35.4) | p=0.269

Cough ; [ _PZFX 67 0 14 39 14 0 0 0 |53/67(79.1) | U:1.708
CAZ 75 0 9 43 23 0 0 0 [52/75(69.3) | p=0.088

14 |_PZFX 33 0 11 19 3 0 0 0 [30/33(90.9) | U:0.449

CAZ 34 0 12 15 7 0 0 0 [27/34(79.4) | p=0.654

3 |_PZFX 73 0 3 30 38 1 1 0 [33/73(45.2) | U:0.431

CAZ 81 0 2 32 45 2 0 0 [34/81(42.0) | p=0.667

Volume of - | _PZFX 68 0 10 33 23 2 0 0 [43/68(63.2) | U:0.053
sputum CAZ 74 1 10 35 26 2 0 0 [46/74(62.2) | p=0.958
14 |_PZFX 33 0 10 16 7 0 0 0 |26/33(78.8) | U:0.633

CAZ 34 1 8 15 9 1 0 0 [24/34(70.6) | p=0.527

5 | _PZFX 70 0 4 37 29 0 0 0 [41/70(58.5) | U:0.455

CAZ 79 0 3 41 35 0 0 0 [44/79(55.7) | p=0.649

PZFX 62 0 16 37 9 0 0 0 [53/62(85.5) | U:0.985

Property of sputum | 7 —5)7 60 0 25 23 12 0 0 0| 48/60(80.0) | p=0.325
14 |_PZFX 27 0 13 11 3 0 0 0 [24/27(88.9) | U:0.030

CAZ 25 0 12 10 3 0 0 0 [22/25(88.0) | p=0.976

3 |_PZFX 42 0 2 28 11 1 0 0 [30/42(71.4) | U:3.125

CAZ 41 0 0 15 26 0 0 0 [15/41(36.6) | p=0.002

PZFX 38 0 3 32 3 0 0 0 [35/38(92.1) | U-1.532

Dyspnea T T caz 35 0 3 23 9 0 0 0 | 26/35(74.3) | p=0.126
14 |_PZFX 18 0 1 16 1 0 0 0 [17/18(94.4) | U-1.309

CAZ 19 0 2 11 6 0 0 0 [13/19(68.4) | p=0.190

3 _PZFX 11 0 0 7 4 0 0 0 7/11(63.6) | U:0.530

CAZ 8 0 0 4 4 0 0 0 4/ 8 p=0.596

. PZFX 9 0 0 8 1 0 0 0 8/ 9 U:0.612

Chest pain " caz 9 0 0 7 1 1 0 0 | 7/ 9 p=0.540
14 PZFX 3 0 0 3 0 0 0 0 3/ 3 U: 0. 000

CAZ 2 0 0 2 0 0 0 0 2/ 2 p=1.000

5 |_PZFX 63 0 1 28 34 0 0 0 [29/63(46.0) | U-1.395

CAZ 68 0 4 18 46 0 0 0 [22/68(32.4) | p=0.185

Rales . | _PZFX 58 0 6 40 12 0 0 0 [46/58(79.3) | U:0.035
CAZ 62 0 8 40 14 0 0 0 [48/62(77.4) | p=0.972

14 |_PZFX 27 0 2 22 3 0 0 0 ]24/27(88.9) | U:0.760

CAZ 29 0 6 19 4 0 0 0 [25/29(86.2) | p=0.447

5 |_PZFX 11 0 0 11 0 0 0 0 [11/11(100) | U:0.909

CAZ 11 0 0 10 1 0 0 0 [10/11(90.9) | p=0.363

. PZFX 10 0 0 10 0 0 0 0 [10/10(100) | U:0.000
Dehydration 7 CAZ 10 0 0 10 0 0 0 0 10/10(100) p=1.000
14 |_PZEX 5 0 0 5 0 0 0 0 5/ 5 U: 0. 000

CAZ 7 0 0 7 0 0 0 0 7/ 7 p=1.000

5 |_PZFX 4 0 0 4 0 0 0 0 4/ 4 U: 0. 000

CAZ 2 0 0 2 0 0 0 0 2/ 2 p=1.000

. PZFX 4 0 0 4 0 0 0 0 4/ 4 U: 0.000
Cyanosis " [caz 1 0 0 1 0 0 0 0 | 1/1 p=1.000
14 _PZFX 2 0 0 2 0 0 0 0 2/ 2 U: 0.000

