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1) ZB8&HEICE 5%5’5%%51CDTR-PI§¥85.9% (73/85), CFTM - PI 2 85.9%
(67/78) OHME CHEFBMIEEZIED Shikino e,

(2) ZESHEIC X 2 B E%E 1T CDTR-PI # 84.2% (32/38), CFTM-PI # 77.8%
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(28/36) DEWHEAETHEFBMcERLEZRBD oLk T,
() ZALYE W L 2BIEAIXCDTR-PI#£9.3% (9/97), CFTM-PI#6.3% (6/95),
BAAMEMBRYE L, ThEhn12.4% (11/89), 11.5% (10/87) DOREET, »Ih bRiKHF

HHcERZRED o hEh o,

4 ZREHEC LI 2EFRAM I, EHX (HEAMUL) CDTR-PI#80.2% (69/86),
CFTM-PI 8 82.5% (66/80) THIXAIBMIcERZIWD SN L5 T2,
UE&Y, CDTR-PI 3 FHBRRECH LEAROROLERTHI B2 SN,

Key words: CDTR-PI, 1814 Z;H/%4iE, Double blind study, CDTR, cefteram pivoxil

Cefditoren pivoxil (CDTR-PI) i380aMMEkRE&H T
FREANAFRLEIATVEEOAL 7 2 6K TH 2., FH
RAREEErSBINEh, BEROIRAF7-Hick-
THEEM 2B T 2 cefditoren (CDTR) 2k h
3 (Fig. 1),

EHALTH2 CDTR B, 75 LM%, 77 LRHHE

M ULBBEOWME A2 V2B L, ¥ Staphylococ-

cus aureus, Coagulase-negative staphylococci (CNS)
T ARENREROBEOL 7 s AKCHLEATY
3,

AR REEFEL ) RERS O BRINBREFT, 100
mgBLU200mg REFRESHFORBNFTRAEITNA TN
1.48, 2.56 ug/ml T, MPBEFFEM T TH K 1E
Mithorz, FAKDWTI, TTICH L OERMN, K
MRISTbhTE Y, Th o ORBIEE 39 BIHAILF
B2 (19156 B, H) OFXL v RIY VAR
saniri,

COOCHACOC (CH,)s
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"T L ol
N ﬁ{DNﬂq . CH,
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Cefditoren pivoxil

HNH/ ON—nN
CH,

{NH—4\

el 1
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ME 1206 Na

Fig.1. Chemical structures of cefditoren pivoxil
and cefditoren Na.

AH| ONBIEIZIC 381 RN T, TERBBRIE
52262 1 Bft5 K& LT 300mg (4>3), 600mg (53)
25 s n, 82.2% (429/522) OHE#ESB SN
TEY, HEBUYERERRE THREEE OV Haemo-
philus influenzae \= ¥t L T i3 88.9% (45/55) DE Wik
EERLIS

FLPECBIL T2 1,576 BITRI & h, BIFRREER
4.4% TEDH L, HERERTH > o MERREMBR
®TikGOT, GPT 0 LR, FENESBECHEINL
5, BFNIKBLTLEBLbDIRE L, EROBEUMEL
#2Eb¥, AFOBVEKNERESRH®R SN,

%7z, FMRERBRRPEICNT2EHAR*EBNCKRNT
3 HMT, BHIEIROIJMENE 2 RICEKA 300 mg/
H, 600mg/H D 2 AR X & L T cefteram pivoxil
(CFTM-PI) 600 mg/H#%#Mx 7z 3 BHUKABRSEMS h
Tw3Y,

4E, AFOBUESERIYE KT 28 - 2K s
& UH Rt 2 E8CFE T 5 BT CDTR-PI 600 mg/
Hf5 &, CFTM-PI 600 mg/H#&5 &£ O —_EERLLER
BREERLIDOTEOREERET 2,

28, XABRIFRIFEIBIVFERIE2RE T
13 AMK, 2870 OXERFER L L U 0BRSS
WTEBENT,
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1. MREBZ S LI RED

U AMAHIERX R ZROLBEREXR, JF
FHIRAE B & U Ofth D@ IR IR B 2 & D K&
nCBEMEOEY, ®#, CRPBMY, QlEKYE%,
BB XBRAARZFIC LD, S M ICHEREMSEET S
EEZONZVDOY I BMETERTYE T I6 KU LD
bOENRE U, £/, ABRRBHEZEAIE L 7208,
BELEBBEESTURLBERINARBETLTEL
Too 7220, ROELIBBEINRLIOBANTE L
L7z,

1) HEEREAELR & TROANIC L 2B TCIRT+45
LEZ o BEER
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2) EEE-RETHEOEREKR AHELAL,
RREF OB, T2 OHE L R L ES)

3) RBREFHBSANCOTIHEAIMEIC & D ERY
BELOODH B YD E 1 IZRRBTEADFER

4) FRBONRLEZIBPIEY —FIIHLT
CDTR-PI % 7212 CFTM-PI 5385 X h T\ I-5EH

5) Pseudomonas aeruginosa BSEELETH B &
H38A & 22 ER)

6) L7 zihBRENRR=VY VYRAEDRCHT
37V —BEREE T SED

7) ERIZAH - BHRAEEEEHF T 2ER

8) 18, MADBIVERL TWATHENDH S
FEF

9) #DIRLESTHY L B IFER

78, FEBROEMCEL THor UHBERBROEHN
BIUFHE, FHSNIPRE L VEREFICOVT
BECHBL, RAEEG L LU,

2. FRBREHR

BEERIITROEY E LT

#ER3EF: CDTR-PI 100 mg (f7{fi) £&

SHEEA: CFTM-PI 100 mg (f1{f) $&

HEFIIRBR 06, ThEEELHA
# 3B 7IEE L placebo g% EM L, CDTR-PI £
2 $2 % 7213 placebo £E 2 £ £ CFTM-PI placebo $&
28EH 5 WIECFTM-PIEEF 22 Z L TR1IE
ET 2570 I — AR AL CEROBRITEES
PR L - (Fig.2), CFTM-PIBXUZD 77 &
RERIF I TERASH L VBB EZT 12,

3. EFOFMITB L URERER

1 ERDOERIZ, #A-B-YD3EB% 1HH L
L, #FDT7THAZ7NVI U LBIANTT D% 2
%, F14 B85 (2a) 2AAECNOEHL, 2~
ro—S—pborUloh, 4EMSE1IHLL, &4
b HREREER, MBEFBTNTh 2ERTOLERS
IO EERICEHYFIL, —EESEFL TEMERIC
KL, SERTRIBFOZMEIC, HEOHVIE
oM, B5L, R—BSOEKRR—-BEFEDOHI
BELT, avtuo—7—i3PEXFsEY L, M3
FlDOBBITHEME OIREE, ERIOEIELRE D (TiF, Key
code DIRE L fH, FAEXRCHT 2HBESOME,
Key code Bt 0D 7 — ¥ ODFREH DRI & i fig
HET- 1,

BB, BREDAIE, 3> bo—5—0KER-
T BEREF B L UNBEFRICOWT, HFHERAR, B
HER, SEFARL U EERKRFEFEZRZkIHER
HECHEL, EERVLThLBRBCESLTEY,

DEC.1992
CDTR-PI group
after after after
breakfast lunch dinner
oco| BB oo | BB oo
CFTM-PI group
after after after
breakfast lunch dinner
00ee| 00ee| 00 oo

@ : CDTR-PI 100mg @ : CFTM-PI 100 mg

O : CDTR-PI Placebo QO : CFTM-PI Placebo

CDTR-PI, cefditoren pivoxil;
CFTM-PI, cefteram pivoxil.

