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FLOEOA L 7 » 4#H|cefetamet pivoxil (CEMT-PI) o fiegttht % - xt 4 2 H 2,
MBI UERAK RN T 2HMW T, cefixime (CFIX) #1B¥EL L T _EHREICLD
LhERRET L 2, 5 RI1Z, CEMT-Pli2 1B 500mg, CFIX 1218 200mg T, »Fhe¢lH
2m, FAlE LT 4 HEEOKREL, UTOREREE,

(1) NEESICI2BEERMEIZCEMT-PIE£88.9% (56/63), CFIX B¥91.5% (54/
59), EWBETIZ, ThTh 88.9% (56/63), 84.7% (50/59) OEMET:¥h ¢ MIEME
lcEEZZRB D oL 12,

(2) /NBESCIIMEZNEEIZ, CEMT-PIEE86.4% (19/22), CFIX891.7%
(22/24) DEHAE TCHEFIBECEEZZRIBDON L1,

(3) NEBESWCL2BIfEFHI3CEMT-PIE2.5% (2/79), CFIX 8£5.3% (4/76), &
KREBERELHTIE, TLTNn25.0% (19/76), 15.3% (11/72) ORBETHTFh L[
EHHEICEERLZEZITDoNZ D5 12,

(4) NEALWC X 54 A% W, CEMT-PIB85.7% (54/63), CFIX B£85.0% (51/
60), FWHETIE, TN Th 86.2% (56/65), 85.0% (51/60) OEBEHE (FALUEL) TuT
NLMEFAHEMCERELZRTED N 2,

BLEL D, SEMM% L CEMT-PI it CFIX k [k, KK EBEOE HERTH

SEPT. 1091
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2tEzoNT,
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Cefetamet pivoxil (CEMT-Pl) 3HZA O Y 21 kR4
THEGOZOB L7 7oA XY VRERAT, £OMEIL
Fig.1 R d & { 2 ifigfic pivaloyloxymethyl %8 ¢
BIATAERTHD, BOKSE, BEROEBFRNMN LR
TI—HWEVRIATMEIN B Z e LD HIEEE %
A7 % cefetamet (CEMT) &3 prodrug TH 3,

KHNZDWTIX, TTICH L OERY, KRS 0T
bh, ThoeOBRIKIIE 6 EHFEREFZFSHARE

MB= (1989F 10 A, Fi8) OFEL > RV T LFLSE
WTHEINTWLE, Fhick 3k, 75 LBIHED
Streptococcus pyogenes, Streptococcus pneumoniae ¥ & U
77 LY E D Branhamella catarrhalis, Haemophilus
influenzae, Escherichia coli, Klebsiella pneumoniae,
RECHENERLTWwE, £1;, THK
methoxyimino # %% ¥ % 2% B-lactamase I b RET
b5, FABEOE T, 500 mg AEEONFE5RORR

Proteus spp.
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Fig.1. Chemical structure.

MPBE I 6.36 ug/ml & HEBMES <, Mo M w1z
1L.T3RMTHY, ARKEES ST S b ~BIH E
h, BEBITLRIFTH 2,

IOERYSEZ, NEERICB ZEKRMORN TIIK
B4 DEERIH 500 ~ 1,000 mg/H, o2& E5TiTbh, B
RhEIBE % T 87.8 %, MMHMETERERIETIZT76.4 % &N
TR TH o 1oe FPPRIBRERAE W B S B ENRR
B73.0%DEHEKETHD, HUMAOTBEERABTH
% S. pneumoniae, B . catarrhalis, K . pneumoniae, H .
influenzae \ BN HEERMRITINT WL D,

AR O—MEERAROLT LM CBIL Tix 1,380 Flic D>
THaEtEh, BWERARBREIIZ6%T, TOEXLDIIH
LBEKRTH o 72 [BRBRBEBREEHORREIIS.4%
(57/1,048) T, £ DH BRIFERMEBLIU I T VAT
IF—YOLERATHD, BAFED B-lactam F| LR TH -
120