CAZ 0 0 0 0 0 0 0 0 p=1.000

;3 |_PZFX 69 3 13 44 8 1 0 0 [60/69(87.0) | U-1.324

CAZ 80 0 16 46 15 3 0 0 [62/80(77.5) | p=0.185

WBC ; | _PZFX 65 3 12 47 3 0 0 0 162/65(95.4) | U:0.774
SZ?ZX ;g 2 20 48 1 2 0 0 170/73(95.9) | p=0.439

1 6 21 5 0 0 | 0 [28/33(84.8) | U:0.226

14 Az 31 1 5 2 | 3 0 0 0 [ 98/311903 | p=0.821

5 |_PZFX 33 0 0 1 |23 7 1 1 1/33(3.0) | U-1.205

PEZZAF%( gg 8 (1) 5 32 8 0 0 5/36(13.9) | p=0.228

: 7 : 5 0 1 8/37(21.6) | U:1.247

ESR 7 PCZAFZX ;g 8 (2) 12 | 24 2 1 0 112/39(30.8) | p=0.213

9 | 9 3 1 0 9/22(40.9) | U-2.078

M caz 20 1 7 3 1 8 1 0 0 |11/20155.0, | p=0.038

3 PZFX 66 0 12 21 30 3 0 0 33/66(50.0) | U:0.024

IEZ?ZX Zsi tl) ;é_i 33 34 5 |0 0 [39/78(50.0) | p=0.981

7 ) 8 1 0 0 55/64(85.9) | U:0.042

CRP CAZ 2 5 24 11 1 o 0 160/7283.3) | p=0.966

14 |PZEX 30 | 6 12 | 9 3 0 0 | 0 [27/30090.0) | U:0.748

CAZ 32 | 5 11 12 4 0 0 0 128/32(87.5 | p=0.454

Improvement rate: Improved/No. of patients

PZFX: pazufloxacin mesilate, CAZ: ceftazidime
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Table 22. Adverse effects

Treatment group
Statistical analysis
PZFX CAZ
Total no. of patients evaluated 88 97
Fis:
No. of patients with adverse effects ) 6 ) 11 p=0.319
[incidence%] (6.8] [11.3]
severity” mild |moderate| mild |moderate

dizziness 0 0 1 0

consciousness disturbance transient 0 1 0 0

headache 1 0 0 0
Symptoms and signs | rash 0 2 1 2

redness facial 0 0 1 0

diarrhea 0 1 2 2

pyrexia 0 1 0 1

skeletal pain 0 0 0 1

Fis: Fisher’s exact probability method
PZFX: pazufloxacin mesilate, CAZ: ceftazidime
"No severe adverse effects were observed

Table 23.  Abnormal laboratory findings

Treatment group
Statistical analysis
PZFX CAZ
Total no. of patients evaluated 84 88
Fis:
No. of patients with abnormal laboratory findings 12 24 p=0.041
lincidence% )] [14.3] [27.3]
WBC | 0 1
Eosino. t 3 4
CPKt 0 1
AST t 1 3
ALT t 1 3
v-GTP t 1 0
LDH t 1 1
Eosino. 1,CPK 1 1 0
p " Eosino. 1 ,AST t 0 1
Arameter | ASTt,ALTt 1 5
ASTt,ALP? 1 0
ALTt,ALP? 1 0
Eosino. 1 ,ASTt ,ALT 1 0 1
ASTt,ALT?t,ALPt 0 1
ASTt,ALTt.Cl! 0 1
RBC ! ,Hb !, Ht!,Eosino. 1 0 1
ASTt,ALT 1 ,ALPt,y-GTP 1t 0 1
ASTt,ALTt.ALPt.v-GTP 1t ,LAPt 1 0
Fis: Fisher’s exact probability method
PZFX: pazufloxacin mesilate, CAZ: ceftazidime
Table 24. Overall safety
Results
Treatment No. of Safety rate Statistical
group patients safe virtually less not (%) analysis
safe safe safe
PZFX 87 69 13 5 0 69/87(79.3) 7% 4.118 (DF=1)
CAZ 90 58 24 8 0 58/90(64. 4) p=0.042

