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(CCL) »{RIH| & L= mEREC X h KRR L, LT oBRY21B,

fo¥s, 3E#I CTM-HE 1 B 600mg, CCL 1 H 1,500mg ¥ hZh3Eiz4EL, FalLL
T 14 AR E LI,

1) EEHROEHR (Fabl) 1FRL¥E € CTM-HE B 79.0% (64/81), CCL % 83.3
9% (65/78) THb, ETHEHET CTM-HE ¥ 77.0% (77/100), CCL % 78.9% (75/95) T3

o3 o
2) HIEEFME ST HiEAERIEARIL CTM-HE 3 76.5% (26/34), CCL ¥ 83.9% (26/
31) THhotoo
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BEERETHORERY CTM-HE # 24.2% (23/95), CCL B 18.7% (17/91) Th -t M
FLd EMEMEEROT LS ORNELBERLERTH), BRREBERFED CLEFRRES
LML F VAT I F—HOERBNATATHY, ThETOL7 = aREFERELD DIED
biieh o1,

1) HRAR (FALL) 3FERLHE ¢ CTM-HE ¥ 76.5% (62/81), CCL f 82.1% (64/78)
THY, THREHETIL CTM-HE B 79.0% (79/100), CCL B 77.9% (74/95) TH -1,

Lk CTM-HE 1% CCL ® 1 H 1,500mg O¥ELTOART CCL LRFEOHEIE LLett®
Flicz Enb, MBS LTERRERATHS BRI NI,
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Table 1. Clinical laboratory tests and time of testing

Time of testing after entry
Tests Before (day of treatment)
entry

3 7

[
>

Chest X-ray
Arterial blood gas
RBC

Hemoglobin
Hematocrit
Platelets

WBC

Leucocyte differential

OO0OO0OO0OO0OO0O*O0O

Prothrombin time
ESR(1h)
CRP

Mycoplasmal antibody (CF or 1HA)

©)
O O

Cold hemagglutinin
Direct Coombs' test
S-GOT

S-GPT

Alkaline phosphatase
Total bilirubin
Serum creatinine
BUN

Urinary protein

Urinary sediments

OO0OO0OO0OO0O*0O00O0OO0OO0OO0ODO0OO*XOODOOOOX*XO

OO0OO0OO0OO%* 00O

Isolation of causative organism

¥ O0OO00OO0O*00000O0DO0OO0O*XOOOOODO*O

Blood culture

QO : Test essential % : Tested if possible
Table 2. Criteria for global usefulness rating (GUR)

Adverse reactions and Clinical response
abnormal alterations in i judgment
laboratory findings excellent good fair poor impossible
None 2+ + + -~ ?
Mild + + + - ?
Moderate + + - — —
Severe - - - - -
2 + : very useful, + : fairly useful, = :slightly useful, — :not useful, ? :judgment impossible
8 5 LcRER LM VR 7 « L 2% d EIHERAS
9. HEERELW X BHE (FA :/IHRZET, BB B =AU BEKE R

REAETH, 3 v r—F -k b RABRERERS, HE, AR, FE B KRV THUTOHERT:
FHESR, EFES, TBE I SERDR LHAET -1 ,
EREORRBAET 74 v VEL, EIEACHES Y ‘1) WA OWHE LEITNZORE
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Table 3. Number of patients ado'pted for evaluation by committee

CTM-HE cCcL
. Adoption . Total )
Evaluation for treatment treatment Analysis
. employment
108 pts. 106 pts. 214 pts.
. evaluable 81 (75) 78 (74) 159 (74) .
Efficacy inevaluable 27 (25) 28 (26) 55 (26) NS
] evaluable 102 (94) 99 (93) 201 (94)
t \:
Adverse reactions * | . luable 6 (6) 7(7) 13 ( 6) NS
| evaluable 95 (88) 91 (86) 186 (87)
test
Laboratory tests | - aluable 13 (12) 15 (14) 28 (13) NS
evaluable 81 (75) 78 (74) 159 (74)
v 1
Usefulness inevaluable 27 (25) 28 (26) 55 (26) NS
By the attending physician
i evaluable 100 (93) 95 (90) 195 (91)
ff
Efficacy inevaluable 8(7) 11 (10) 19 ( 9) NS
evaluable 100 (93) 95 (90) 195 (91)
I
Usefulness inevaluable 8(7) 11 (10) 19 (9) NS
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h, NEMER, MEEEREMEOMmEIC X b 55 4
IERA L Lico BMEMERIER 2 W Tik 201 4