SE, FFAOHMEBEMMRIINT 2EMYE, TL2EB LU
ERMt2EENCTMT 2 HW T, cefixime (CFIX) %
MEEE T _EERIEABEERL 2O T, £ ORK
EHRET 2,

%8, FABRIIFRITEIA~FK2E1 A, £F
46 R TER I NIz,

I. 8 & 5 &

1. x &

MEMM A TS VEFR, BEROKE, K2,
CRP (b, EMIRME 2 &2 & D BE & o IC BRIRHFE
ROTH 6N BER R E LT,

MREFHIFEAE LT I6mUEE L, HERNIZTR
ELTz, £72ABE, SkiMb R VLY, BEZEAE
BAREnBEL LT, kB, BERPET, FOKR
i 2B erpRsfgTEaELwRE, EELE
BEE - ABHELRE LEBRER OB, KeWoH
EVRE e BE, BELH, BHERELZET LA
%, ARBREHTIC CEMT-Pl £ 23 CFIX 0 E %

LF T BE, RPN O BB AR X
DEERDSKE L DOH LB, L7 LRE IR
) ROFERICH LT T VLY —DOBREEYFT
LBE, @M, BAMEBLCERLTH RO S
5B, Staphylococcus aureus, Pseudomonas aer-
uginosa EREL LTEZ oL 8E, TOMFER
EHSTHY & - B I RIEG L DBRAT L E
L7,

n8, FRBOEBCHELTHo» CoRBROEMN
BIUFMHE, FTHREALIURL L UBREZFICOVLT
BECHHEL, FMEEBLILLLL,

2. RBREH

HABEK I TEHOEBY TH S,

#ERFER  CEMT-PI250 mg (CEMT & L T 194

mg 3H) §&

FHEEHEHF] - CFIX 100 mg » 7+ N
HERIARBRZL 0o, ThEREELS
BLERBANTREL 77 ¥ REBLU T 7R A T %
fEp L, CEMT-PI# i3 CEMT-PlOEE 288 &
UCFIX 72X &K 247+, CFIX i3 CFIX 03
E2HA7VvBIUCEMT-PIO75 v K 28E% %
nEn1[ES 1v—bF) e85V g%
AL TEROBINT M %2RFFL 1o CEMT-Pl 8&
U277t R§gidBE oy 256Xt & D, CFIX
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L OREEZI .

1ERITOERIZ2Yy— 2 1HSEL, 4HS
28— MR 1IFECIAL 12, 4fEFID%E 1HEL, 2
Y ho—7 —DEERCED T ETY, 4EFSOD
HBRER N I —EES 2T L TERR B
Lizo BEZTIHBEORZZIHCEVLERES» O
5L, A—&SOERAIR—BEOACKETHI L
L7z,

a2 bo—7—3HEAB L BEORITEEED
{R3E, EXOEEREID 11, Key code DIRE LB
#, FAEEXD 7 T 1 > F1t, Key code BH®H D 7 —
Y DAREM ORI % & I DOIEB2TO 28 EL
fro EFEDHIED Y PO —F —BERICEREH
HL, FhZhORBREROEEBL U7 7 KD
W T ARERBIMHT, RBRRTRCSERABRESURER
By R ER K EMEMFRE AT RS KE
L, WFNLHBIBEET 5 L SHERI NIz,

3. BE5HEB L UKRSHARM

1 B¥ 5813, CEMT-PI #i31,000 mg, CFIX &
12400mg £ L, Fig2 w3 Ze<1E1Y—H, 1
H2@EE- - YBBE{EEE L, REMMBERIE LT
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Cefetamet pivoxil group Celinume group

® D i
@ D O

.Ccfvlzlmvt pivoxil 250my @D Cehixime 100my

QCefelamct pivoxil placebo (D) Cetixime placebo

Fig.2. Packaging of test drugs.
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DHFEIRFES? D|EITHEL 12,
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(LR, BRI, CRP, et (1 #ME) &
LU L AR LR DR, KGR 3, 7,
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MNEMAD EL WA T 2 ELY .