Fig.2. Package of test drug.

placebo 212 IEMER A EIA TRV I L HHELE
hi,

4. BEHESB I URSHAM

1 H 5813 CDTR-PI &, CFTM-PI#: b iz
600mg L, 1@14, 183, #H-B-yRLE
O%E5 L7, 58N 14 BREERE 2RI L L
7208, RO X > PSS IFBEOHN 5 2tk
FTHEIENTEDELT,
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BERGLTIRELH SN 3188
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FREDKRE (RTEHICHETS) 21TV, dubmsl, &
TEHS S UMRERERCTR T2 L L bic, Bk



VOL. 40 NO. 12

CDTR-PI 0= WML (1914 FHESYE)

1505
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EEATOA F5iICE 3 L BRbh 3 EROE(LIEE
pond, LOEXERRTRE CRIRPIVZENN
TOROBREBAT oA FEL TRESh 2
BRELDOD AN,

2) RRlE UCHRA 2R 23X

FAT O FERRFUEHAE, HEBEEA, v-
7a7) WA,

3) B - BE, HAREH X 2 OEKRMER,
SEXHRFIORES, BX UM LELNER ik
ToTbdv,

6. BIE - - REB L UVEHKRE

1) EERER - TROBE

BRER « TR DWW Tit, FAlE L TEARET

LIl HBOARMKTALLWBETLARE
LEEMME, BEMK 3 Ek, 7H%K 14 Bk
BLTEET I L LT, 5% HAKRMTHL
L7-BE P IERRTHEL, ATREZMRY 14 B%Y
BmT2L L, COBOEREHDBEIRIAT
DOXMZ L 7oht> 7 (Table 1),

iR 1 B 4ERIE (KM, 772 8mThd,
1B 2EBET LV

K+ (REIRSSERE S h 218%), +, — 0 3R
Rk # G0ml/HEALE), # (10ml/HEA LS50
ml/HX#), + (10ml/HEX#), — (L) D48
I

R M (P), iR (PM), ¥t (M) ©
3 EaRE

TR + (LR EET IEE), +, —03
ERRE

fasE: +, — o 2 B

B> 5F: #+, +, —D 3B

BeAFELR: +, — D 2 B

FT/ =Y+, —D 2R

2) MEFEHIRE

B5h], 5B 7THE MHRBRCEHBRDHE
& DR OME O BE - ERAE EIT, H#

Table 1. Criteria for evaluation of signs, symptoms and laboratory findings

Criteria
Signs and symptoms
- + + o

Body temperature (C) <37 237—-<38 238—<39 239
Cough — + +

Volume of sputum - + + H#
(ml/day) (<10 ml) (210— <50 ml) (250 ml)
Characteristics of sputum" - M PM P
Dyspnea - + +

Chest pain - +

Rales - + +

Dehydration - +

Cyanosis - +

WBC (/mm®) <8,000 28,000—<12,000 =12,000— <20,000 220,000
ESR (mm/h) <20 220— <40 240— <60 260
CRP - +, + 2+, 3+ 24+

YM: mucous, PM: mucopurulent, P: purulent



1506

CHEMOTHERAPY

DEC.19982

EERABEBLUVHERRBECODWITRBREL
CDTR 8 & U cefditoren (CFTM) zxt¥ % @24
(MIC) IEB LU B-7 79 ~v—YEEDH KRN
BREERRE Y > 5 —HREMKEL THIEL 2. B
ZHHE I AR CEREEIREREEY i Lo T,

3) HHKRKRE

Bk, BRI ME, Kk (1BF@E), CRP i
B5BALE, BR5HMK3, 7, HBERICKREL, R
KR, meaxE, ~~ b2V v ME, /MR, S-
GOT, S-GPT, Al-Pase, BHiEE) VY, BEY LV
>, BUN, m#¥s7v7+=>, CK, MEBER
(Na, K, C), RFFR (EH, ¥, votEy /¥ Y)
RCE (KK, BOEK, FAH) 2&SEKE, &5
BRES 7, 14 BRICRET 2 Z & & L, B XK
BV — L AEBERGRE IRSHEE L 5K
4 B®ICERTZ L L, RBEIROLY X, 7
OhoYE UM OWTRTEEL S ITERE TSI &
L7z,

R 5 RRth%R OEKRREE I REEL A S5 N SHIE
I D YBIEDMEMIZH 5 LS nBEIL, FRE
Fl L OBk, BREHEOTE, LE, &Kk LIKDOWn
THEXRCEHEL, F: L TEREITOERE#ED 3
WIRBRERIOVRVICEIRET 5 X TERFAET S L
L7,

7. BEGEERR

BEfEERIC DWW Tk O, BE, RHA, AR
A L OBk, REMGEONE, LE, Ao
WTEGANICHABERCER T L ELT,

8. #H =®

1) FHEHE

FHEOHINERIC LD, BEEDELEE % BIE,
b, BEED 3R, BRI EERER, BEHX
BFR, BERRERBZ OB EISESR, &
%, PRER, B0 4R X UHEREICHEL
7eo MIEZEHRIRIL, BERBLHEESNIRBEON
RBIUBREGEREBEORERICL Y, ML, BL %
BEAWE, BRR, TED 4EREB X UHETEER
¥E LTz, BERLEICOWTIREWERS & VKR
EERERBORE, B, BF, B8 2#HEL
LEREDOREHNEK L L1z, £, BeHcPD
sy, ZeEcEEDY, BLTRZVO 4 RRE
BLUHEREECHE L, $72, BERMRESNES
FUBMBERSE*MERLT, 2bHTHEH, §H, ®
PHEA, FRMELO 4 BEB X UHETRIEICHEL
T2
2) ZASYHE

HBRKTHR, IV o—5—CEDTF74FILE
n, FrrcBBsftE5sn-RERS L UREXKR7
ANVLEDECBRECBVLTREMNRCEHEOR
&, BARRE L TORE, BRERER, BKY
R, BEEORE & AEZOMR, BWERA, BERRE
HRY, BERLSE, X6 UVKARECHZERUTOD
BEICTITo T

D LWLOHE L BT ROFE

FHRIEETOBKER, MWEXHATR L & URK
BEEGSEMLEREL, FAREMHEERCL 08
5T, BEGZ LEYYE, B2tk BRELLYOR
RRICHT 2REERMNL I
@ RREEERE

BEBAATORE, BRER, MEXBFRL LU
BIRREMER ¥ o, BiE, DEE, BEOIKRET
HEL 2o
@ HBERE

BRER, MEXEE X UVEKREBEOHED S,
%, 5%, OB, B0 4 BEL L CHIETHE
WCHIRE L T2,

@ MEEHOHR
BERErREL %, BREOHR, R5EHRTE
DEEB LI UVBREOR, HROMBLZVICETE, H
K, BYELIFEAIME, AR, TEDOLIEES L
VHIZREECHIE L T2
® EBEWEAS I UVEKREMBEY

BIfEAB X VBEFRREERE ZFHESFERCE
BLIAABIUHBE b L BR{CEEEEED
[AEZEIC L 2RBRERICE T 2E1/EM, BRREM
REOHEEEY 22FCHEL 2.
® #BMELLE