(CTM-HE 7% 102 ff, CCL T 99 ) %fifirxig & L,
A p TN, CCL ni#es:, MMIKEBALE ORI X
H 13 BURIEERA & Lico MPRIRAEAETIZ oL Tid 186 4
(CTM-HE 1% 95 §, CCL #t 91 1) %Mtk L,
FHRBETHORET — 2 DRSS LORER Thicd
o 28 | (CTM-HE 2 13 ff|, CCL Tt 15 fil) % 3ki%
FBE Utco 7 PR o0 W7o Gk BRBRAD I > SR AT 5 A 1)
& L1, ‘ )
FHREHTIC T BHKRER I X O Fl: Ot
CLEUB R O PR A AT BB 195 4l (CTM-HE #% 100 £,
CCL R 95 f) & L, BRBRIEHI OFLIHY) Tlev b D

3

Table 4. Reasons of exclusion and dropout (inevaluable patients)

Assessed by
Assessed by committee attending
‘ physician
Reason not evaluated not evaluated not evaluated not evaluated
for efficacy and for adverse for laboratory for efficacy and
usefulness reactions findings usefulness
CTM-HE CCL CTM-HE CCL CTM-HE CCL CTM-HE CCL
Disease not included 16 14 3 4
Pneumonia shadow 4 4
poorly defined
Symptom of infection 1 1
indefinite
Severe underlying disease 2 , 1 2 1 2 1 1 1
FCL given before entry 3 3 3 3
in the study
Other antimicrobial used 1 1 1 1
concurrently
Steroid used concurrently 1 1 1 1 1 1 1 1
X-ray films not available 2
Drug compliance poor 2 1 2 1 2 1 2 1
Did not visit after first 1 1 1 1
examination
Laboratory tests 7 8
unsatisfactory
Total 27 28 6 7 13 15 8 11
Analysis NS NS NS NS
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Table 5. Patienty’ characteristics (1)
Patients employed hy the committee for evaluation of efficacy

Committee’s evaluation Physician’s evaluation
CTM-HE CCL Total CTM-HE| CCL Total .
Patients’ characteristics Analysis Analysis
81 pts. 78 pts. 159 pts. 100 pts. 95 pts. 195 pts.
male 42 40 82 52 49 101
NS
Sex female 39 38 7 NS a8 46 "
15~29 9 11 20 9 12 21
30~39 17 7 24 20 9 29
A 40~49 8 5 13 8 6 14
( “) 50~59 11 9 20 NS 15 13 28 NS
years 60~69 12 27 39 14 31 45
70~79 13 14 27 22 18 40
80~90 11 5 16 12 6 18
27~39 6 7 13 7 7 14
40~49 29 27 56 37 32 69
i N
Body weight | 5959 29 2 55 NS 32 32 64 S
(ke) 60~75 12 15 27 17 20 k74
unknown 5 3 8 - 7 4 11 -
Diagnosis Pneumonia 77 71 148
( Comririlttee’s) MP 2 > 7 NS
PAP 2 2 4
Severity mild 52 55 107
(Committee’s moderate 29 22 51 NS
evaluation) severe 0 1 1
Underlying none 42 34 76
diseases * B* 33 38 71 NS
Complications A* 6 6 12
Use of none 70 63 133 85 77 162
antimicrobial yes 11 13 24 NS 14 16 30 NS
agent before
entry unknown 0 2 2 - 1 2 3 -

*A : Underlying disease or complication influencing the progress and prognosis of respiratory tract infections
*B : Underlying diseases and complications other than A

LT, WSS Bl MBI LB, 7 ASAFAR Bl FEH, FEIOHFRRICIAL S B ELE
B 1 6, BREOFHEA R D& LT CCL Fij# BDich o Tog
ED 30, WEREEAT e FEBAD 36, &5 2) B

EORED 3 0, % X OTBLIEKEE ik 72 101, FASCL VRESNLBEZicy L 5%, MHEN
XL IEBKRBENEE CTEREI BN O HE & RBFL=A1 a7 7 X<k FER IVEREERMAFC
Lic 2 flost 19 GiladfkA & Lico DF1e T ORERL, MBS 159 fidh 148 Fi
foks, HRAOE FEFEAOEE LU F OEBEICR KB aEd T h, MEMCKT 2280 ity
<, FRMCREEYEDI T, bt
2. WRET D WEE EREE - AOHE