Safety rate: safe/No. of patients
PZFX: pazufloxacin mesilate, CAZ: ceftazidime
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Table 25. Usefulness
Results Usefulness .
Treatment No. of Statistical
. very slightly rate analysis
group patients useful useless unknown (%) Y
useful useful 4

PZFX 75 11 54 4 5 1 65/75(86.7) 0. 589(DF=1)

CAZ 78 15 48 7 8 0  63/78(80.8) p=0.443

Usefulness rate: (very useful + useful) /No. of patients
PZFZ: pazufloxacin mesilate, CAZ: ceftazidime

Table 26.  Clinical efficacy (all patients with chronic respiratory tract infection)
Response Effi t
Treatment N(.)' of Cicy rate Statistical analysis

group patients | excellent | good | fair | poor | unknown (%)

PZFX 98 14 66 2 7 9 80/98 907 confidence interval of the
(81.6) efficacy rate difference
86/100 (PZFX - CAZ)

CAZ 100 20 66 1| 10 3 (86.0) —14.0%~5.2%

Efficacy rate: (excellent + good) /No. of patients
PZFX: pazufloxacin mesilate, CAZ: ceftazidime

) O90% EHEEMEER L/-#R FOEBEXBIZ
-6.6%~100% THH, DO LHHA%10% & L
72356 D PZFX # 0 CAZ B 25t A IS MDA T X
725

REBIERDRIZBNT, BERKELZRIIHTLED
RIIPZFX B, CAZE VTN b 100%, BUHITFRSE
B REGZx LT PZFX 8 93.9%(31/33), CAZ
£ 90.2% (37/41) THhH, WMEE L LB VEPHRHIR X
iz, F7z, SRAOFRIZIZ T AN S LR (K
BAER - TROMBMEL BHEES) &7, Witk
HIZE2BPIERBITH o7 RERBIZEL TE, —#EEK
HE 2B VT L PZFX F41% 1,000 mg (5 2) %50
WZHERRE L o2 DD 6 FEBIIZBVTHYT
HoT-MBENREINT WS,

EHEZ GG 3 HUNIBOMEENEZS s h
R & HIE S/ 30 FEBI (PZFX #, CAZ BE% 15 #))
T AERIRS R 2t U4 %, PZFX B, CAZ M
EbH1286.7% (13/15) DEMETH 7. 72 %
MEER LD -T2 5 LRRHENERIES ShiE
MTHoIERD L) -7 PZFX B, CAZEL LI
A7 2 LRIEEENG O 1F, <2054 F
FHEEREDGIO 1 L TIRER TH o 7255, #
DD F 7 0 RIUEE RSB % & T A A% 5 x5 15
M LTIETXRT (%] LEoRETH -7, f-3
75 LRIEEEBIA LT, PZFX B 8 fidh 7 7
REMTHY., T/, F/O0 U RREEREDFICH LT
CAZHDO1BIIENTH 7 WL DL HHBIEHIC
i LTIR7:86.7% L\ ) HRE L, WAOHFHNES =
LIZLZFTHLDOTHA ).

RABTRIBEINAEEBEL LTIES. preumoniae
AbokbH L, BMAREMIIBITS 21 KBIUHE
BAREFIZBTHRHE SN -5z EbE s LEL
HEFD 28.0% (26/93) % L7z, ZTOMEREE L
T% H » 72 DX H influenzae 23.7% (22/93), P.
aeruginosa 18.3% (17/93) , M. (B.) catarrhalis 10.8
% (10/93) THY, ZO4HETEEKOH 8L * LD
7z. S. pneumoniae, H. influenzae DWMHENETFE
of2bDD, TN TEBSN TV LB LEERRE
ERRELEFHAREEOLSERB O IZBIT A4
BOAREBBOGR—EHL TV,