BIfEM, BERREBOECOES, BE, &AkY
FREL, THEOERC U0y, BHERLERUT
D4ERHEB L UVHIETRECHIE L 2,

(1) &2 BFACERREBOB(LLEZD SR
wH O
2) ZEHCPPHED: BFROHBRPEER
HEEOBLITED S ds, RABRER O SHKETIIT
BETHY, BAlEHERELLBELE Loz bD
() Z2HHED D BIfEFAOHBR CHEKRREME
DELHED S, RBREAOREYKEEITHETH -
7ehs, MERERLEL TR CERMCIIEHD &
2560300
(4) Z2TRZV:EEROHBPEERREMEDE
b33 Sh, RREADOKS 2kl b -izd
E3RETHSTEEZSNBZHOD
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@ BA%

BRKZNR L BIFER, ERRMEMARNY OGRS L UR
EoMAEbEICXD, Table 2icRT &£, &b
HTER, B, PO8EH, ARANRLOIBRB X
VHERREICHIZEL 720

9. Key code Dp$t

ZASXTERN DR Y H > ORE & BRSYE LR
LR, BBNMERORREBLIS IV -5
DIALEVDS T, BREHUEOHER, TX, 8L
CERBZE®Tbh, 23> bo—F—i12& D Key
code S 2 h, HoLUDBREEII-RNER,
REFEICETVTRTL R,

10. 7— ¥ ##in

EHRET, BEKMR, MEZOWE, BKER -
R, BAREEONEE, BIfFH, BMEREMR
¥, AR OWT, MEAMOLE* DO mXxn
AERD x* BRE (x*-test), @ Fisher DEBERERE
#H & (Fisher - test), @ Mann - Whitney ® U #& &
(U-test) 2B WTRETL 7co BEEREF ORI IC
it x*-test, Fisher-test, U-test DV>§ bk 7oidft
R, BRZIR, &2, AHAMKE DV T2 U-test,
¥, BE, EHAE, T2X, FAXREIATH
(EH+E%], HEA+ERZR), [E2IB8LU(%b
HDTHERA+BERIIC DWW THEH L, Fisher-test iz T
EBEfTot. &7, EIfER, BRREMIY OHEIZ
Fisher-test 2 A7z, BHRARE IR 5% & L1,

B, HREFCRE 2EUBECR, TONE
KIGLC TR 2 INZ TRE 21T- 12,

II. 32 B B &

1. fEFIOMER

A8 T CDTR-PI % % \» i3 CFTM-PIl 0 5 8
fibh-5EHI1x 204 # (CDTR-PI £ 101 #l, CFTM
-PI#10341) T&H o7 (Table 3), ZEESIT B

T, BHTN&RE L TORME LM L KSR, BRAFII
NRAEBO 8F] (B 66, U%AMAMAEIL
1B, Bi7 2A~_VZNRHE B, BEER L, &
RERTHM L Fl, XK BEE 3 F, P aer
uginosa = & 5 @Y 18 DR 31 B, BB DMK
REEEH (REEREUAE) 16, ¥IELARREEE 3488
BRTHE3 G, RARKE2H (55 1 FIEBIEA
D7cHHIER), HAKREEK 46 FLEFIGEA 3
Bl, R7o4 FHALH) DR 105T, UEH 415
(CDTR-PI #1681, CFTM-PI 8 25%) *EK2
ROTRAB L L1z (Table 4),

BlIfEROMMICH 72> TIRMNFIEB T oD FIELL
KB BB BT TH - /o 1§, EERRE
16, EREBEE 3, StHERTER 46, ¥E
DARESRBE ¢ 3" AMEBTHETH - 1 3HDE 12 5
(CDTR-PI# 4%, CFTM-PIES#l) > FRHEH &
L7

BARREMORN T, BIEFARNTEAELE
L2HDIED, BRERTEHEDORESKRERM E 713 EH
LTWITHREHB T TS (BRI LT+38%
BAER) 148, BREHOREH CORER %
FEALTWwW 28 2EmML, 288 (CDTR-PI#
1281, CFTM-PI# 16 #) 2 THEHE L1z,

BHEL 2 B ORI IZBIFE AT R D 192 F % BifT
MRELI,

BERMORN IZFER & U TEREHE O Rt RS
163 Bl etk e L7y, BIWEFARES 28 (CDTR-
PIE1%l, CFTM-PIE18), BHERRB O H#
S%thik L7 16 (CFTM-PI#) ##ahicinz, =
166 B (CDTR-PI# 86, CFTM-PI B 80 fll) %
AT R L L 1z,

UE%RET 2 L, BERZR B RE 163 5
(CDTR-PI 285 %, CFTM-PI £ 78 %), BI{EFf%

Table 2. Criteria for usefulness judged by committee members

Severity of side

Clinical effectiveness

effects & laboratory

abnormalities Excellent Good Fair Poor Unknown
None + + * - ?
Mild + + + - ?
Moderate * + - - -
Severe - - - - -

4 Very useful, +: Useful, +: Relatively useful, —: Useless, ?: Unknown
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Table 3. Distribution of patients submitted to efficacy or safety evaluation
No. of patients included in
statistical analysis

CDTR-PI 85
CFTM-PI 78

163

—{ Clinical effectiveness |

No. of patients excluded
from statistical analysis

CDTR-PI 16
CFTM-PI 25

41

No. of patients included in
statistical analysis

CDTR-PI 97
CFTM-P1 95

192

——! side effects —

No. of patients excluded
from statistical analysis

CDTR-PI 4
CFTM-PI 8

12

No. of patients included in
statistical analysis

CDTR-PI 89
Total no. of patients 176 CFTM-PI 87
CDTR-PI 101 [ Laboratory test F—1
204 ] No. of patients excluded
CFTM-PI 103 o. of patients exclu
from statistical analysis

CDTR-PI 12

2 CFTM-PI 16

No. of patients included in
statistical analysis

CDTR-PI 97
CFTM-PI 95

192

No. of patients excluded
from statistical analysis

CDTR-PI 4
CFTM-PI 8

12

No. of patients included in
statistical analysis

CDTR-PI 86
CFTM-PI 80

166

—-‘ Usefulness I»——

No. of patients excluded
from statistical analysis

CDTR-PI 15
CFTM-PI 23

38

CDTR-PI, cefditoren pivoxil; CFTM-PI, cefteram pivoxil.
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Table 4, Reasons for exclusion and dropping out from the evaluation of clinical effectiveness

Reason

CDTR-PI CFTM-PI

(1) Ineligible disease

Pneumonia

Diffuse panbronchiolitis

Exclusion
(2) Severe disease

(3) Unclear signs and symptoms of infection

(4) Severe underlying disease

(5) Infection due to P. aeruginosa

(1) Complication with UTI

(2) No visit after first consultation

Drop-out (3) Deficient dosage

(4) Discontinued due to side effects
(5) Concurrent use of other antibiotics
(6) Concurrent use of corticosteroids

Pulmonary aspergillosis

Subtotal

Total

CDTR-PI, cefditoren pivoxil; CFTM-PI, cefteram pivoxil.

Table 5. Diagnosis classified by committee members

Diagnosis CDTR-PI CFTM-PI Statistical test

Chronic bronchitis 53 53
Infected bronchiectasis 20 14
Infected bronchial asthma 5 6 NS
Infected pulmonary emphysema 5 2 (0=0.612)
Secondary infection of old pulmonary tuberculosis 0 1 p=2
Infected pulmonary fibrosis 1 2
Infected pneumoconiosis 1 0

Total 85 78

Statistical test: x-test

CDTR-PI, cefditoren pivoxil; CFTM-PI, cefteram pivoxil.

