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Fig.1. Chemical structure of meropenem.
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Table 1. Items and schedule of laboratory tests

Items

Before

Day 3

Day 7

Day 14°

Chest roentgenography

Blood analysis

Erythrocytes
Hemoglobin
Haematocrit
Leukocytes

Differential WBC count

Platelets

Liver function test

S-GOT
S-GPT
ALP
Bilirubin

Renal function test

BUN

Serum-creatinine
B.-microglobulin

NAG

Urinalysis

Protein-Sugar

Sedimentation

Others

CRP

ESR (1 h value)

Direct Cooms’ test

Mycoplasma antibody (CF or IHA)
Chlamydia antibody

Cold hemagglutination

Sputum culture

Blood culture

Arterial blood gas

Serum electrolytes

0000000 000 OO0 OCOO 06O0OCS OGOEOOSOES

(N NEON BEONON N BN I N I NN N N N N N )

00 00000 00 OCOO0OG | 0000 000 OO

® O

@: indispensable

NAG: N-acetyl-8-D-glucosaminidase

O: should be performed as often as possible
* last day in case of suspension

CF: complement fixation

IHA: indirect hemagglutination

Table 2, Criteria for evaluation of usefulness

Side effects and

abnormal laboratory findings

Clinical efficacy

Excellent Good

Fair

Poor

Undecided

None

I+

Yes

Mild
Moderate

Severe

H + | F
.+.

H+

H

4 very useful

+: useful

+: slightly useful —: useless ?: undecided
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Table 3. Case distribution

Number of Number of Statistical
patients excluded patients evaluated analysis®***
. . MEPM* 16 MEPM 57
Clinical efficacy
IPM/CS** 17 || IPM/CS 56 NS
Total 33 Total 113
Total number of . MEPM 5 MEPM 68
Side effects
patients IPM/CS 1 ] IPM/CS 72 NS
MEPM 73 Total 6 Total 140
IPM/CS 73
Abnormal laborato
Total 146 o Y | MEPM 7 | | MEPM 66
findings
IPM/CS 1 [| IPM/CS 72 NS
Total 8 Total 138
MEPM 16 MEPM 57
Usefulness
IPM/CS 16 || IPM/CS 57 NS
Total 32 Total 114

NS: not significant
* MEPM: meropenem
*** Fisher’s exact probability test

** IPM/CS: imipenem/cilastatin sodium

Table 4. Reasons for exclusion from evaluation of clinical efficacy

Reasons MEPM* IPM/CS**

Disease not included in protocol 132 12
Severe underlying disease 1
Unclear symptoms of infection 1
Pretreatment with MEPM or IPM/CS 2
Improvement due to prior therapy 1
Violation of administration schedule 2»
Concomitant use of prohibited drugs 1
Discontinuation due to side effects 1
Unclear course of infection 1

Total 16 17

axb)duplication

*MEPM: meropenem **IPM/CS:

imipenem/cilastatin sodium
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Table 5-1, Background data of patients
MEPM IPM/CS Statistical analysis
Male 42 35
NS*
Sex Female 15 21
=19 1
20~29 4 2
30~39 9 2
40~49 5 4
. NS'.
Age (year) 50~59 5 8
60~69 13 16
70~79 13 19
80s 8 4
s49 27 23
50~59 14 24
Body weight (kg) 60~69 10 3 NS**
0= 3 5
Unknown 3 1
X . [judged by Bacterial pneumonia 56 54 .
Diagnosis R NS
committee, Lung abscess 1 2
. Mild 15 16
Severity <Judgecil by) Moderate 39 38 NSe**
committee,
Severe 3 2
Underlying disease No 28 24 NS*
and/or complication Yes 29 32
Pretreatment with No 51 48 NS*
antibiotics Yes 6 8
, No 31 28 .
Concomitant drug Yes 2% 28 NS
3~ 6
Duration of test drug 2 ! X NS
. . 7~13 13 6 Wilcoxon’s rank test;
administration (day)
14 42 49 P=0.0668
<37 10 10
37=~<38 24 19
Body t C e
ody temp (C) 38~ <39 14 22 NS
39= 9 5
- 3 5
+ 27 30
Cough .
¢ 1 26 20 NS
Unknown 1 1
- 3 7
+ 25 28 NS**
Volume of sputum + 23 17 (Wilcoxon's rank test;)
H# 5 3 P=0.0912
Unknown 1 1

NS: not significant

** U-test

MEPM: meropenem

Fisher’s exact probability test

IPM/CS: imipenem/cilastatin sodium
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Table 5-2, Background data of patients