BERDEBARNED> b ERALSHIED 159 fik Lt ZRSTHEINCEEES M AR E»RD
FHREHED 195 fI0FERAFILoOWT, MELHHEE e ot

B O LB 1Tic ~» 1o (Table 5, 6), HBERE - AHEC O VW TR EOEBFHRIE X
1 45, Fip, BE ETHENKEVWEEZODNRDIEREE, LARLREY

FRLUEREHIS IVEREHERROICHT 5l HLTLABEAR, ThUNOLBES - ABHELA
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Table 6-1. Patients’ characteristics (2)
Symptoms and signs before entry in the study
Committee's evaluation Physician's evaluation
CTM-HE CCL Total CTM-HE CCL Total
Diagnostic variables Analysis Analysis
81 pts. 78 pts. 159 pts. 100 pts. 95 pts. 195 pts.
<37°C 18 14 32 25 20 45
37 <38 34 31 65 45 37 82
NS NS
Body |38< <39 17 25 2 18 30 48
temperature | gg< 10 5 15 10 5 15
unknown 2 3 5 - 2 3 5 -
- 3 4 7 3 5 8
Cough + 49 46 9%5 NS 61 56 117 NS
4 29 28 57 36 34 70
- 3 9 12 5 12 17
Vol f +
olume of 43 34 77 NS 54 39 93 NS
sputum + 30 31 61 34 38 72
i 5 4 9 7 6 13
- 3 9 12 5 12 17
rty of M 2 11 2
Property o 1 1 3 NS 16 14 30 NS
sputum PM 38 37 75 44 42 86
P 28 21 49 35 27 62
- 63 57 120 73 67 140
+ 15 17 32 NS 22 23 45 NS
Dyspnea ¥ 3 3 6 5 4 9
unknown 0 1 1 — 0 1 1 -
— 17 72 72 144
59 58 1 NS NS
Chest pain + 22 19 41 28 21 49
unknown 0 1 1 - 0 2 2 -
- 28 28 56 33 33 66
+ 45 41 86 NS 54 49 103 NS
Chest rales + 7 8 15 11 12 23
unknown 1 1 2 - 2 1 3 -
- 142 88 87 175
71 71 NS NS
Dehydration + 9 4 13 10 5 15
unknown 1 3 4 - 2 3 5 -
- 94 89 1
76 73 149 NS : 83 NS
Cyanosis + 4 2 6 4 7
unknown 1 3 4 - 2 3 5 -
< 8,000 24 28 52 33 35 68
4 8
<12,000 32 34 66 NS 39 1 0 NS
WBC <20,000 22 16 38 23 19 42
20,000= 0 0 0 1 0 1
unknown 3 0 3 - 4 0 4 -
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Table 6-2. Patients' characteristics (2)
Symptoms and signs before entry in the study
Commitlee’s evaluation Physician’s evaluation
CTM-HE CCL Total | CTM-HE CCL Total .
Diagnostic variables Analysis - Analysis
81 pts. 78 pts. 159 pts. 100 pts. 95 pts. 195 pts.
<20 7 6 13 13 10 23
205 <40 24 16 40 NS 28 22 5(3 NS
ESR 40s <60 13 18 31 13 22 35
60s 32 33 65 38 36 74
unknown 5 5 10 - 8 5 13 -
- 3 2 5 8 4 12
+~ 4 43 77
3+ 27 33 60 NS 3 3 NS
CRP 4+~5+ 31 25 56 3 29 62
6+= 16 17 33 19 18 37
unknown 4 1 5 - 6 1 7 -
1 2 1 3
2 13 12 25
3 38 32 70
Score of chest 4 12 2 52 NS
. 5 9 9 18
X-ray film
6 5 3 8
7 2 0 2
8 0 1
Table 7. Patients' characteristics (3)
Causative organisms
Causative organisms CTM-HE CCL Analysis
S. aureus 5 2
S. pneumoniae 8 7
B. catarrhalis 1
H. influenzae 5 16
E. coli 1
K. pneumoniae 6 2
K. oxytoca 1
Enterobacter sp. 1
. NS
P. aeruginosa 1
X. maltophilia 1
B. melaninogenicus 1
S. aureus +S. pneumoniae 2 1
S. pneumoniae + H. influenzae 2 1
S. prneumoniae + K. oxytoca 1
H. influenzae+ K. oxytoca 1
S. aureus + H. influenzae + P. aeruginosa 1
Total no. of patients 35 32
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——®=(1) Treated with. CTM-HE/MIC of cefotiam __—~NS
~==@-=-(2) Treated with CTM-HE/MIC of cefaclor —

——o0— (3) Treated with CCL/MIC of cefotiam ~
+-0-=-{(4) Treated with CCL/MIC of cefaclor p<0.05

Cumulative

% of MIC

100~ » »

Inoc;ﬂum size : f /
’

10¢ CFU/ml P

90

80
8 strains in the CTM-HE group
6 strains in the CCL group

[y

701
60
501
40
30
20
101

0 1 1 1 1 1 1 1 1 ]
<0.05 0.05 0.1 0.2 0.390.78 1.56 3.136.2512.5 25 50 100 100<
#g/ml

Fig. 2. Patients’ characteristics (4) and suscepti-
bility distribution of causative organisms
(maximum MICs)