Wt S 192 8 (CDTR-PI B 97 i, CFTM-PI &
95 5), EEEKMRE BTN REEF 176 6 (CDTR-PI
#8941, CFTM-PI 87 4), BiER2ERITNR
1924 (CDTR-PI# 97 %, CFTM - P1 & 95f),
BRI &6 1665 (CDTR - PI & 86 #,
CFTM-PI &80 %)) TH- 7z

2. BEEREF

B b %5h 52 R A7 ot 81 163 #1 (CDTR-PI 8 85 #,

CFTM-PIE 78 ) O/EREFIcOWT, MEA
HEOH&2T> 72,

1) ZW4

BUTERREL L THFSFER SN KBLDON
U, MEELH, BUEIEXR, ROTREXNIRE
BETHY, MEFBEEMOKBOMCARLZRD 37
»onizproiz (Table 5),

2) %, F#, #hEHE



1510

CHEMOTHERAPY

DEC.1982

NREFOMWR, EMA, FER DO FMBIC LT
EREMCAERZRY 3ED sk o (Table
6)o

3) ARt - kRS, BRIERER, BRER-&
PHED A, FIRSHERAOERK, HAXOERK, &
5% 0N

ZRSHEIC & 5 RBRYVEBEE A ISR
CEEZRY BED ST,

1, BBKR - AHHECOLTIE, BHEE,
REEE, KRR, BRR, EREE2AR, 2o
¥BELLTHBELLBROSHRICERRZIRY 2Bk
oli, ABE - SARDXS, FIERRBIHRTOTIEERE
ROEHE, HHAXOERE, RSHBOAMIBLTY
MEFHMCERERZIRED 3ED s - 7z (Table
Mo

4) fER - MRORE B L VEHRKREE

RIGERFAGATOKIR, B, FPREEE, Ko, K
7, BUKER, F7 /—+¥, AMmERE, KclEs &
UCRPiz2W Tk, MEAFHMCARLRY 1
Sz o o, BERR, BEEKROAHICBNLT
CFTM-PI B ICEEBOZ Y D, BEEMRBED
bOMBEHELHON, BEEZRBIBED s (p<
0.05, Table 8),

5) HRAEB L UEFIRSH

BRI RAEFTSTR & L7z 163 B, ERESRE S
n7-5ER iz 78 1 (CDTR-PI 8 40 %, CFTM-PI &
BHN T, FD>LBAMBYKIE 45 (CDTR-PIE
24, CFTM-PI 82 #l) D& Tz X THMBR
TH-7: (Table9), HMBRP BT 2EREE L
TiX H. influenzae 3% - £ % 21 kSR & h,
242 Streptococcus pneumoniae 17 ¥k TH > 12,

BRG], BEBRFADLTRIIBHLTLEAR
ORMICIZ, TEFBEMICEREZRD 3BHSNLH
272,

choDBEAEDS L ENBRZEFARBERBS 0L
b DIz 348 (CDTR-PIE£ 164, CFTM-PIB 18
B) T, #OXESRBHSMCIEESBEMICEEL
Ry REH Shxd» o/ (Table 10),

3. EARHE L 2BERUIR

1) 2fEFB L KBIIBKZE

ZESHE & 5BERME L EBRIBKE & Bt
L7z (Table 11),

RS R T 2t R DEEKREIR i, CDTR-PIE
85 Bk, EZXh3HF (3.5%) B 708 (82.4%), ®
LE#MS B (5.9%), 2 7H 8.2%) T, BHE
85.9%, CFTM-PI#TCix78%i¢h, X% 34 (3.8
%), BE64H (82.1%), HZ 7 6 (9.0%),
meh44l (5.1%) T, BYEB8.9% THD, WEAF

Table 6. Background of patients

CDTR-PI CFTM-PI
Item Statistical test

85 78

Male 47 42
Sex Female 28 % NSO (p=0.853)

20—29 2 0

30—39 1

40—49 6 4
Age (yrs) 50—59 16 16 NS® (p=0.856)
60—69 33 30 @ (p=0.857)

70-79 21 19

80— 6 5

-39 13 9

Body 40—49 29 28
weight 50—59 16 20 NS® (p=0.472)
(kg) 60—69 17 9 ® (p=0.805)

70— 10 12

Statistical test: Dy *-test @U-test

CDTR-PI, cefditoren pivoxil; CFTM-PI, cefteram pivoxil.
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Table 7. Background of patients
CDTR-PI CFTM-PI
Item Statistical test
85 78
In 28 23
In/Qut Out 55 53
NS@ (p=0.668)
Patient In—out 1 2 D ®
Out—in 1 1}
Mild 40 29
Severit NS® (p=0.210)
veriy Moderate 45 49 @ @
Underlvi No a1 27
nderlyi
di y yngd A o 13 NSQ® (p=0.249)
iseases a =0.
es an B 29 34 P
complications
A+B 6 4
Pretreat t N 80 72
x:e rea r.m'en i ° NS® (p=0.645)
with antibiotics Yes 5 6
Combined N 19 24
ombin ° NSO (p=0.223)
drugs Yes 66 54
Durati ¢ -3 2 0
. r: '°"t° 4- 7 19 24 NSD (p=0.359)
T
reatmen 8—13 12 9 @ (p=0.595)
(day)
14 52 45

Statistical test: Qx?-test @Fisher @U-test
CDTR-PI, cefditoren pivoxil; CFTM-PI, cefteram pivoxil.

McEBEZRFEDShizho T2,

KRACAB L, bok bEFBOEL - EHES
EXRIBT2E%FE 2 CDTR-PIE£83.0% (44/
53), CFTM-PI #88.7% (47/53), R\ T%Hh oz
S[EXBRECBIZEHNER, ThEh90.0%
(18/20), 78.6% (11/14) TWIFhDEBIZBWVLTH
MERABECERERAON T o T, T2, DK
BRBEMRICBLTHHEAHMICEREEZ2AD L
Do,

2) RRYAE EAEE RIEE KRR

FESHE K & 2 BLAEBEE RN ERKSR R
L7: (Table 12),

BEG DA% 12 CDTR-PI 2 40 fih &L E
AN PITHRE 77.5%, CFTM-PI B 29 flhAZLAE
BPITHERE86.2% THYH, MEAFHHMCEEEZR
BoOohRroT, 1, PEERTIX, CDTR-PI
B 45 P E%LE 42 B THZE 93.3%, CFTM-
PI B¢ 49 Ih %I | 42 BITHE%E85.7% &, [RIEk
CREFIBRMICEEERED SN Lo T,

3) ERERIEKMRE

BEBRENEE S NI 18 HIC DL TRREFIEKRS)
REMETL 7 (Table 13), CDTR-PI B 40 floE%)
#1180.0% (32/40), CFTM-PI & 38 FlOBRE 1L
81.6% (31/38) TH D, MEFHMCEREERAS
nixhotz,

4. MEEHHR

EREISEESN, ZOBERBKEODLTIRNTET
T4 PIOMEBEENHR, BLURBAEEINOMEEICD
W CHRREH L 7z (Tables 14, 15), CDTR-PI & 38 fil ¢
IXHEK30B, B 16, BRR 28, T~E5HIT,
W% 2 84.2%, CFTM-PI B 36 % T 13 14 4 25 1,
B 18, BRR3IF, TETH, THEKT.8%
Thh, MEAHHMCEEZERAONR DS T2,

EREROHEEKZICBWTH CDTR-PI B 408k Tik
WERMEK BV ERTES BRTIHAEE5.0%,
CFTM-PI B 38 8k T3 % 30 ¥k, B £ 12 13FZ 8
BTHART8.9% L MEAHBICEEZITZD SN
hotz,
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Table 8. Background of patients (Initial signs and symptoms)