Items MEPM IPM/CS Statistical analysis
- 3 7
M 8 8
Property of sputum PM 15 13 NS**
P 31 27
Unknown 1
- 47 39 NSe**
Dyspnea + 9 12 (Wilcoxon's rank test;)
+ 1 5 P=0.0885
. - 43 42 .
Chest pain + " 14 NS
- 14 17
+ 29 25 .
Rales + 13 14 NS
Unknown 1
- 53 51
H N .
Cyanosis + 4 5 S
- 54 49 NS**
Dehydration + 2 7 (Wilcoxon's rank test;)
Unknown P=0.0847
1 1 2
2 5 11
Chest 3 11 14
. 4 10 14 i
roentgenographic score 5 15 7 Wilcoxon's rank test;
(judged b:;) 6 7 ' P=0.0097
committi 7 7 )
8 3
9 1
< 8,000 16 11
8,000=~<12,000 22 26
WB 3 M ' N X
C (/mm?) 12,000 ~ <20,000 16 15 S
20,000= 3 4
<20 6 3
20 ~ <40 8 11
ESR (mm/h) 40=<~<60 11 11 NS**
60= 30 26
Unknown 2 5
- 1 1
1+~3+ 14 15
N .
CRP 4+~5+ 16 25 S
6+~ 23 15

NS: not significant MEPM: meropenem IPM/CS: imipenem/cilastatin sodium
* Fisher'’s exact probability test
** U-test
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Table 6. Distribution of causative organisms

Statistical
Causative organisms MEPM | IPM/CS .,
analysis
Monomicrobial infection 23 26 NS
Polymicrobial infection 1 3
S. aureus 4 6
G it S. pneumoniae 8 13
rarf'l posttive S. agalactiae 1 -
cocd S. milleri 1
Mono- B -Streptococcus 1
microbial
. . E. coli 1
infection
. K. pneumoniae 2 1
Gram-negative .
P. aeruginosa 1 -
bacteria .
B. catarrhalis 2
H. influenzae 4 4
S. aureus + P. aeruginosa 1
Poly- . .
. . B. catarrhalis + H. influenzae 1
microbial -
. . H. influenzae + S. aureus 1
infection . . . .
H. influenzae +S. pneumoniae + K. pneumoniae + B. catarrhalis 1
NS: not significant MEPM: meropenem IPM/CS: imipenem/cilastatin sodium
* Fisher’s exact probability test
Table 7. Susceptibility distribution of causative organisms (inoculum size: 10* CFU/ml)
MIC (ug/mb) Statistical
Drugs | Treatment Total Y
0.0 0.05 0.10 0.20 0.39 0.78 1.5 3.13 6.25 12.5 25 analysis
MEPM | MEPM 3 2 3 1 9 NS
IPM/CS| 6 3 2 1 1 1 1 16
IPM MEPM 5 2 1 1 9 NS
IPM/CS 7 1 1 3 2 1 16

NS: not significant
* U-test

MEPM: meropenem

IPM/CS: imipenem/cilastatin sodium
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Table 8. Clinical efficacy classified by diagnosis as evaluated by committee

Efficacy .
| . . Statistical
Diagnosis Treatment Total [ Excellent | Good Fair Poor rate® .
analysis®*
(%)
Bacterial oneumonia MEPM 56 5 4 3 4 87.5 NS
acteri ul i
P IPM/CS 54 2 48 2 2 9.6
L b MEPM 1 1
ng abscess IPM/CS 2 2
MEPM 57 5 45 3 4 .7
Total 87 NS
IPM/CS 56 2 50 2 2 92.9
NS: not significant MEPM: meropenem IPM/CS: imipenem/cilastatin sodium
* (excellent+good) /total ** U-test, Fisher's exact probability test
Table 9. Clinical efficacy classified by initial severity as evaluated by committee
Effic
. feacy Statistical
Severity Treatment Total | Excellent [ Good Fair Poor rate .
analysis*®
(%)
MEPM 15 15 100
Mild NS
IPM/CS 16 15 1 93.8
MEPM 39 5 29 2 3 87.2
Moderate NS
IPM/CS 38 2 33 1 2 92.1
MEPM 3 1 1
Severe -
IPM/CS 2 2

NS: not significant

MEPM: meropenem

* U-test, Fisher's exact probability test

IPM/CS: imipenem/cilastatin sodium

Table 10. Clinical efficacy classified by underlying disease and complication as evaluated by committee