LTV BHER BIEE LTI Lichy, WRFHic 2% R
o to,
4)  BBRPEMRTT O BUE A
FRSHBER BRI L UCLREMER GO BT B4
BB BAAETT D ALFEFRE DA Mz > W TR IIC £ 2R
R -te,
5)  BBRBELATE DI - 7R
FRLHEN R L OEREHTES RO I 57
AERPAMGIF DM, Ok, ek, WegtelR, PR
#e, Mord, WIS T E, BOKEEWR, F72 -+, QM
¥, #HULME, CRP % LU VT ROFZASHEC
X BAEERE SO VTRICI VT h TR O I b
ERD L s - e (Table 6),
6) RKHEP IUREZHSM
BRI R S & Lic 159 fld, FRRKC KWL
REHRE ERIEGNTITH 67 ) (CTM-HE % 35
fl, CCL % 32 ffl) THhoico BABEHHAGIDO S H 58
DU BIHRRIR T, 9 PUBEEREY TH » 1o BLEHRRY
ks EKE E L Tk Haemophilus influenzae,
Streptococcus pneumoniae, Klebsiella pneumoniaeds L
¢ Staphylococcus aureus H\Eh >t BRERLT K
WTIL S. pneumoniae L DRESRERPFI Ehrotc, &

Table 8. Clinical response judged by committee

Clinical response .
Infection | Treatment Analysis
excellent good fair poor total
2 60 7 8
CTM-HE | 2.6% | 77.9% | 9.1% | 10.4% 77 NS
------------------------------------------------- =0.369
i 2.6% 80.5%" | 89.6 % P
Bactenal' 2 2 2 95% confidence
pneumonia 0 520/ 4 . 5 . - interval :
oL ] 87.3% | 56% | 1.0% ~19.9~6.3
0.0% 87.3%" | 93.0 %*
0 2 1 1
Mycoplasma | ~rM-HE 50.0% 25.0 % 25.0% 4
pneumonia 0.0% | 50.0%"| 75.0 %" XS
Prlm.ary 0 3 0 4
atypical . CCL 42.9% 57.1% 7
pneumonia | 77 feeeemeeee e b
0.0% 42.9%% | 42.9 %*
2 62 8 9
CIM.HE | 2.5% | 76.5% | 9.9% | 11.1% 8 Ins
2.5% | 79.0%%| 88.9 % p=0.622
Total 95% confidence
0 65 4 9 interval :
0 % 11.5% 78 o
L | 83.3% | 517% | 1:5% | ~17.7~9.1
0.0% 83.3%" | 88.5 %

a) . cumulative %
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RBRER O Sk RN AR 2k (b rem - T
(Table7), T hBIDHLHE D 5 b FHFRSE P BUR L S
Thicoir 34 § 39 Pk, FOEHDRA MIC D5
#i* Fig.2 v KL%, CTM-HE to CTM o MIC
Sk CCL #o CTM o MIC SAficid e w iR inin

Table 9. Stratified analysis of clinical responses judged by Committee ©
Dbacterial pneumonia--non-bacterial pneumonia

7208, CTM-HE #ito CCL o MIC /i & CCL B¢
7 CCL o MIC pfiiids\»C, CTM-HE $$0 MIC
2% CCL o> MIC X b/ WIiicfi~» T b, WHH
AT A B (p<0.05),

3. FZALHE

Clinical response Analvsi
nalysis
excellent good fair ineffective total
N 0 45 4 3 52
. CIMHET ) g0y 86.5% .
mi
cl 0 48 3 4 55
Severity ’ 0.0% 87.3%
. 2 17 4 6 29
CTM-HE
“’°dec’la‘e ! 6.97% 65.5%
an NS
severe CCL 0 17 1 5 23
0.0% 73.9%
crMuE| 2 u 4 2 42
4.875 85.7%
none NS
cCL 0 29 1 4 34
0.07 85.3%
. 0 2!
Underlying CTM-HE ) > 4 4 33
. 0.07%, 75.87%;
diseases B* NS
or complications CCL 0 32 3 3 33
0.0% 84.27;
CTM-HE 0 3 0 3 6
A 0.0% 50.0%
NS
CCL o 4 0 2 6
0.0% 66.7%
CTM-HE 2 52 7 9 70
hone 2.9% 77.1%
Use of NS
antimicrobial CCL 0 ; 5 2 5 63
0.0% 88.9%
. ~JdJo
agent before
entering in CTM-HE 0 10 1 0 1
study ves 0.0% 90.9%
NS
cCL o 7 2 4 13
0.0% 53.8%
CTM-HE 0 22 3 4 29
X i 0.0% 75.9%
monomicrobial NS
' cCcL o 26 1 2 2
Type of 0.0% 89.7%;
infection
crvue| O 3 2 1 6
N . 0.0% 50.0%
polymicrobial - NS
CCL 0 3 0 0 3
0.0% 100.0%

*A . Underlying diseases or complications influencing the progress and prognosis of respiratory infections
*B : Underlying diseases or complications other than A.
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Table 10, Clinical responses classified by organisms judged by Committee