- FTM-PI
tem CDTR-PI  C Statistical test
85 78
<37 30 20
Body 237-<38 40 43 NS
temperature 238—<39 1 14 (p=0.184)
c) 239 1 0
Unknown 3 1
- 4 1 NS
Cough + 50 38 =0.058)
+ 31 39 o
— 3 0
Volume of M 2 .
olume o + 49 53 * (p=0.041)
sputum # 5 8
Unknown 2 0
- 3 0
- M 7 2
th :;t:.::sms PM 2 20 * (p=0.019)
P a7 56
Unknown 1 0
- 48 52
NS
Dyspnea + 34 19 =0.338
M 3 7 (p=0.338)
] - 75 67 NS
Chest pain + 10 11 (p=0.659)
- 20 25
Ral + 54 39 NS
ales + 9 13 (p=0.723)
Unknown 2 1
- 82 70
Dehydration + 1 5 ( =I;So75)
Unknown 2 3 p=r
- 78 73
Cyanosis + 4 3 ( =l;S781)
Unknown 3 2 p=
<8,000 25 28
28,000—<12,000 37 31
‘("/’Egls) 212,000~ <20,000 6 11 ( _I:SW)
220,000 0 0 P
Unknown 17 8
<20 13 17
220—<40 16 19
260 16 12 p=0.
Unknown 25 16
- 8 10
£, + 21 13
CRP 24, 3+ 24 30 ( _r:ses )
24+ 15 15 p=0.630
Unknown 17 10

Statistical test: U-test

CDTR-P], cefditoren pivoxil; CFTM-PI, cefteram pivoxil.
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Table 9. Background of patients (Causative organisms)

CDTR-PI CFTM-PI Statistical

Causative organisms

85 78 test
Monomicrobial infection 38 36 NS
Polymicrobial infection 2 2
(p=0.977)
Unknown 45 40
B -streptococci 1 0
S.
G(+) aureus ‘ 3 4 NS
S. pneumoniae 12 5 (p=0.279)
S. pyogenes 0 1
Subtotal 16 10
M. (B.) catarrhalis 6 3
E. coli 2 0
Monomicrobial K. pneumoniae 3 3
infection K. oxytoca 1 2
E. cloacae 0 1
G(=) S. marcescens 1 [1} NS
H. influenzae 7 14 (p=0.258)
H. parainfluenzae 1 0
Haemophilus spp. 0 2
A. baumannii 1 0
GNR 0 1
Subtotal 22 26
S. aureus + B -streptococci 0 1
S. aureus + M. (B.) catarrhalis 0 1 NS
Polymicrobial S. pneumoniae + H. influenzae 1 0 (p=0.261)
infection C. freundis + K. oxytoca 1 0
Subtotal 2 2

Statistical test: x2-test
CDTR-PI, cefditoren pivoxil; CFTM-PI, cefteram pivoxil.

Table 10. Susceptibility distribution of causative organisms

Inoculum Tested Treatment MIC (xg/ml) Total Statistical
. ota
size drug drig  <p0%5 0.05 0.1 0.2 0.39 0.78 1.56 3.13 6.25 12.5 test
CDTR-PI 8 o0 0 3 3 1 0 0 0 1 16 NS
CDTR
106 CFTM-PI 5 2 4 2 5 0 0 0 0 0 18 (p=0.858)
cells/ml CDTR-PI 7 2 1 1 1 1 2 o0 1 0 16 NS

CFTM-PI 5 2 4 1 1 0 3 2 0 0 18 (p=0.457)

Statistical test: U-test
CDTR-PI, cefditoren pivoxil; CFTM-PI, cefteram pivoxil.
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Table 11, Clinical effectiveness by diagnosis judged by committee members
Fai P Efficacy Statistical
i i oor
Diagnosis Drug patients Excellent Good air rate* (%) test
Chronic CDTR-PI 53 1 43 4 5 83.0 NSQ (p=0.579)
bronchitis CFTM-PI 53 3 44 4 2 88.7 @ (p=0.228)
Infected CDTR-PI 20 1 17 1 1 90.0 NSQ (p=0.627)
bronchiectasis CFTM-PI 14 0 11 2 1 78.6 @ (p=0.280)
Infected bronchial CDTR-PI 5 0 5 0 0 100 NS® (p=1.000)
asthma CFTM-PI 6 0 5 0 1 83.3 @ (p=0.465)
Infected pulmonary  CDTR-PI 5 1 3 0 1 80.0 NS (p=1.000)
emphysema CFTM-PI 2 0 1 1 0 50.0 ® (p=0.669)
Secondary infection cpTR-PI 0 0 0 _
of old pulmonary
tuberculosis CFTM-PI 1 1 0 100
- 0 100
Infected pulmonary  CDTR-PI 1 0 1 0 NS® (p=1.000)
fibrosis CFTM-PI 2 0 2 0 0 100
Infected CDTR-PI 0 1 0 0 100 _
pneumoconiosis CFTM-PI 0 0 0 0 0
Total CDTR-PI 85 3 70 5 7 85.9 NSQ® (p=1.000)
o CFTM-PI 78 3 64 7 4 85.9 @ (p=0.907)
Statistical test: @Fisher-test @U-test
* Excellent+Good
No. of patients
CDTR-PI, cefditoren pivoxil; CFTM-PI, cefteram pivoxil.
Table 12. Clinical effectiveness classified by severity judged by committee members
. No. of . Efficacy Statistical
Severity Drug R Excellent Good Fair Poor
patients rate* (%) test
Mild CDTR-PI 40 [1} 31 3 6 77.5 NS® (p=0.535)
1
CFTM-PI 29 0 25 1 3 86.2 @ (p=0.386)
CDTR-PI 45 39 2 1 93.3 NS® (p=0.321)
Moderate
CFTM-PI 49 39 6 1 85.7 @ (p=0.346)

Statistical test: @Fisher-test @U-test
* Excellent+Good
No. of patients

CDTR-PI, cefditoren pivoxil; CFTM-PI, cefteram pivoxil.

DEEEEDE » > 72 S. pneumoniae 8 £ U H.
influenzae D% %13 CDTR-PIE91.7% (11/12),
100% (7/7), CFTM -PI#100% (5/5),92.9%
(13/14) Tt b HEFBMCEREEZRkd o7, %
7z, Moraxella subgenus Branhamella catarrhalis i
CDTR - PI #%83.3% (5/6), CFTM - PI £ 25.0%

(1/4) DHEEETH->-BEBEZERIZDShEdo
2o

5. FHEHEWC X IEERYR

FHREC L 2R EHERLR I3 CDTR-PIE 85
BITIERTH (8.3%), BRH60H (71.4%), PR
BRI11H (13.1%), EB6H (7.1%) T, HHE
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Table 14, Bacteriological effectiveness
N f Decreased Eradicati Statistical
Drug o.. ° Eradicated partially Replaced Unchanged radication atistica
patients . rate”(%) test
eradicated
CDTR-PI 38 30 1 5 84.2 NSQ (p=0.817)
CFTM-PI 36 2% 1 @ (p=0.815)

7 77.8

Statistical test: Qx?-test @Fisher-test
v Er+Re/Er+De+Re+Unc

CDTR-PI, cefditoren pivoxil; CFTM-PI, cefteram pivoxil.