3)  KOMERIZHM
Ry G BREAHT, B5BMMA%R 7, 14 HH I BRRO A%
W E D EEEOMBEDO R, B, ERME LTV,
HEEARES L UHERRBIIODOLTOEREL
CEMT 5L UCFIXic+ 2 B2 HME MICH
F) BEFRSHEEKRE L 7 —HIRBICEKELT,
MIC §il5E 13 B A b E R i g (2> 12

FEOBAKRTE, MEYHIRELFREDHICERET
ERVEESICE, AT IRHCERETSIEEL
P4
6. BHAER
BEMtE®ICE CMEER - DL TIE, £#0fE
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7. R¥E
1) /hEEEIEBHE
RBRTE®, MEELCBLTUTOHERT-
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QM LOREE L BTN RORE
B E5MGEIOBKER, WEL SRS L VERR
B oZME2HEL, RREMERCK-> TER
DEE*RELT, 4375 X~ DZHESE
1, CF fifkfl & 7213 IHA itk fliic v TR 7 0%
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BEIOAREL TV 28815, CF Hiikfli T i3 64 5
E, THAHUEB T2 320 FEA L 2 BBt & L 2o BB
HRUMAIEABESHES L THELBSIEBVT, &
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VEOEEEOHEASHEIC LD, Tablel (o7 #
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D4R X UHIETHED 5 RO THE#1T-> 2

2) FHEWCLBHE

FHEIC & 2 BRYSEDEEE IZTELE, PEE, BE
O 3BFET, BEZHEIEKRER, BELVRIE, &
REBERE R EOWEBICET 2EL, B, ©PFH
%, B 4 BB X UHETRRED 5 X3 THE 21T
Str. MIEEHBIRIZ, ELABELEEL 0k, BRE
OWE, FrrBEOHBROEES L UBEOR, K
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B 4 BB L CHETEED 5 KO THEETT-

oo TP DV TIXHIER 8 & UM AL AR BUH 4
oA, ML, fE, Rl S 2R ERED
BREHHME L W, BETHD, ZREETH S,
ROMEN D D, B H 2D 4 Belk s ) A E
D5 XY THERIT Io £ 1, HRMBHEKIRE
OB RRIE LT, b TN, (T, XA
H, (IATHOD 4 ERES X UHSERRED 5 K45 TH
EEITo 7,

8. Key code ®p#t
INBREBIU I Y bO—F— 1 & DIERIOFREH
IRE BN, BMERORREDIIVWELDL &
T, NNERSHEOMRES L CEFEESITbR, 2
v ho—7—i2& 0 Key code p3B¥ 2 n 7z,

9. REREHROMT

BEICIE, T OBHCIECT 2 RED D V»IF
Mann-Whitney U #i % fivs, Wil 5 % %A BAkH
Yl B, T—FOfdaY o —7—0DfEY
Db riz, BERo Y 2 kXS OELEIT - 1,

. = 8 M W

1. fEBIOANR

A ABRC gk s 0L RERIE 160 ) (CEMT-PILE¥
80 %, CFIXE 808 TH-1:o NBAEKIBLT
BTN RE L TORE R LR % Table2 12,
S OB #H % Table 3 1W2R T, B RN E AT R
13122 5 (CEMT - Pl 63 %, CFIX 59 #1), &l
V£ B i ATt R )13 155 Bl (CEMT - PI £ 79 41,
CFIX B 76 B), K& K Bk 7 M2 A7 Xt & 61 13 148 B
(CEMT-PIE 76, CFIXEE726)) THDH, FH
W ATt % 5112 127 6 (CEMT - P11 £ 66 i, CFIX
EE6LP) Tholo