. Clinical response
Causative organisms | Treatment - Analysis
excellent good fair poor total
0 4 0 1 5
CTM-HE
s 0.0% 80.0%" 80.0%"
. aureus -
cCL 0 2 0 0 2
0.0% 100.0%" 100.0%*
0 7 0 1 8
TM-HE
A CIMHE |4 005 87.5%" |  87.5%"
S. pneumoniae 0 ; 5 5 7 NS
CCL
0.0% 100.0%" 100.0%™
0 3 2 0 5
CTM-HE
. 0.0% 60.02; 100.0%"
H. influenzae 0 ” 5 5 ” NS
CCL
0.0% 87.5%" 87.5%
0 5 0 1 6
’r -
CIMAHE 4 00 83.3% |  83.3%"
K. pneumoniae 2 -
0 2 0 0
CCL 0.0% 100.0%® 100.0%™
0 3 1 1 5
CTM-HE
Other 0.0% 60.0% 80.025%) .
Gram (—) bacteria L 0 1 1 0 2
0.0% 50.0%" 100.0%*
0 0 2 0 2
CTM-HE
S. aureus 0.0% 0.0%* | 100.0%
i —
. 0 1 0 0 1
S. e
preumonia ccL 0.0% 100.0%% | 100.0%
0 1 0 1 2
S. pneumoniae CTM-HE 0.0% 50.0%® 50.0%°
+ —
. 0 1 0 0 1
H.
influenzae ccL 0.0% 100.0%% | 100.0%
0 2 0 0 2
CTM-HE ,
Other mixed 0.0% 100.0% 100.0%* _
infections cCL 0 1 0 0 1
0.0% 100.0% 100.0%¥

a) : cumulative %

1) FuH

a) BIRZHR
ERLHTR L AR E % Table 8 1oiR Lico
LtkDEHR (EH+HEL/EFF & CTM-HE #
79.0% (64/81), CCL £t 83.3% (65/78) THh, ME
MERi% T2 CTM-HE # 80.5% (62/77), CCL $£ 87.3
% (62[71) T, WThOBEKSECE V- THHHFRCE
BEVTADILI T,

b) [ERIEN

FELHEBCET HERHECOWT, ERETOD

b, BEE, LR - SO0HE, ABBRTOMNEED
B, RPUR (MR, HEHERE B L
BEt L f58% Table9 1T, ¥ i@ ERIERHES
Table 10 =78 Lico

WIhoO Bieks\WTh i AEEY Rl -
oo

c) fEWR - T ROYEE

FAHEOLER - TR o &, \EEETLEML Lo
ExRICLOOHRER LYK Lic (Fig. 3),

WTFhOIER - FRES W T EEOBERICEIIR
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o——e  CTMIIE
o—o : CCL
No. of patients Vol i a
Symploms " Rate of improvement, 7o Analysis
and signs Cﬁ&‘ﬂ':‘ﬁ“ claclor | 20 40 60 80190
Body temperature H8 H8 ‘i : /? NS
Cough 77| ™ R B ( ' NS
Volume of sputum 78 69 :r E ; '\f NS
Property of sputum| 78 69 i : 5 NS
Dyspnea 8 20 : ' : ! » NS
T : 1
Chest pain 2 |1 Y NS
Chest rales 51| a8 .4 NS
Dehydration 9 4 : ;7 : | NS
Cyanosis 4 2 i : : : NS
WBC 53 | 50 4 NS
ESR 61 | 64 R4 NS
CRP 0 | 72 Pl W NS
Xeray film 81 | 78 IR NS
Fig.3. Improvement of symptoms and signs (improvement=severity improved
by one grade or more)
Table 11. Bacteriological responses judged by the committee
i Bacteriological response
Evaluation
reduced
. or Analysis
eradicated . no change replaced total
Treatment partially
eradicated
18 4 2 5 29
CTM-HE
62.1% 13.8% 6.9% 17.2%5
NS
20 2 2 3 27
CCL
74.1% 7.4% 7.4% 11.1%
|
Table 12. Bacteriological responses classified by species
CTM-HE CCL
. B ; Analysis
eradicated persisted total eradicated persisted total
S. aureus 4 (80.0) 1 5 4 (100) 4 NS
S. prneumoniae 11 (91.7) 1 12 9 (100) 9 NS
H. influenzae 4 (57.1) 3 7 11 (78.6) 3 14 NS
E. coli 1 1 -
K. pneumoniae 4 (80.0) 1 5 2 (100) 2 NS
K. oxytoca 2 (66.7) 1 3
Enterobacter sp. 1 1
P. aeruginosa 1 1
X. maltophilia 1 (100) 1
Total (no. of strains) 26 (76.5) 8 34 26 (83.9) 5 31 NS
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Table 13. Adverse reactions

CTM-HE CCL
(number of patients evaluated=102) (number of patients evaluated=99)

severe | moderate mild total severe | moderate mild total
Fe‘;’:r'if;goidiztr’f:‘:eactions 0 2 (2.0) 0 2 (2.0) 0 1(.0) | 220 | 3 (3.0
Number of occurrences 0 2 (2.0) 0 2 (2.0) 0 1(1.0) | 2(2.0) | 3(3.0)
Discomfort in the stomach 1 (1.0) 1 (1.0)
Diarrhea 2 (2.0) 2 (2.0)
Loss of appetite 1 (1.0) 1(1.0)
Drug fever 1(1.0) 1 (1.0)