79.8%,CFTM-PI # 78 § T3 &% 13 81 (16.7%),
BR56 8 (71.8%), LPLERSB (6.4%), R4
% (5.1%) TH%¥88.5% THH, WEFEMcE
BirESFES Shl: (Table 16, U-test p=0.046),
ho®EKBNCAD L, EHRROb-EHH-H
R EXLICB T, CDTR-PIE76.9% (40/
52), CFTM-PI 8 90.6% (48/53) OBMETH Y,
HEFRRMcERZ 2RO 2 (U-test p=0.005),

TOMOEBTIIHERAFMCEEZELED LD
oz,

6. HRETFORY OHFHTHE

SERBEYREATOHERTRRI L 12, FEERE
BRFOBEE, ERERC OV THEEABEICERR
RO ®FDI20, ZhoOFEREEIC X 2 E5I847
PEESHEBRIE, FEBEHEBRRICONLT
fT- 1> (Tables 17~20),

CORR, BESHETRVThOBICBWVLTHLHE
AR EEEZR2 TR h o108, FHREHETII%
BUHRBPM OB TCCFTM-PIBROBMENE L,
BERZExADT (P=0.010), 7, —MILHR
Mantel-Haenszel 8 * AV TE B SHEE K E
DEHER, BHEERIBICL IHANABETHo
0, MEFHMCAEREE2TED o7z (p=0.656,
p=0.814),

FHREHZICOWT b ERORE 21To 7208, WX
FicEEZ I o7 (p=0.065, p=0.124),

7. BWEAB L UEBIKKRE

BlIfEB ot RER i3 192 ¢, CDTR-PI &
7@k 9 # (9.3%), CFTM-PI# 958l 6
(6.3%) WEIfERLSFED > i, MEFIBEEICER
Zixaonis o7z (Table2l), EIfEADMWERII,
CDTR-PIBECIIRE - BE 16, RBA1H, BR1
B, BEmARE LG, TH3IH, KEL1H, FR16)
T, *TOBREREEIN, FEEHTH > 1
CFTM-PI ETCRES 2 f, BX - &H 14, BHF

RE 1B, TH1H, BR1HT, TOREIIEES3
Bl, PEEIFTH- 1,

FEERMR (B DR Rt & B3 176 BT, CDTR-PI &
89 B th 11 1 (12.4%), CFTM - PI & 87 # o 10
(11.5%) CERERREMERRE BT o> h - B HEREE
MicEEZRA LD Shikh o7 (Table 22),

BRREEEEONRIIEERE L b, GOT,
GPT ® L5 (CDTR-PI#6 @, CFTM-PI 2 4 #)
B L UIFREkE% (CDTR-PI# 5%, CFTM-PI B¢
46)) BETH o7

ZhoDEIEM, BRREMEE CIFCERLD
DRBDH SN h 5 T2,

8. EHELYHTEI L IBIELLE

BEL 2K BIEREITARE L[ U 192 FlTH&
Lt [BE] ThDEHESNIES 12 CDTR-PI
784, CFTM-PIETIHIT, XLERETLETh
80.4%,83.2% ThHH, HMEHBHCEREZIZDS
otz (Table 23),

9. ZASHE LIHERAY

B B R AR AT 0 R B 163 Bz, BIEFAFEEHBE 2 6
(CDTR-PI &, CFTM-PI & 161), BlfEELE
-7t 1% (CFTM-PL#) %inz -5 166 BiCHMA
% thEsR 3t L 7z (Table 24),

FZESZBLTHOLLDHED ED SN EERE
(Table 2) THEan/-HRAMIE, CDTR-PI & 86
Bich, b THEA1H (1.2%), A H (79.1
%), LRHEAIG (10.5%), HRAMEZL 8H (9.3
%) THE¥80.2%, CFTM-PI#80#ith, b
TEHR?28 (2.5%), BR64% (80.0%), PHHA
8Bl (10.0%), ARMRL 6 H (7.5%) CHRAX
82.5% THY, MEXHMCEEZRITDoN LD
272,

10. FEEHEC X 2ER%

FHRECEDHES A -EAME, CDTR-PIE
8%, CFTM-PIE#ETIFIC D THERS L 7
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Table 15, Bacteriological effectiveness classified by causative organisms
. . No. of i Unchanged/ Eradicated Statistical
Causative organisms Drug isolates Eradicated Decreased rate” (%) test
S CDTR-PI 3 3 0 100 NS
P e CFTM-PI 6 3 3 50 (p=0.464)
S . CDTR-PI 12 11 1 91.7 NS
Gram- . pneumoniae CFTM-PI 5 5 0 100 (p=1.000)
positive ) CDTR-PI 1 0 1 0 NS
A-Streptococei CFTM-PI 1 1 0 100 (p=1.000)
Sub 1 CDTR-PI 16 14 2 87.5 NS
ubtota CFTM-PI 12 9 3 75.0 (p=0.624)
. CDTR-PI 6 5 1 83.3 NS
M. (B) catarrhalis  cormpr 4 1 3 25.0 (p=0.190)
E coli CDTR-PI 2 0 2 0 _
- oot CFTM-PI 0 0 0
.. CDTR-PI 1 1 0 100 _
C. freundit CFTM-PI 0 0 0
K X CDTR-PI 3 2 1 66.7 NS
- preumoniae CFTM-PI 2 1 1 50.0 (p=1.000)
K . CDTR-PI 2 2 0 100 _
- omvtoc CFTM-PI 2 2 0 100
E cl CDTR-PI 0 0 0 _
- cloaca CFTM-PI 1 1 0 100
S CDTR-PI 1 1 0 100
. marcescens -
Gram- g CFTM-PI 0 0 0
negative H. infl CDTR-PI 7 7 0 100 NS
. infiuenzae
CFTM-PI 14 13 1 92.9 (p=1.000)
CDTR-PI 1 1 0 100
H. 7 _
parainfluenzae CFTM-PI 0 0 0
CDTR-PI 0 0 0
He hil X _
laemophilus spp CFTM-PI 2 9 0 100
CDTR-PI 1
Acinetobacter sp. ! 0 100 _
CFTM-PI 0 0 0
Other GNR CDTR-PI 0 0 0 _
CFTM-PI 1 1 0 100
CDTR-PI 24 20 4 83.3 NS
Subtotal
CFTM-PI 26 21 5 80.8 (p=1.000)
CDTR-PI 40 34 6 85.0 NS
Total
CFTM-PI 38 30 8 78.9 (p=0.563)

Statistical test: Fisher-test
Y Er/Er+De+Unc

CDTR-PI, cefditoren pivoxil; CFTM-PI, cefteram pivoxil.
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Table 16. Clinical effectiveness by diagnosis judged by the attending physicians

No. of Efficac Statistical
Diagnosis Drug o‘ ° Excellent Good Fair Poor  Unknown" feacy
patients rate (%) test
Chronic CDTR-PI 53 1 39 8 4 1 76.9 NS®@ (p=0.068)
bronchitis CFTM-PI 53 9 39 2 3 0 90.6 @ (p=0.005)
Infected CDTR-PI 20 5 12 2 1 0 85.0 NS® (p=1.000)
bronchiectasis CFTM-PI 14 3 9 1 1 0 85.7 @ (p=0.888)
Infected bronchial CDTR-PI 5 0 4 1 0 0 80.0 NSQ® (p=1.000)
asthma CFTM-PI 6 0 5 1 0 0 83.3 @ (p=1.000)
Infected pulmonary  CDTR-PI 5 1 3 0 1 0 80.0 NS® (p=1.000)
emphysema CFTM-PI 2 0 1 1 0 0 50.0 @ (p=0.669)
Secondary infection _
of old pulmonary CDTR-PI 0 0 0 0 0 0 _
tuberculosis CFTM-PI 1 0 1 0 0 0 100
Infected pul CDTR-PI 1 0 1 0 0 0 100
. e . pulmonary NS® (p=1.000)
fibrosis CFTM-PI 2 1 1 0 0 0 100
Infected CDTR-PI 1 0 1 0 0 0 100
pneumoconiosis CFTM-PI 0 0 0 0 0
Total CDTR-PI 85 7 60 11 6 1 79.8 NS@ (p=0.141)
ota
CFTM-PI 78 13 56 5 4 0 88.5 *@ (p=0.046)

V. Patient who was excluded from the calculation of percentage and from the statistical test
Statistical test: @Fisher-test @U-test
CDTR-PI, cefditoren pivoxil; CFTM-PI, cefteram pivoxil.