2. BEERAT

BRI RN R 122 FIOBREREFIIOVLT,
KBRS DL 21T > 72 (Tables4 ~ 7).,

1) M5, Fin, KE

MR, R, FEOSMCHERHBICERELZRY

Table 1. Criteria for usefulness as judged by committee

Severity of side effects

Clinical efficacy

and abnormal laboratory findings excellent good fair poor excluded
None 2+ + + - ?
Mild + + + - Y
Moderate + + - - -
Severe - - - - -
2+: very useful +: useful =: slightly useful —: useless ?:unknown
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Table 2. Number of patients adopted for evaluation by committee
Cefetamet pivoxil Cefixime Total
Evaluation for Statistical analysis — —— - - o -
80 80 160
: included 63 59 122
Efficacy excluded 17 21 38
Side eff included 79 76 155
i t
\de eflects excluded 1 4 5
Laborat rest included 76 72 148
aboratory fes excluded ] 8 12
included 66 61 127
Usefulness excluded 14 19 13
Table 3. Reasons for exclusion and drop-out from the evaluation of clinical efficacy
Reason Cefetamet pivoxil Cefixime
No visit after first consultation 1 0
Severe underlying disease 0 1
Exclusion Early termination 0 1
Administration to same patient 0 1
Not administered 0 1
Subtotal 1 4
Ineligible disease 10 12
Mycoplasmal pneumonia 4 3
Bronchiectasis 2 1
Acute bronchitis 1 2
Tuberculosis 1 1
Lung cancer 0 3
Drop-out Chlamydia pneumonia 0 1
Rheumatoid lung 0 1
PIE 1 0
Diffuse panbronchiolitis 1 0
Infected byStaphylococcus aureus 5 3
Severe infection 0 1
Unclear clinical course 1 1
Subtotal 16 17
Total 17 21
RED SN DT, i, BREPMOSHCEVT L IEFABECEER

2) ABT -5k, BRAEEMER, ERKE - SHE Rou@vonkproi,
DHE, BEROFE, MRSNEROEHE, HHAX 3) ERFROBES L UKKRE (Tabled)
DEE, RE5EHE DI AABBAMATOKE, W, EHEE, HEER ¥
ABt - Sk, BREOCEER, BERER - GHHEO  RE#, KB, WE>E, BAER #7/-%, B
R, BERORE, AiRSAHAORE, HHED MR, Mks X FCRP BV T HEABMICEE
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Table 4-1, Background of patients

Cefetamet pivoxil Cefixime
Item Statistical test (U, x?*)
63 59
Se: K
X male 34 32 NS
female 29 27
16~19 2 1
20~29 5 10
30~39 13 11
Age (yrs) 40~49 5 4
NS
50~59 5 11
60~69 18 13
70~79 14
80 1 0
34.5~<50 22 25
50~ <60 14 12
Body weight (kg) 60~ <70 10 6 NS
70~ <80 2 4
80~86 1 0
unknown 14 12
in 30 25
In/Out patient out 28 26
) NS
in-out 2 6
out-in 3 2
Severity mild 34 37
NS
moderate 29 22
Underlying disease & no 31 39 NS
complications yes 32 20
Anamnesis no 50 55
NS
yes 13 4
Pretreatment with anti- no 55 53
biotics yes 8 5 NS
unknown 0 1
i 27
Combined drugs no 28 NS
yes 35 32
3~7 12 10
Duration of treatment 8~13 13 11 NS
(days) 14 38 38
<37 6 11
37~<38 27 22
Body temperature (C) 38~ <39 25 17 NS
9= 5 7

unknown 0 2
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Table 4-2. Background of patients

Cefetamet pivoxil Cefixime
Item Statistical test (U, x?)
63 59
- 2 1
Cough + 30 39 NS
++ 31 19
- 1 6
Volume of sputum + 35 27
NS
++ 26 21
+++ 1 5
- 1 6
Property of sputum M 8 10 NS
PM 31 22
P 23 21
- 50 50
Dyspnea + 13 8 NS
++ 0 1
- 42 43
Chest pain + 16 15 NS
++ 5 1
— 24 23
Chest rales + 36 33 NS
++ 3 3
Dehydration - 59 56 NS
+ 4 3
Cyanosis - 61 58
NS
+ 2 1
<8,000 15 18
8,000~ <12,000 29 27
WBC (/mm?) 12,000~ <20,000 17 13 NS
20,000= 2 0
Unknown 0 1
<20 8 6
20~ <40 15 15
ESR (mm/h) 40~ <60 11 9 NS
60= 25 23
Unknown 4 6
- 1 1
+
CRP £, + 5 5 NS
2+, 3+ 19 12