Underlying di Efficacy Statistical
atistica
neer yu.Ig sease Treatment | Total | Excellent | Good Fair Poor rate l.
complication o analysis®
(%)
MEPM 28 2 26 100
Absent NS
IPM/CS 24 1 22 1 95.8
MEPM 29 3 19 3 4 75.9
Present NS
IPM/CS 32 1 28 2 1 90.6

NS: not significant

MEPM: meropenem

* U-test, Fisher’s exact probability test

IPM/CS: imipenem/cilastatin sodium
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Table 11. Clinical efficacy classified by causative organisms as evaluated by committee
. . . Efficacy | Statistical
Causative organisms Treatment| Total | Excellent | Good Fair Poor rate (%) | analysis®
S MEPM 4 4
- aureus IPM/CS| 6 6
S , MEPM 8 1 6 1
- preumoniae IPM/CS| 13 2 1
s lacti MEPM 1 1
Gram- . agalactiae IPM/CS
positive ym—
cocci illeri
S. miller IPM/CS| 1 1
treot MEPM
B -streptococcus IPM/CS 1 1
MEPM 13 1 11 1 92.3
NS
Sub total IPM/CS| 21 2 19 100
Mo el E coli MEPM | 1 1
rmcro. ia . coli IPM/CS
infection
K . MEPM 2 1 1
. pneumontae IPM/CS 1 1
P . MEPM 1 1
Gram- . aeruginosa IPM/CS
negative MEPM 5 .
bacteria ;
B. catarrhalis IPM/CS
. MEPM 4 1 3
H. influenzae IPM/CS 4 4 '
MEPM 10 1 8 1
Sub total IPM/CS| 5 5
MEPM 23 2 19 2 91.3
Tot
otal IPM/CS| 26 2 2 100 NS
MEPM
S. +P. 7
aureus aeruginosa IPM/CS 1 1
MEPM
B. catarrhalis + H. i
catarrhalis influenzae IPM/CS 1 )
Poly- MEPM
Tnicro.bial H. influenzae +S. aureus IPM/CS ) 1
infection
H. influenzae +S. pneumoniae + MEPM 1 1
K. pneumoniae + B. catarrhalis IPM/CS
Total MEPM 1
IPM/CS 3 3
MEPM 24 2 20 2 91.7
Total .
° IPM/CS| 29 2 27 100 NS

NS: not significant
* U-test, Fisher's exact probability test

MEPM: meropenem

IPM/CS: imipenem/cilastatin sodium



NS: not significant

* Fisher's exact probability test

MEPM. meropenem; IPM/CS, imipenem/cilastatin sodium

Fig. 2.

o—@ IMmeropenem

o~ ---0 imipenem/cilastatin sodium

Improvement of initial clinical symptoms.

VOL. 40 NO. 11 MEPM & IPM/CS DRRIELIBEARA (1 it 2 ) 1355
No. of patients Improvement rate (%) Statistical®
Sympt o mrE
i Day —MEPMIPMCS] 0 20 40 60 80 100| analysis
3 48 48 .
5 47 46 Q
Body temp 7 45 46 NS
14 43 46
Last 47 47 - .
3 53 51 -
5 51 48 R
Cough 7 51 49 Q NS
14 48 48 5
Last 53 50 e
3 53 47
5 51 46 %?\
Volume of sputum 7 51 46 'O\x NS
Y] 49 46
Last 53 48 °
3 54 48
5 52 45 ‘}.
Property of sputum 7 52 45 \ NS
14 49 46
Last 54 48 e0
3 10 16 [ |
5 10 16 b Q
Dyspnea 7 10 16 Q NS
14 8 16
Last 10 16 ]
3 15 15 < -
5 14 14 Nia,
Chest pain 7 14 14 \ NS
14 14 14 3%
Last 14 14 X )
3 42 39 N
5 41 38
Rales 7 41 39 NS
14 40 39
Last 42 40 P
3 4 5 ~
5 3 5 - b
Cyanosis 7 4 5 NS
14 3 5
Last 5 5 [
3 2 6 Q
5 2 6 o
Dehydration 7 2 6 o ¢ NS
14 2 6 o}
Last 2 6 o ¢
2 b 4 cg"z
5 5 S
Chest 7 50 5 \ NS
roentgenography 14 48 49 \b
Last 57 56 °
3 44 42 N
WBC ; 0 3 \ 7 s
7 40 43 N
14 37 44 .%
Last 42 46 e0
3 31 35 .
5 0 1 >‘=~<S
ESR 7 44 48 RN NS
14 40 44 ~<ex
Last 46 49 [ Xe
3 53 50 Oy NS
5 0 3 \ NS
CRP 7 51 52 \ NS
14 50 51 ko) NS
Last 56 55 oe NS(P=0.094)
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BitL 7o, 220, IPM/CSEELR)) HoTo EDRHICDOW
IL B B 2 & THRHEMICERZ IR ohikdh o7z,