Table 17. Clinical efficacy (judged by committee) classified by initial volume of sputum

Volume of No. of X Efficacy Statistical
Drug . Excellent Good Fair Poor
sputum patients rate (%) test

CDTR-PI 3 0 3 0 0 100
CFTM-PI 0 0 0 0 0

+ CDTR-PI 26 2 19 2 3 80.8 NS® (p=1.000)
CFTM-PI 17 0 14 1 2 82.4 @ (p=0.724)

+ CDTR-PI 49 1 43 3 2 89.8 NS® (p=0.762)
CFTM-PI 53 3 43 5 2 86.8 ® (p=0.954)

# CDTR-PI 5 0 3 0 2 60.0 NS@ (p=0.510)
CFTM-PI 8 0 7 1 0 87.5 ® (p=0.234)

Statistical test: @Fisher-test @U-test
CDTR-PI, cefditoren pivoxil; CFTM-PI, cefteram pivoxil.

(Table 25), III. BIELHUICEE

CDTR-PI T3, 76.5% (65/85), CFTM-PI # BORAL7  ARNEYE R, 6k, TLLTHXK
T3 87.3% (69/79) OERAECHEABFMCEREE DEFEZ v U X HIE DO R YE 4 #% 12 cephalexin
2FD7 (p=0.042), (CEX), cefaclor (CCL), cefadroxil (CDX) # ¥t
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Table 18, Clinical efficacy (judged by committee) classified by initial characteristics of sputum
Characteristics No. of Efficacy Statistical
Di Excellent Good Fair Poor
of sputum 4 patients xeellen rate (%) test
_ CDTR-PI 3 0 3 0 0 100 _
CFTM-PI 0 0 0 0 0
M CDTR-PI 7 0 4 2 1 57.1 NSQ (p=0.500)
CFTM-PI 2 0 2 0 0 100 @ (p=0.382)
PM CDTR-PI 27 2 20 1 4 81.5 NSQ@ (p=1.000)
CFTM-PI 20 2 15 2 1 85.0 @ (p=0.623)
p CDTR-PI 47 1 42 2 2 91.5 NSQ@ (p=0.539)
CFTM-PI 56 1 47 5 3 85.7 @ (p=0.398)

Statistical test: @Fisher-test QU-test

CDTR-PI, cefditoren pivoxil; CFTM-PI, cefteram pivoxil.

Table 19. Clinical efficacy (judged by the attending physicians) classified by initial volume of sputum

Volume of Efficacy Statistical
Excellent Good Fair Poor  Unknown"
sputum patients rate (%) test

_ CDTR-PI 3 0 1 0 0 66.7 _
CFTM-PI 0 0 0 0 0 0

+ CDTR-PI 26 2 18 2 3 1 80.0 NS®@ (p=0.681)
CFTM-P1 17 3 12 1 1 0 88.2 @ (p=0.295)

n CDTR-PI 49 4 36 6 3 0 81.6 NSQ (p=0.405)
CFTM-PI 53 9 38 3 3 0 88.7 @ (p=0.141)

W CDTR-PI 5 1 2 2 0 0 60.0 NSQ@ (p=0.510)
CFTM-PI 8 1 6 1 0 0 87.5 @ (p=0.613)

Y Patient who was excluded from the calculation of percentage and from the statistical test

Statistical test: @Fisher-test @U-test

CDTR-PI, cefditoren pivoxil; CFTM-PI, cefteram pivoxil.

BuvohT&id ifF /77 2BHEEHLL-
lactamase Z4HRICH T 2HBHOFR A& 28> X
AelLTE=ZHHRBOL 7z LtETh 3
cefixime (CFIX), cefteram pivoxil (CFTM-PI)
ZESHROWTHESI N, LhL, ThoXEFIZS
7LARMECN T IRBENRABCHBSIALLD
0, 77 LBHE, BT P vRECHT 3 HENR
LACCLED b2 bDTHo T,

CDTR-PI i3, BAMNEKASHRERBETHRAIC
BLWIERINLFHREEOL 7 = AREAT, 75
LERME, 77 LBHEE bCHEVYRENEZEL, B
i S. awureus i3t L T CCL, cefpodoxime prox-
etil (CPDX-PR) &) b EOWHEN BT A2 L8

ESNTWVLBY,

CDTR-PI 0K AR 3£ EREOM LS £ B L
TEEh, FRBERFEICHT 26T 82.2%
(429/522) T, Z0> LBHTEBRREEIZ OV TIHE
HREX % 82.8%, [EXHRE 74.5%, SMEFR
BEREDZRER66.7% ORBENEBEShTWwD, B
BRwA 2 L 5K 3 KBTI 300mg/H 8 79.8%,
600 mg/H»876.5% ODBEYETH - 12%.

¥ 7z, XA OWPRIBELAE O T 2 EHAR LR
TLHNTERUESEXIROSENELNR L LTEHA
300 mg/H, 600 mg/H iz CFTM-PI 600 mg/H# %
M7 3 BHBRBBRSERENTE Y, ZELSHER
L BAEBRNBIIENETNIL.7%, 88.6%, 82.8% D
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Table 20. Clinical efficacy (judged by the attending physicians) classified by initial volume of sputum

Pr t . i tistical
operty No. of Excellent Good Fair Poor  Unknown" Efficacy Statistica
of sputum patients rate (%) test
_ CDTR-PI 3 0 2 1 0 0 66.7 _
CFTM-PI 0 0 0 0 0
M CDTR-PI 7 1 2 2 2 0 42.9 NS@ (p=1.000)
CFTM-PI 2 1 0 0 1 0 50.0 @ (p=1.000)
M CDTR-PI 27 1 17 5 3 1 69.2 NS® (p=0.057)
CFTM-PI 20 4 15 1 0 0 95.0 ® (p=0.010)
p CDTR-PI 47 5 38 3 1 0 91.5 NS® (p=0.750)
CFTM-PI 56 8 41 4 3 0 87.5 @ (p=0.964)

: Patient who was excluded from the calculation of percentage and from the statistical test

Statistical test: @Fisher-test @U-test
CDTR-PI, cefditoren pivoxil; CFTM-PI, cefteram pivoxil.

Table 21. Side effects judged by committee members

Statistical

Item CDTR-PI CFTM-PI
test
No. of patients vaith side effects o/07 6/95 NS
Total no. of patients evaluated 9.3%) (6.3%) (p=0.592)
X Mild 3 3
Severity Moderate 6 3
Eruption, Itching 1 0
Fever 1 0
Nausea 1 2
Nausea, Vomiting 0 1
Side effect Stomach discomfort 1 1
Diarrhea 3 1
Loose stools 1 0
Constipation 1 0
Sleepiness 0 1

Statistical test: Fisher-test

CDTR-PI, cefditoren pivoxil; CFTM-PI, cefteram pivoxil.