4+= 38 41
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Table 5. Background of patients (initial score of chest X-ray findings)
Score of chest Cefetamet pivoxil Cefixime
oo _— _— Statistical test (U)
X-ray findings 63 59
1 6 3
2 18 22
3 20 21
4 10 6
NS
5 4 3
6 3 4
7 0 0
8 2 0
Table 6. Background of patients (causative organisms)
Causative organisms Cefetamet pivoxil  Cefixime  Statistical test (x?)
Monomicrobial infection 21 25
Polymicrobial infection 2 1 NS
Unknown 40 33
Staphylococcus haemolyticus 1 1}
Streptococcus pneumoniae 11 12
Monomicrobial infection Klebsiella pneumoniae 0 1
Enterobacter cloacae 0 1
Haemophilus influenzae 9 10
Pseudomonas fluorescens 0 1
. oo X Streptococcus pneumoniae
Polymicrobial infection L 2 1
+ Haemophilus influenzae
Total 23 26
Table 7. Susceptibility distribution of causative organisms (inoculum size 10° cells/ml)
Tested Treatment MIC (ug/ml) Total Statistical
drug group $0.0%5 0,05 0.10 0.20 0.39 0.78 1.56 3.13 6.25 12.5 25 50 100 100< test (U
Cefetamet  cefetamet pivoxil 8 3 2 1 14 NS
cefixime 9 7 3 1 1 1 22
Cefixime cefetamet pivoxil 1 2 3 6 1 1 14 NS
cefixime 2 9 2 3 2 2 1 1 22

IR EFED SR> 72,
4) KV AR (Table5)

5 HAEB L CBEEMESM
INEESWC LD BRENSHEE S IR 49 B

INBESI & D HE & v RRBRFAET ORIET L AR (CEMT-PIE£23 %I, CFIXE26f) THH, £D
DEFESROSMIC BV CHERBEMICER2RY 5 & BRI b8 46 ] (CEMT-PI§#21 8, CFIX

BRD oo,

BE25 ) T, BEEERERE 36 (CEMT-PIEE2 4,
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Table 8. Clinical efficacy as judged by committee
Clinical efficacy Statistical
Treatment group
excellent good fair poor total test (U, 2°)
Cefetamet pivoxil 6 (9.5) 50 (88.9) 1 6 63 NS
Cefixime 1 (1.7 53 (91.5) 2 3 59
(' ): cumulative %
|
Table 9. Clinical efficacy by severity judged by committee
Clinical efficacy Statistical
Severity Treatment group
excellent good fair poor total test (U, x*)
Mild cefetamet pivoxil 0 30 (88.2) 1 3 34
cefixime 0 36 (97.3) 1 0 37 NS
Moderate  cefetamet pivoxil 6 (20.7) 20 (89.7) 0 3 29
cefixime 1 ( 4.5) 17 (81.8) 1 3 22 NS
(' ): cumulative %
Table 10. Clinical efficacy by causative organisms as judged by committee
. . No. of . Efficacy  Statistical
Causative organisms Treatment group K excellent good fair poor
patients rate (%) test (U, 22
Staphylococcus cefetamet pivoxil 1 1 0 0
haemolyticus  cefixime 0 0 0 0
Streptococcus  cefetamet pivoxil 11 2 8 1 90.9 -
pneumoniae cefixime 12 11 0 100
Klebsiella cefetamet pivoxil 0 0 0 0
preumoniae cefixime 1 0 1 0
Mono- .
. . Enterobacter  cefetamet pivoxil 0 0 0 0
microbial -
. . cloacae cefixime 1 1 0 0
infection
Haemophilus  cefetamet pivoxil 9 1 2 NS
influenzae cefixime 10 0 1
Pseudomonas  cefetamet pivoxil 1} 0 0 0
Sfluorescence cefixime 1 0 0
Subtotal cefetamet pivoxil 21 3 15 0 3 85.7 NS
cefixime 25 21 2 1 88.0
Streptococcus
Poly- pneumoniae L
. X i cefetamet pivoxil 2 0 2 0 0
microbial + -
i i . cefixime 1 0 1 0 0
infection  Haemophilus
influenzae
Total cefetamet pivoxil 23 3 17 0 3 87.0 NS
cefixime 26 22 2 1 88.5
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Table 11, Bacteriological efficacy as judged by committee