1. EFORNR 3) BERDER - TR, BRREE

R 5ER X MEPM 2 73 4, IPM/CS # 73 flo
146 B TH -7 (Tabled), 2D LIBRASHIE
BT Table 4 IR L - & D 0 S5BRHH
30 Ii3lE & & i 33 B % Ry 7o MEPM 357 41,
IPM/CS B¢ 56 Bl D3t 113 Bl % B R RN R O S 40t & B
L7, BIfeF 2, MEPM ¥ /-3 IPM/CS DRI
DH-128 L, FIEEHH EREBER, 183
Ef¥E S L CRERBRTREDE 1 ik < MEPM 3
68 B, IPM/CS B 72 B D& 140 Bl % BRAT N RIER &
L. ERPRMEER Y BIVERMRITN RESD & K
REBO—HBTHBETH> L2f 2BV,
MEPM £ 66 #, IPM/CS Bt 72 §) D&t 138 5 % 47
NREF & L. BEREONMZ, BRRTMES
14 (BIfEAE L TEX - TRISHEA TR 2P
Ltz - DEERR O IfThb 2o 158, BlIfEA %
EHTHEREOFMEEIT-o 214 *ix, MEPM
B 57 B, IPM/CS B 57 Bl D& 114 £ % fE47 xR B
E L7,

2. BEEYRRAT

FRER %R RE 113 Flo BEHRE T % WEHM
THB L 7 (Tables5~7),

1)t W, KEH, HiEE, EREE - SHHED
i, RS5SHAOVHHELEREOHE

LN b AEMCEREZRED s o T,

2) ®B5HM

FRED 14 B OB E L 1Thh 1ERH3 113 Fildh 91
# (MEPM B# 42 %, IPM/CS 8 4981), 7~13HT
thik X h - fEHIHs 19 5 (MEPM £ 13 #1, IPM/CS
68, 3~6 B Tohik xh-fEH 34 (MEPM

HZRARMGEI OB, Bw, EEORB L UFHR,
TRk R, o, RIS, F7 ./ —¥, BKERK,
Bk, #ARit{l, CRP 0BEICOWTIiE, WM
CERZREDOSNLho T, REBVHRRRICOWLT
iz, AMOAFCHEMTEERZBBY NI (P=
0.0097)

4) BAEB L UEABZNYE

Table 6 iCRL7EBD, BRERMOBEEDL SIS
NrENEAETH L LIBRETHE S NIEHIZ
53BITH o 1o, HMBEELSES 2 MEPM B¥ 23 51,
IPM/CS 2% 26 #l, SIEBRES 12 MEPM 8 141,
IPM/CSEIBTHD, TORMICTDOWTHEEMIC
FEZRFOONLZD -T2, £, BRERBRRESND
35, BEREDS 7 LB, 77 LBHEDHCOVLT
LHERMCERZRED b eh o, HMBERLE
Flic BT 2K E X, Streptococcus pneumoniae H3
20 TR LH L, %DM Staphylococcus aureus H3 10
B, Haemophilus influenzae 038 #l, Klebsiella
pneumoniae 13 3 B, Branhamella catarrhalis 3 2 #)
SEEENnT, 2, ThODERED DS bERRZNE
MIC) Bflg&EnzbDix 25 4% T, MEPM B X Uf
IPM 234 3 BHIRZHESFIC DL THEMCEERE
EZRFHSNH» o7 (Table 7),

3. ERKEHE

1) MEESHE

O KBABKE

NNERSHEI L 2K BRI OBRKZHR % Table 8 i
Tl BERMEBYL 2 bbE-BHEL, HEHN
# T i3 MEPM 8% 87.5% (49/56), IPM/CS £ 92.6

Table 12. Clinical efficacy classified by diagnosis as evaluated by doctors

Effi istical
Diagnosis Treatment Total (Excellent| Good Fair Poor icacy | - Statistica
rate (%) | analysis®
. . MEPM 56 13 36 3 4 87.5
Bacterial pneumonia NS
IPM/CS 53 9 38 4 2 88.7
MEPM 1 1
Lung abscess -
IPM/CS 2 2
MEPM 57 13 36 4 4 86.0
Total NS
IPM/CS 55 9 40 4 2 89.1