EYRTCEREZRZDONR oY, DT EDLDS
B S RRE I U T i3AHIZ 300 mg/ B S TI1F
BREITREPBEERTEEZONZLOD, —F
T, [EXHRE, BUHTFRBEEO ZRERFICOW
T#s 3 & 300mg/H 77.4%, 600 mg/H 65.9% O FH
SHETY, HEEARTLHEBELEAZVLBEELDHVBS
ZEBNTFRE NI,

DI eHoSEDOBYSEBRPIEENRE LIt

EERHEEAER T, CDTR-Pl 05 & % 600 mg/
H (43 LT, BEELLTIR, FALALR
TVEOEOY 7 x ARITHEARY b v, REHE
DSHEAGEMIL TH D, B RRERAE DISHI I {
ERah, FRANFMOREIL T3 CFTM-PI
BIRL, BEBRIIBUJERE TN T 2 ZXZHET
»%600mg/H (53) &£L7,

EHROBRSERIZ 204 FITH - 1205, BIRFTIC
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Table 22. Abnormal laboratory findings judged by committee members

Statistical
Item CDTR-PI CFTM-PI
test
No. of patients with side effects
Total no. of patients evaluated 11/89 10/87 NS
(12.4%) (11.5%) (p=1.000)
Eos. t 5 3
Eos., GOT, GPT t 0 1
Ab . GOT, GPTt 2 1
| b"°':"a GOT, GPT, BUN 1 1 0
af, °: Y GpTt 3 2
iNAiNgS  Total Bil 1 0 1
BUN 1 0 1
BUN t, Urinary protein 0 1
Statistical test: Fisher-test
CDTR-PI, cefditoren pivoxil; CFTM-PI, cefteram pivoxil.
Table 23. Overall safety rating judged by committee members
No. of Virtually Slight problem Not Safety Statistical
Drug . Safe .
patients safe with safety safe rate (%) test
CDTR-PI 97 78 12 1 6 80.4 NS®@ (p=0.710)
CFTM-PI 95 79 12 2 2 83.2 @ (p=0.565)
Statistical test: @Fisher-test @U-test
CDTR-PI, cefditoren pivoxil; CFTM-PI, cefteram pivoxil.
Table 24. Usefulness judged by committee members
No. of Marked! Slightl tilit isti
Drug R y Useful 1ently Useless Utility Statistical
patients useful useful rate (%) test
CDTR-PI 86 1 68 9 8 80.2 NS® (p=0.842)
CFTM-PI 80 2 64 8 6 82.5 ® (p=0.586)
Statistical test: @Fisher-test @U-test
CDTR-PI, cefditoren pivoxil; CFTM-PI, cefteram pivoxil.
Table 25. Usefulness judged by the attending physicians
No. of Markedl Slightl ili isti
Drug . y Useful ightly Useless Utility Statistical
patients useful useful rate (%) test
CDTR-PI 85 7 58 13 7 76.5 NS® (p=0.105)
CFTM-PI 79 12 57 5 5 87.3 *@ (p=0.042)

Statistical test: @Fisher-test @U-test
CDTR-PI, cefditoren pivoxil; CFTM-PI, cefteram pivoxil.
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FRASCBLTHRRHERORAE CEHE T, HKM
fliD BB H# & 2 v & HIMT U 7 41 B % TR EMRAT &
IR IR L L, £ ORR, BKZRAETTN
#B1 CDTR-PIB#85 %), CFTM-PI& 780 L %
2%

INOSHRPIDOBEFHRRAFICOWLTHERANL 7
£z 5, RBREXRRSEATORE RS X UBEER
ORI B T CFTM-PI B IcE R D% WiEH),
BEROEFLS B Sh, MENHMcEREY
Az, FOMOWREFCOVWTRERLIR 28
HAbDRRLo s, HERLTL LR RF L
BELONZho D, BEE, HEMERICOWT
BEZIRIT 2T L L bICHHN AR IC DL T LR
NEfTor.

ZASHEC X 2BEKMR (B¥=E) 2 CDTR-PI
785.9%, CFTM-PI#85.9% L -7 << A¥TH
D, MEFBRMCERZE2RID Rz, KBIICH
HEABMICEREZE2RD o2, —H, THEH
E T CDTR-PI #79.8%, CFTM-PI #88.5% »
BWET, U-test CRAEAHEMcBERZSRED S
iz, HRETFCRDY OFD S h -ERE, BHRERMR
TEHNBIF LI ZAZBARHETRVThOBKS
LTHEEZREDShizh o208, FEEHETIE
BHEHR DS PM B DB T CFTM-PI B OB KRZHR 58
BRCENTWV, ZOHERRAFORD BLED
BRcEER S L VEETER LD, —#
{ti:3% Mantel-Haenszel REZ{To e B F OERT
i, ZRESHE, FHEHEL b CHERHBICERE
ERFEDRDMo I,

ARABRTI3, EEE, Ao, T2, BRAMLL
PHE—LTHEL, HEcEBEL V22 %H
BELT, FHREHELERWNCEASHELERL
7o BRFEOHE L T, ZESHE L FHEH
E DR L fEF 45176 (CDTR-PIE 9 61,
CFTM-PIE8fl) LPREHEFEL e IO DI
Blodiz iz, BRI ORRIEKI Eb o TEMT
HY, RUEOE L WEFLBBIFEL 2. X7,
£8E& TR, BHSJEREE N T 2 HEEDREIFF
liofEL LT, BEROMHK, CRPOEBHZ ER
ERRREOEREL» 2 ) BEER L CHEKSEHEDL
fTohi:bs, THREHETIE, BEEROEB:2H
DEEELE»-D, BEOMERES OIS L EEE
FLEWEROT#H 2z LT, BERSIRSHIESh
e EZONBERBLEDFEEL 120
BFER S L zfhoEO€ 7 = AF 08 SERS
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YIEERE85.9% BB T X 2MFLH L 5N,
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AT 1T o et LT OMIC BV T b IEFEEMIcH
BEEED LI,

A2 % B A 48 B 2 89 %) R 12 CDTR - PI §# 38 6,
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272,
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Z, RBREO7 Vv —ERBCFTM-PIECRA
BAHroh, BRREBERE IFERROMS, GOT,
GPToO L&, BUNDLERRET, wiFihbfhot
7 LREHTHEERDOSNE bDIEIH» Y TR
DX o7,

CDTR-PI, CFTM-Pl i3 b2 20 RN EH D
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A double-blind comparative study was carried out to determine the efficacy, safety and usefulness
of cefditoren pivoxil (CDTR-PI), a new oral cephem, in the treatment of chronic respiratory tract
infections, using cefteram pivoxil (CFTM-PI) as the reference drug. In principle, patients were
treated by oral administration of either CDTR-PI or CFTM-PI at 200 mg three times daily for 14
days. The following results were obtained.

(1) The Clinical efficacy rate as judged by the committee was 85.9% (73/85) in the CDTR-PI
group and 85.9% (67/78) in the CFTM-PI group, with no significant difference between the two
treatment groups.

(2) As to the bacteriological efficacy as judged by the committee, the eradication rate was 84.2
% (32/38) in the CDTR-PI group and 77.8% (28/36) in the CFTM-PI group. No significant
difference was seen between the two treatment groups.

(3) The incidence of side effects was 9.3% (9/97) inthe CDTR-PI group and 6.3% (6/95) in the
CFTM-PI group, and the incidence of abnormal laboratory findings 12.4% (11/89) and 11.5% (10/
87), respectively, as judged by the committee. There was no significant differeance between the two
groups.

(4) The usefulness rate as judged by the committee was 80.2% (69/86) in the CDTR-PI group
and 82.5% (66/80) in the CFTM-PI group, the difference not being significant.

From these results it is concluded that CDTR-PI is an oral antibiotic with high usefulness in the
treatment of chronic respiratory tract infections.