Evaluation Bacteriological efficacy
reduced or Statistical
Treatment group eradicated replaced partially unchanged total test (U, x*)
eradicated
Cefetamet pivoxil 18 1 1 2 22
N
(86.4%) NS
Cefixime 21 1 0 2 24
B S
91.7%)
( ): eradication rate
Table 12. Bacteriological efficacy classified by causative organisms
. . No. of . Unchanged Eradicated Statistical
Causative organisms Treatment group . Eradicated
isolates Decreased rate (%) test (%)
Staphylococcus  cefetamet pivoxil 1 1 0
haemolyticus cefixime 0 0 0
Gram- Streptoococcus  cefetamet pivoxil 13 11 2 84.6 NS
positive pneumoniae cefixime 13 11 2 84.6
Subtotal cefetamet pivoxil 14 12 2 85.7 NS
cefixime 13 11 2 84.6
Enterobacter cefetamet pivoxil 0 0 0
cloacae cefixime 1 1 0
Gram- Haemaophilus cefetamet pivoxil 10 9 1 90.0 NS
negative influenzae cefixime 10 10 0 100
Pseudomonas cefetamet pivoxil 0 0 0
fluorescence cefixime 1 1 0
Subtotal cefetamet pivoxil 10 9 1 90.0 NS
cefixime 12 12 0 100
Total cefetamet pivoxil 24 21 3 87.5 NS
cefixime 25 23 2 92.0
Table 13. Side effects as judged by committee
Item Cefetamet pivoxil Cefixime Statistical test (x?)
No. of patients with side effects 2/79 (2.5%) 4/76 (5.3%) NS
Severity mild 2 0
moderate 0 4
Side effects upper abdominal discomfort 1
diarrhoea 1
haematemesis 1
rash 2
1

eruption-itching
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CFIX B 18)) THD, MisEHIBEI /iR 138 {i%h ¥z CEMT-PI##88.9% (56/63), CFIX g

»ehiedot: (Table6), 91.5 % (54/59) TH D iR FIBEM 111 L 2138y
CROEKEEDD b MICHI KM s/ boid SR teo WERIREDTHHMOE (2.6 %) 095

36# (CEMT - PIIt 14 %, CFIX[t228) T > " fdIXIMiE—13.2%~7.9%TH- 12,

oo ERRMDIAGIC 15\ THIHKHIBEMIC TR ) 1 2) KB TAE ISE 1) B K 2

W oot (Table?), INBRZWC LD S TIERER OB R4
3. INBRAWW Table 9 7 /77,
1) ERERHR B O/ 2% 12 CEMT-PI ¥ 88.2 % (30/34),
INBULIC L DT S I-ERSR % Tables iz CFIX I£97.3% (36/37) T, PHEMTIRENLH
o 89.7 % (26/29), 81.8% (18/22) T - 1z, B,
Table 14, Abnormal laboratory findings as judged by committec
Item Cefetamet pivoxil Cefixime Statistical test ' ¢
No. of patients with abnormal 19/76 (25.0%) 11/72 (15.3%) NS
laboratory findings
Severity mild 17 10
moderate 2 1
WBC | 2
EOS 1 1 3
GOT t 1
GPT 1t 5 2
BUN 1t 1
Abnormal EOS, GPT t 1
laboratory EOS, BUN 1 1
findings GOT,GPT* 8 1
GPT, Al-Pt 1
GPT, BUN 1t 1
WBC |, GOT,GPT 1 1
GOT, GPT, Al-P ! 1
Table 15. Usefulness evaluated by committee
Usefulness
Statistical
lightl '
Treatment group  very useful useful s lgf Iy useless unknown® Total test (U, ¥
usefu
Cefetamet pivoxil 3 (4.8) 51 (85.7) 3 6 3 66
Cefixime 1(.7 50 (85.0) 4 5 1 61 NS
(): cumulative % * patients excepted from the calculation of percentage and statistical test.
Table 16. Clinical efficacy as judged by doctors
Clinical efficacy i
Treatment group Statistical
excellent good fair poor total test (U, )
Cefetamet pivoxil 7 (11.1) 49 (88.9) 3 4 63
Cefixime 10 (16.9) 40 (84.7) 7 2 59 NS