NS: not significant MEPM: meropenem
* U-test, Fisher’s exact probability test

IPM/CS: imipenem/cilastatin sodium
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Table 13, Bacteriological efficacy classified by causative organisms

i icati istical
Causative organisms Treatment| Total | Eradicated PlrFlaIly Unchanged | Replaced Eradication Statm‘nca
eradicated rate* (%) | analysis®®
S. aureus MEPM 4 4
) IPM/CS 6 5 1
S. pneumoniae MEPM 8 8
- prew IPM/CS| 13 13
. MEPM 1 1
Gam | S. agalactize | 15
positive
. MEPM
cocei illeri
S. milleri IPM/CS \ )
strent. MEPM
B -streptococcus IPM/CS 1 1
MEPM 13 13 100
Subtotal | ipwics| 21 20 1 52 | NS
Mo el £ ol MEPM | 1 1
icrov ' IPM/CS
infection
K. pneumoniae MEPM 2 ! !
s PM/cs| 1 1
P . MEPM 1 1
Gram- . aeruginosa IPM/CS
negative MEPM 2 2
bacteria X
B. catarrhalis IPM/CS
. MEPM 4 4
H. influenzae IPM/CS ) ‘
MEPM 10 7 1 2
Subtotal | 1pvics| s 5
Total MEPM 23 20 1 2 95.7 NS
ota IPM/CS| 26 25 1 9.2
S. aureus +P. 7 MEPM
. aureus + P. aeruginosa IPM/CS ) 1
L MEPM
B. catarrhalis + H. influenzae IPM/CS 1 1
Poly-
L . MEPM
fmcroplal H. influenzae +S. aureus 1PM/CS 1 10%¢
infection
H. influenzae +S. pneumoniae MEPM 1 1
+ K. pneumoniae + B, catarrhalis | IPM/CS
MEPM 1 1
Total PM/CS| 3 2 1
MEPM 24 21 1 2 95.8
N
Total IPM/CS| 29 27 1 1 93.1 S

*  (eradicated +replaced) /total

** Fisher's exact probability test

*** S. aureus; eradicated, H. influenzae; persisted

NS: not significant

MEPM: meropenem; IPM/CS: imipenem/cilastatin sodium
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% (50/54) T, Mi{LIAE 2 & L 2EFROBERHK A,
MEPM #£87.7% (50/57), IPM/CS B$92.9% (52/
56) THH, WTHOBEbLHHEICEREZRD &
nxhotz,

@ ®EEEIBKIRE

F{CIMAE % & to 2ERNIC D v T EER AN A& B
%R % Table 9 1R L 7z, BEES DHRE I MEPM

2) EHREHE

FHRESYEL BEMRD S b, INBRETHR
XN EFICOWT Table 12 KR L 7o, BRI%IM
M I 4 T 13 MEPM B 87.5% (49/56), IPM/CS
2£88.7% (47/53) T, MILMRERXSUCLEF T
MEPM 2% 86.0% (49/57), IPM/CS 8 89.1% (49/
55) THH, VThOBE LTHEMCEEZRIEDS

#100% (15/15), IPM/CS #£93.8% (15/16) T, nimr-ot,
o % E H O B % ¥ i3 MEPM 8 87.2% (34/39), 4. BEARIEIR, MERRS L VRIS L 8 R o
IPM/CS#92.1% (35/38) THH, LFHOB/EY ; 4

AHMCAEEZRED S h Ry o, BEFIVET
o, MEPMETIZ3HT 1 AELR, IPM/
CS#ETR2AH 2HAMBEMTH - 720

@ EWEB - SPHEOHERAERKIIR

FH{CAREE 2 & L EFIC DV TEBER - SHHED
B L BERRR £ OB#E % Table 10 2R L 7z, R
KB SHHEOEVER TOERE X, MEPM B 100
% (28/28), IPM/CS £ 95.8% (23/24) T, EBE&K
B-SHELZETLENTOEE X, MEPME
75.9% (22/29), IPM/CS#£90.6% (29/32) T %
D, WThOBSLHEMCEEZRED >
720

@ EREFIGEKRE

INEESHEI X VERELEE S WIERTO,
BEENOEKIE % Table 11 iIZRL 2o BEREH
EEINT-ERIZP 2 {, MEPM & 24 fil, IPM/CS
B2OBITHY D> LENPIIEL, MEPM EOD