Table 14. Abnormal alterations in laboratory findings

CTM-HE CCL
severe |moderate| mild total | "> Of. PIS | evere |moderate| mild total | " Of_ pLs.
examined examined
zi?gf:g";;::‘;:::ts 0 0 |2(20.2)|23(20.2)| 95 0 | 10D [1607.6) | 1708.7)| a1
Number of occurrences 0 0 36 36 0 3 26 29
RBC! 95 91
Hemoglobin ! 95 91
Hematocrit | 94 90
Blood platelets | 94 85
WBC! 95 91
Eosinophils 8( 8.7)| 8(8.7) 92 4( 4.5)| 4( 4.5) 88
GOT 1 ) 8(-8.7)| 8(8.7) 92 1(1.1) | 9(10.3) | 10(11.5) 87
GPT? 14(15.2) | 14(15.2) 92 1(1.1) |11(12.6) | 12(13.8) 87
Alkaline phosphatase 1 1(1.1) | 1(1.1) 90 11.2) | 1(1.2)| 2(2.4) 85
Total bilirubin 1 54 53
Serum creatinine 7 1(1.1)] 1(1.1) 92 85
BUN1 40 4.4)| 4(4.4) 91 1(1.2)| 1(1.2) 85
Do -1 ESEME SRS R o Tt CTM-HE ¥ Tt

d) HEFAZE

SRERBAIARE DR LS EHRTE S hic 56 FIDIEFIFI DM
Ry E 4 Table 11 12, 65 kDB AER D HEZR
% Table 12 &R Lo,

FEBIR DM FHRE T1, MLk CTM-HE #i%
18 @l (62.19%), CCL B 20 @) (74.1%) THhH, &
ZF ik CTM-HE Bk 241 (6.9%), CCL Fi 24l
(7.4%) Thotoo FTh, BHXMROTXED IoHERIX
CTM-HE & 79.3% (23/29), CCL £ 85.2% (23/27)
TH-T1o

34 tkep 26 £k (76.5%), CCL B Tit 31 ¥k 26 £
(83.9%) MEERLT kY, HEWRHERK O£ S.
aureus, S.pneumoniae, H.influenzae O\ 3FhHiT I\
THABEMOBPEARCEEZEIDRD LR » -7,

2) wLtk

a) HtEMEIER

B EAEIER ORS b cfESIL Table 13 1R L
7ok 5w CTM-HE ¥ 102 fij5 2§l (2.0%), CCL B
99 Gt 361 (3.0%) THhb, REBRERTDILN -
7o EIfFROAE & LTREBBEESE2EL, wThogl
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Table 15. Overall safely assessment (OSA) by Committee

OSA | No side Side effects .
Total Analysis
Treatmen effects mild | moderate | severe
7 23 2 0 102
CTM-HE .
75.5% 22.5% 2.0%
e 18 : 0 9 NS
< 79 2
ccL 79.8" 18.27% 2.0%
Table 16. Global uscfulness rating (GUR) by the committee
GUR i i
Infection very fairly slightly not Total Analysis
Treatment useful useful useful useful
2 58 9 8
CTM-HE 2.6% | 75.3% | 11.77% | 10.4% 77 | NS
................................................ ~0.295
; 2.6% | 77.9%"| 89.6%" »
Bactenal. 0 v 4 95% confidence
pneumonia 0 61 5 5 interval ¢
ccL 0.0% | 85.9% | 7.0% | 7.0% 71 | -21.6~5.7
0.0% | 85.9%%| 93.0%*
0 2 1 1
CTM-HE 0.0% 50.0% | 25.0% | 25.0% 4
0.0% 50.0%%| 75.0%"
MP, PAP NS
0 3 0 4
ccL 42.9% 57.1% 7
0.0% 42.9%%| 42.9%"
2 60 10 9
CTM-HE 2.5% 74.1% | 12.3% | 11.1% 81 NS
2.5% | 76.5%"| 88.9%" p=0.509
Total 95% confidence
0 64 5 9 interval :
CCL 0.0% | 82.1% | 6.4% | 11.5% 78 | —19.3~8.3
0.0% | 82.1%%| 88.5%"

a) : cumulative %

MP : mycoplasma pneumonia PAP : primary atypical pneumonia

ERLARELD, FTHREHETHIOLEELLORL
Mmaotss

b) BERREBERFEED

ERRAEEOREEEHIL Tableld KRLICX ST
CTM-HE 2 95 fish 23 f] (24.2%), CCL B 91 i
17 4 (18.7%) ThH, MHECEEELRAD b -
foo