(): cumulative %
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Table 17. Clinical efficacy by severity as judged by doctors

] Clinical efficacy Statistical
Severity Treatment group
excellent good fair poor total test (U, x*)
Mild cefetamet pivoxil 2 (5.9 28 (88.2) 3 1 34 NS
cefixime 6 (16.2) 26 (86.5) 5 0 37
Moderate cefetamet pivoxil 5 (17.2) 21 (89.7) 0 3 29 NS
cefixime 4 (18.2) 14 (81.8) 2 2 22
(' ): cumulative %
Table 18. Bacteriological efficacy as judged by doctors
Evaluation Bacteriological efficacy
reduced or Statistical
Treatment group eradicated replaced partially unchanged total test (U, x)
eradicated
Cefetamet pivoxil 18 1 1 2 22
—_—
(86.4%) NS
Cefixime 20 2 1 1 24
N
(91.7%)

( ): eradication rate
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Table 19. Safety as judged by doctors
Safety Safety Statistical
Treatment group o
almost slightly o rate (%) test (U, x*
safe o significant unknown* total
safe significant
Cefetamet pivoxil 62 11 5 1 0 79 78.5 NS
Cefixime 64 7 3 1 1 76 85.3
* patients excepted from the calculation of percentage and statistical test.
Table 20. Usefulness evaluated by doctors
Usefulness Statistical
Treatment group
slightly test (U, x°)
very useful useful useless unknown* total
useful
Cefetamet pivoxil 10 (15.4) 46 (86.2) 5 4 1 66 NS
Cefixime 14 (23.3) 37 (85.0) 7 2 1 61

(): cumulative % * patients excepted from the calculation of percentage and statistical test.
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We carried out a double-blind comparative study on cefetamet pivoxil (CEMT-PI) to evaluate its
clinical efficacy and safety in the treatment of bacterial pneumonia, using cefixime (CFIX) as the
active reference drug. Either CEMT-PI at the dose of 1,000 mg/day or CFIX at the dose of 400 mg/
day was given orally in two divided doses for 14 days in principle. The results obtained were as

follows.
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(1) The efficacy rates were 88.9 % (56/63) in the CEMT-PI group and 91.5 % (54/59) in the
CFIX group as judged by the committee, and 88.9 % (56/63) in the CEMT-PI group, 84.7 % (50/
59) in the CFIX group as judged by the doctor in charge. No significant differences were observed
in efficacy rates between the two treatment groups.

(2) The rates of eradication of the causative organisms were 86.4 % (19/22) in the CEMT-PI
group and 91.7 % (22/24) in the CFIX group as judged by the committee, with no significant
difference between the two treatment groups.

(3) The incidence of side effects was 2.5 % (2/79) in the CEMT-PI group and 5.3 % (4/76) in
the CFIX group and that of abnormal laboratory findings was 25.0 % (19/76) in the CEMT-PI
group and 15.3 % (11/72) in the CFIX group as judged by the committee. No significant differences
were observed in the incidences of side effects and of abnormal laboratory findings.

From the results we conclude that CEMT-PI is highly effective and useful in the treatment of
bacterial pneumonia and is equivalent to CFIX.