S. pneumoniae ¥R EXEH L T 5 1 EH B & U K. pne-

umoniae ¥ FBAEE T 5 1 EFIBPLREHNTH- 2
Lok, EFILERH 2 WIERTH - 2, BREI
HMBEREERNDI 77 LBHEBRRER T
MEPM ££92.3% (12/13), IPM/CS #100% (21/
21), 7o Lt EBRRAES T MEPM E 106199
Bl, IPM/CSES5BIF 26, &bLHBBEr oS
prneumoniae \Z X % BHAEH T 13 MEPM B 8 B 7
#l, IPM/CS#E 1355 2BITHY, WTFhOFED
[[rj 3 I =P S-A €AY (R4S SRR A

g, W, BEORSB L FiEK, FREE, M
&, Mo, 7/ —+¥, BKER, G &K
i, CRP0BES L VRSV MAROEEBILD
WTIREHL > DU L EMIA3, 5 7, 14B&
CRHL, BEEFig2icRL, MREAKCBY 3
HEXRE, F7/—¥BIURLELBRLEETH
BIIC 0% 2B AHVWESB N, 2HEOHK
BERIIOLWTHBEBCERZRED SN d o7,

5. MEFHHR

MNBESCIVEABLHESNL 10 BEEOHR
%, @A » T Table13 icR L 1co EHEBERBRER
£ T2 MEPM BT 23 ¥kth P. aeruginosa 1 k% &
 2HMBHEL (HEEIH.7%), IPM/CSEH TR
26 Bk S. aureus 1 ¥R E B K 25D KL 7 (HE
£ 96.2%), HELBXR L 2bb¥LERBOHE
R o THREcERZIZD Shkdro T, BE
BRAHERC D\ TIMERIBIZ D R b2 o 1203, IPM/
CS# D H. influenzae & S. aureus DEEEBRL T
H. influenzae 1 Bk S TE L 1oz 28k 03 & L 72,
EAEIEEIA2EFNORREOHAER,
MEPM £ 95.8% (23/24), IPM/CS #93.1% (27/
29) T, MEMCAEREIRD L h o,

6. TeH

1) aWem

INEESTHRATHR L Shic 140 Blic 513 2 BIFER
DHBE L # OfEK % Table 14 2R L 7z, BIfEAR,
FEEOESR - THO»3IETHREZ2HIELL

Table 14. Side effects

Side effects

MEPM

IPM/CS

Statistical analysis®

Number of cases with side effects

0/68 (0%)

1/72 (1.4%)

Nausea - Diarrhea

0

1

NS

NS: not significant
* Fisher’s exact probability test

MEPM: meropenem

IPM/CS: imipenem/cilastatin sodium
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IPM/CSED 1FIDATH - 7z, 7. BERM
2) EERREERY 1) MNBRESYE

NBASTRITNR L Sl 138 Flic 817 S ERKMR
EEEEORRE L 2DHEB %, Tablel5icRL %,
53 XK i MEPM #36.4% (24/66), IPM/CS ##
27.8% (20/72) T, WEMcEREZEIRD S h b
otz REBBEDOSANLLDOL LT, HOBRKRE
P, FRERSOES, /R EKP, GOT, GPT,
ALPBIUBUNO LR TH - -, MEPM BT
GOT, GPT OL8S & IFMIREOMEIBER LD
Thotz, IPM/CSETIRGPT D LR, IFMEROM
%, HMRBOBAYBERLDTHo, ThEDR
EETHOBERIZLALOEFAVSEETHVBICER
ZbOREShEDo T,

BRAMERNR 14 BATONEREYEC L 2ER
M % Tablel16 icRL 7, ELHTERALBERBLESD
bE¥ERAXR, MEMMmAL T2 MEPM#£85.7%
(48/56), IPM/CS B£90.9% (50/55) T, Afi{L A% fE
& b 2ERH T3, MEPME£86.0% (49/57),
IPM/CS #91.2% (52/57) T&® YV, WTFhoBEY
MM ERERIED S o T,

2) EHEHUE

INBRETHRIRA N LU FlIc DV TOEREIH
ELERAM% Table 17 =R L 7,

EbHTERLERE2bbE-ERA%KIR, MEM%
B % T i3 MEPM £ 90.9% (50/55), IPM/CS 8%

Table 15, Abnormalities of laboratory findings

Items

MEPM

IPM/CS Statistical analysis®

BUN?

Eosinophil 1

Eosinophil t, ALP t
Eosinophil T, GPT t, ALP 1
GOT t

GOTt,GPT?
GOT1t,GPTt, ALP1, BUN T
GOT1t,GPTt, BUN?
GPT1?