AKRAEE% B U, S. pneumoniae \ZB L Tit PZFX B
T 13 #kh 6 #kAY [FriE) Thorzo T HBREHF
INZ#D 572 6 BIOBERR B, TE%]) 16, [H%)
461, [ 16ITHY, BHEIL1EIBES, B
DHREBRARICEELS A SN, 22T, EIES
L7222 b 5 THRKMEDS [H5) LEThote
S. pneumoniae MM FI 5 FID BEE BB L O HEKRZEA
BT 2HBICOWT, HOEELEBRDEAIAEBLT
WO S, pneumoniae MM Lt L 1At BED
RO BRIEROUFICE T 2 —E0Em 4 £ %
RT3 TE ot T2, TALDERIZBWL
TG HIZ 558 SN/ S. pneumoniae V2314 5 PZFX
O MIC {813, 1.56 ug/mL, 3.13 ug/mL % 3% Td
D MBI L IR AR R L R EA B L
TR BCTHBE SN E MO LD S e ho
7z. PZFX ¥4+ % @ 500 mg 30 43+ 4 i $% 5 b5 o W&
HIREE 2 E L 745 R, 3.1~6.2ug/g Th -7 L Bk
INTVLD, ZOHEDAEEETIIRE L THETH
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272bDELEZ LN, TD LI %S pneumoniae
BRHEBNZ 51T 2 HEREIRN R & BIRFIROA—5IZD
WTi, CPFX* A I LT TIZHESINL TV LD
Za—F /0 Y RREEDBRIKT— 5BV THEL
RENTwb, TOARA—HOHBIZONTIE, RiED,

L) —4DS. pneumoniae (X T AMEIIIRZT B D
HETWERYETHY, ZOMOERNELEFROES L HIT
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Clinical evaluation of pazufloxacin mesilate for chronic respiratory tract infections

—Phase [l comparative study of pazufloxacin mesilate versus ceftazidime—
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The clinical efficacy, safety and usefulness of pazufloxacin mesilate, a new quinolone for injection, were
evaluated in chronic respiratory tract infections in a comparative study versus ceftazidime (CAZ). As a
rule, patients received either 500 mg (as pazufloxacin) of pazufloxacin mesilate b.i.d. or 1,000 mg (potency)
of CAZ b.i.d., intravenously, for 14 days (28 vials). The following results were obtained in this trial.

1. A total of 203 patients were evaluated in this study, and 155 of them, were evaluated for clinical
efficacy. Cases evaluated for adverse effects, abnormal laboratory findings, overall safety and usefulness
numbered 185, 172, 177 and 153, respectively.

2. The clinical efficacy rate were 93.2% (68/73) in the pazufloxacin mesilate group and 91.5% (75/82)
in the CAZ group. Both groups showed high efficacy. Since the 90% confidence interval of the efficacy rate
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difference between the two groups was —6.6~10.0%, clinical equivalency (non—inferiority) of the pazuflox-
acin mesilate group to the CAZ group was demonstrated at A=10%.

3. Among the cases evaluated for clinical efficacy, the 84 cases in which causative organisms were
isolated, were evaluated for bacteriological effects. The bacteriological eradication rate was 65.0% (26/40)
in the pazufloxacin mesilate group and 90.2% (37/41) in the CAZ group, and the difference between the
groups was statistically significant (p=0.014, x*test).

4. The incidence of side effects was 6.8% (6/88) in the pazufloxacin mesilate and 11.3% (11/97) in the
CAZ group, and the difference between the groups was not siginificant. The incidence of abnormal
laboratory findings was 14.3% (12/84) in the pazufloxacin mesilate group and 27.3% (24/88) in the CAZ
group, and the difference was statistical significant (p=0.041, Fisher’s exact probability method). None of
the adverse effects were serious.

5. The safety rate was 79.3% (69/87) in the pazufloxacin mesilate group and 64.4% (58/90) in the
CAZ group, and the difference was statistically significant (p=0.042, y*test).

6. The usefulness rates were 86.7% (65/75) in the pazufloxacin mesilate group and 80.8% (63/78) in
the CAZ group, and the difference between the groups was not significant.

These results indicate that pazufloxacin mesilate is one of the most effective drugs for chronic respiratory
tract infections.