Zhbm5 bt CTM-HE g 36 44, CCL £ 29
wCchb, TWELDL GOT, GPT 0 LARVIFHIHES
7%, WThIBEOEE TH-T

c) Belk

BRI R b R REEORFER YRS
LCHE Li-R 4% Tablels iR Lic, EESHE

st HEIfER ORB A CTM-HE # 102 fidh 25 f
(24.5%), CCL B 99 fish 20 £ (20.2%) THbH, @
B BIEDRIFALE 2 FIFED bh LI T XTE
ETH - T

3) HAK%

ERLHEDHEAMY Table 16 125k Lz, MIEHAI N
LEanic AR £ 4 ¢ CTM-HE # 76.5% (62
81), CCL 7 82.1% (64/78), #HE:hise < CTM-HE
B¢ 77.9% (60/77), CCL % 85.9% (61/71) TH Y, T
R AEEELRAD I 27,

4. EHREHE

1) BR%HE

FHREHEDEEREFE % Table 17 iR Lico
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Table 17. Clinical response judged by the attending physicians
Clinical response
Treatment Analysis
excellent good fair poor Total
18 59 12 11 100 NS
CTM-HE | 18.0% 59.0% 12.0% 11.0% p=0.626
18.0% 77.0%" | 89.0%% 95%
20 55 9 11 95 confidence
CCL 21.1% | 57.9% 9.5% | 11.6% interval :
21.1% | 78.9% | 88.4% —14.6~10.7
a) : cumulative %
Table 18. Overall safety rating (OSR) by attending physician
OSR
no problem | almost no problematic Total Analysis
Treatment at all problem
CTM-HE 82 19 1 102
80.4% 18.6% 1.0%
= NS
15 2 99
CCL
82.8% 15.2% 2.0%
Table 19. Global usefulness rating (GUR) by attending physician
GUR fairl lightl
very ary sughtly not Total Analysis
Treatment useful useful useful useful
23 56 13 8
CTM-HE 23.0% | 56.0% | 13.0% | 8.0% | % |ns
23.0% | 79.0%| 92.0% p=0.908
95% confidence
25 49 9 12 95 interval :
CCL 26.3% | 51.6% | 9.5% | 12.6% —11.5~13.7
26.3% | 77.9%| 87.4%"
a) : cumulative %
CTM-HE BoE#=IL 77.0% (77/100), CCL T DERARID 5.6% Er -7, EREHE T

1% 78.9% (75/95) Thh, FESHEDELEITEN
TRREM -, MEMICEERERRD LD -7,
ZR&HIERAGI S5+ 5 BE L CTM-HE ##
80.2% (65/81), CCL £ 78.2% (61/78) THh »1o
2) w&ek
FHBREHEDL &M% Table 18 1Z/R Lic,
EIfERERGIDO> b [FEHH | 1x CTM-HE B 1§
(1.0%), CCL F2p) (2.0%) Txoflurd~XTlizé
AEFTERL] BXU [FZEELL] THoT,
3) HAMK
FHREHEDOEAM Y Table19 /R LT,
CTM-HE BoFEREIL 79.0% (79/100), CCL BT
X 77.9% (74/95) THY, WEHICEEERZRD L)
St TREHEDERRLZESHUEDEMAEZ LN
5L, BERELYIETIL CTM-HE BoBAEx CCL ¥

1.1% & -1

FELSYIEFRBHAR $I5T 5 FAERE CTM-HE B
80.2% (65/81), CCL B 78.2% (61/78) TH »7z0

III. *# =

BED+ 7 = 2 RIEFIOBRIDEE LV DOdidh
b, BICESFICEVCTRCTIEN LBEWHEAS7 b
A BEE - BRERECH L TR CBEDR 2
THLONHREIN TS, —F, £& LTUBREBE X
S & LICBERV LREEORYYECH LTAVWbR D
Bof+t7 = 2% 4EH] & LT cephalexin, cefadro-
xil, cefaclor, cefroxadine, cefradine, cefatrizine, ce-
fixime, cefteram pivoxil &2 BARKINTWBHH, HHE
B, PEARZ b v OELLEHA L7 = & LHEBELT
2B L, TALDOERVLT, IHLKHRVHESN, K

WHEARZ b AR OF N« 7 = 2 REFRIOBR



HEER TS, ‘

CTM-HE 3= x5 A KT, A5+ HEL=AT 7
—HRX D IKSME S, PG 4+ 5 CTM
BT R KTy S THB, CTM LG L 7 = 25%
MEFRE LTELAWSR TR D, F08Mks JUR
LMRMR IR T2, WHAHOT Ty 7 »MBHEH
o 75 ABMETITECIE AR 2 L A'AF L, R
BRREYE W IS\ T A MEBIEE D W W~ S. aureus, S. pneu-
moniae, K. pneumoniae, H.influenzae jz3} Lifi\ T4
AERLTVBW,