Platelets { , GOT t

WBC |

DD = QO = e S e e

2
5
1

4

Number of cases with abnormal

laboratory findings

24/66
(36.4%)

20/72
(27.8%)

NS

NS: not significant
* Fisher's exact probability test

MEPM: meropenem

IPM/CS: imipenem/cilastatin sodium

Table 16. Usefulness as evaluated by committee

Slightl Useful Statistical
Diagnosis Treatment Total |Very useful] Useful gntly Useless uiness atis ?ca
useful rate*(%) | analysis**
Bacterial MEPM 56 4 44 4 4 85.7 NS
pneumonia 1IPM/CS 55 50 2 3 90.9
L b MEPM 1 1
ung al
ne abscess | pm/cs 2 2
Total MEPM 57 4 45 4 4 86.0 NS
0
2 IPM/CS 57 52 2 3 91.2

NS: not significant MEPM: meropenem

* (very useful+ useful)/total

IPM/CS: imipenem/cilastatin sodium
** U-test, Fisher’s exact probability test
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Table 17, Usefulness as evaluated by doctors in charge
\% Slightl Usefulness | Statistical
Diagnosis |Treatment| Total ery Useful By Useless | Undecided .
useful useful rate* (%) | analysis®*
Bacterial MEPM 56 13 37 2 3 1 90.9 NS
pneumonia | IPM/CS 55 7 40 4 3 1 87.0
Lung MEPM 1 1
abscess IPM/CS 2 2
7 1 3 3 1 89.3
Total MEPM 5 3 37 NS
IPM/CS 57 7 42 4 3 1 87.5

NS: not significant MEPM: meropenem
* (very useful +useful)/(total —undecided)

87.0% (47/54) T, FHLIBRIE * & &2 £ fE F T i3,
MEPM #f89.3% (50/56), IPM/CS B¥87.5% (49/
56) THD, WTFhOBELAHMCEEZRED S
nighotz,

. =

SEK AL i3, MEPM Mgz o+ 2 5AM%
PEBNCTHMmT 2897, IPM/CS #EE L L
T_EEREBHABREEML 72, T TR~ LD
iz, MEMAENREL-ARRNBEABRICBIIZE
¥, XFI1H0.5¢g (1ffi) £E5HTI5.7%, 1
H1.0g (Hfll) REHTIII%TRIENEEEZL D
STENRTBY, —HFREMHICIIHEEMRICE 3H» >
1o 1> AR I B 2 MEPM 0 Fi & i3 IPM/CS
8D 1H0.5g (H)) &L7s

KRB OB SRS 146 FITH - 7223, Fiwoxt
RAZKBOEBETIBHABBRAN S, 113FE2ERS
ROBWRRE| L LTco BEREFIOD I FHLREDS 3
BIFETE U 7208, HaiRBARARRIC I3Bfi% & DBARER &R bs
H#EETHYHEBOREL VS ATHALRIBOES
A2 LT, BERHROBITHRICME 72, £BETH
3k, #E5EHSIC BT MEPM B4 IPM/CS B &
DEWHERICH D (P=0.0668), ER, FTR T,
BIEs VA B 2w MEPM B & IPM/CSE D
BlicBEENALNTH (P=0.0097), MRV 4R/
BUAOEBC IAEMcARZEIZD o RT, 1312
MELERTHL EEZ SN,

INEBESW X 2ERRIZ, HAEMMAL T2 MEPM
B£87.5%, IPM/CS B 92.6%, % fE# T ¥ MEPM
BE87.7%, IPM/CSEE92.9% T, WThOBES LT
HECEEZRZD N o1, k£ AFIOERE
RABRNARD 95.7% & Y RRERTH - 7248,
R D S\ —BREEK KB D 88.5% & i21F 12— L

IPM/CS: imipenem/cilastatin sodium
** U-test, Fisher's exact probability test

Tnik™,

fERR, FrR, REE2TRTREMB L UVMELVBFR
DBRERBIBII2HBRIL, Mt F7/ —¥BL
VRt %2k &, 80% %8B 5 BIFLATH> 1z, &
EXICRPOBE ISPV IBKBCBLTODA
MEPM BN IPM/CSE LIV EVERIKE H > I8
(P=0.094), 2B 2L THEBICEEZIRZEY
Shixrolc, RBLUVERRICOWTIR, B5EKH]
i MEPM B8 IPM/CSEH LI D BERCEE THH- I:
bbb, UEETIHEMICAEEZRIEDS
higdhroiz,

Bt #1318t SR RE I R TREVIHICB ) 2
KOFMBEEETH2Z L b5 L T, TRELEE
ENEMRISIBPDOATH >z, HEFICRS L,
S. pneumoniae 13 b % {, R T S. aureus, H. infl-
uenzae, K. pneumoniae FThH -1, BEERDEEK
BHRIE, BBERRRERD D B S 7 LB EERES
T MEPM 2 92.3%, IPM/CS8100%, 77 skt
HRRSES T MEPM B 90.0%, IPM/CS B 100%T
Hol, 1z, DEEEKREDE S, pneumoniae EF:
fEFIT 12 MEPM B 87.5%, IPM/CS B 100% T, \»
ThOBEbAHMCBERZRBED oo T,

HEENZRCIZ, MEPMERILELBELE-
1z S. pneumoniae, S. aureus, H. influenzae 8 & Uf K.
prneumoniae LML L TB Y, PEBITIRH- T
25, BREOMHAEIILETIS.8% LI EhIK
BrBohi, £/, IPM/CSEHOBABOMNEE
1393.1%THhHv, MEMcEBRERED DL,
72

BIfER X, MHEBHERDBS - THids IPM/CS BiZ
1PIR SN, BB bDOTREL, BRE5hIEEE
RizHEL . BRREBEREORRAEIZ, MEPM
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B 36.4%, IPM/CS 8 27.8% CHjRtMic A M2 i3 a¥
vohgholt, BELEHONLLbDELTR, B
MERME A, FERRBUES, m/MR#EL, GOT,
GPT, ALP8 X UBUND LR T &% - o MEPM
BTIRGOT, GPT O LR B & UIFBRRE DM S 8
FZ2HOTHY, ZhicxL, IPM/CSE# Tk GPT
DOLR, FEERHEOMNS, SMREOBIBEZ LD
Thots, I0HR, BEAEVBEDOLOTHY,
XD B-7 79 LB ELERTHICHBEEL260DT
oz,

BER L LML MR TINERASTHELE
B X3 MEPM #£86.0%, IPM/CS #91.2% T,
BEcEREZRBD SN o 1,

UEnRk#E» 5, MEPMD1H0.5g (7)) #
53IPM/CS®1H1.0g (Afl)/1.0g&E5 H%
EBIUEARCBLT, MEMcERZIRL, ¥
HBLUEOLD THRERTES I MEPM #ic %
{, MDA T LB L 2 2ER, FEBEDSI
BnZehs, HEMMHRCH L TERLERTH S
rEzoNT,

X L
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To evaluate the efficacy, safety and usefulness of meropenem (MEPM), a new carbapenem
antibiotic for injection, in bacterial pneumonia, a multicenter double-blind controlled study was
conducted using imipenem/cilastatin sodium (IPM/CS) as the reference drug. Patients were given
0.5g of MEPM (the MEPM group) or 1.0g/1.0 g of IPM/CS (the IPM/CS group) daily (b.i.d.)
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for 14 days as a rule. The results of evaluation by the committee were as follows:

1. Analyzed cases: Among a total of 146 cases, 113 cases were evaluated for clinical efficacy.
These cases included 110 cases of bacterial pneumonia and 3 cases of lung abscess.

2. Clinical efficacy: In bacterial pneumonia, the efficacy rate was 87.5% (49/56) in the MEPM
group vs. 92.6% (50/54) in the IPM/CS group. In all cases, the efficacy rate was 87.7% (50/57) in
the MEPM group vs. 92.9% (52/56) in the IPM/CS group. There were no significant differences
between the two groups.

3. Bacteriological response: The eradication rate was 95.8% (23/24) in the MEPM group vs.
93.1% (27/29) in the IPM/CS group. There was no significant difference between the two groups.

4. Safety: As side effects, nausea and diarrhea were noticed in 1 of 72 patients in the IPM/CS
group. The incidence of abnormal laboratory findings was 36.4% (24/66) in the MEPM group vs.
27.8% (20/72) in the IPM/CS group. There was no significant difference between the two groups.
Chief abnormalities were an increase in eosinophils and transient elevations of GOT and GPT.

5. Usefulness: In bacterial pneumonia the usefulness rate was 85.7% (48/56) in the MEPM
group vs. 90.9% (50/55) in the IPM/CS group. In all cases the rate was 86.0% (49/57) in the
MEPM group vs. 91.2% (52/57) in the IPM/CS group. There were no significant differences
between the two groups.

From the above results we concluded that 0.5 g/day of MEPM was as useful as 1.0 g/1.0 g/day of
IPM/CS in bacterial pneumonia.