4@, o CTM-HE o#iLhiligeicisid 545 80H:,
KR JOFAMEY, BEHREhTW AR
= ARBUEFRI O T, MIEH:NGZE DEFUC ISV TIA SR
Whh, BEhM - REMATER I h T35 CCL xR
L LTEHERER X 5 AR 2 %= L,

CTM-HE o—gEEik B OBt s 35 [ H &L
REFEBETHEWTHREIRTH Y, MRCET2H
ZhERiL 83.1% (59/71) LEFEHIKMThH-Tco FD1
BHEET 71 Gl 53 ) (74.6%) »600mg THH,
1EER L LT 600mg MEFERETHD LHEL
7o —77, CCL 0 1 B 581, KR LW XULELN
MHEERA YRR E LcHRARY 1 B 5 & 1,500
mg TEBLTWABZ &hb 1,500mg & Lis,

REL ST BEERDROHE L, 7o b a—rikd
LU T 159 Fliest LTHTTE » Too T DPERITHIEE PR 28
12 148 fl, =AM 275 X<l - RREREML 11
BITHY, 0% ITHEMEMETH-Tce BRIFE 55
BID5H 30 PIIIEH RBERIENFEE TH T, EH
2, REREFNHEEhT 214 §if, CTM-HE % XU
CCL nBn L3 x bhic\ Hhiksk, MBS,
T ARAF N AR, B L0, FHEAEE ] CCL 7
BEG, WEH - 274 FHRGA, MEDBOEMH
i, EBEEEEEAS 19 ARk, HEAH
DOEEME L E2bh5 195 fliconT EREXHED
TR TAHE L Lico ThOHANRE XUIERAE
HIFER A AR ERE LR e o el &
5, MBHELEGETHERIh I LEL bR,

FERLSHERGH 159 fliconT BED ERETFY
B LIBR BARORIMRE, Ticbhic 34 £
D 39 Bz oW THB &, CCL it LIREZHE D\
CTM-HE iz, CCL izxf UREM: DIE B CCL B
oMot (p<0.05), =D& kit CCL BEAFc (B
QrdELLRBM, MIC AT INICEIMNE £4E0
21% (34/159) @X T, £f: LTHEED MIC TR
DMBBEMEIDITFRATHY, FEANDEEOWT
PTRBETH -7
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HRIR I 11T BRI FALHE, EHEHEL
FRICEWTHIG EA EEEBDIEM 2122 EMD, T
WHlO GRS D EE L DR D,

IR RR o\ TR % F7 75 » to R R, TAEHED
WESE - PR - TAE, WDEKB - AOHEDOR D, #L,
BIRPAIAN DY IE DM L, REHHBEO BB LI KL
- CTM-HE 0% CCL LR UnRPE,1T:
P, BRDRMAN ORI S B L © T, CTM-
HE I¢T 90.9%(10/11), CCL BT 53.8%(7/13) &t
CTM-HE Jths, {iETCikic\L o MV ERR LR LI

PRI BRI & elifiZeiz 3\ Tk S DT AR
ftre o L%, SEOMRKITEVTL, EABELEE
U7y 159 s 67 ) (42.1%) Thoto Zh
SRS BRI 5 HAEEADROHE TE I 65 &
D%k CTM-HE Bf 76.5% (26/34), CCL 3£ 83.9
% (26/31) ki3 & b PIRA & LT HENIREF 8
FHRE AR LI,

B EMEIERS & O BIRREED REELHiS
T, ChETD+7 - o RERERA L LDOIZEDHN
3, B2, BERXVThIBEHMTHY, #FEHE, =i
EBRR T hEericERICE LD, 2/ &
KAREHMCEEELR D122 &2 b CTM-
HE i3 CCL LEBERERFEREEL ORI,

BN & Bty MR LTHE L FAZIZOVLT
MER) UEra» e FARIERLHUETIE CTM-
HE Bt 76.5% (62/81), CCL Zf 82.1% (64/78), xi
B ¥ % ¢k CTM-HE ¥ 79.0% (79/100), CCL %
77.9% (74/95) TH b, MEROBERECEIRVDIO
LY h 5,

CTM-HE o1 Hi#5 &2 600mg & CCL 01 A}
58 1,500mg O¥BLTwdhrbbT, AHIRER
LoFRAKRR LT, Thix, CTM-HE of5EH»)
Wz Emb CTM offidi#EL CCL X b 3 {EWVA,
CTM O#HiENH CCL X hTLhTwbz LA REL
TRERTHL S LELLRT,

AHBRBOER S, CTM-HE (34EMH% DR
RERAIE LT, BREXREDOh2ERLERTHE
EMTE B,

X 3

1) NISHIMURA T, YOSHIMURA Y, MIYAKE A,
YAMAOKA M, TAKANOHASHI K, HAMAGUCHI N,
HIRAI S, YASHIKI T, NUMATA M : Orally
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CLINICAL EVALUATION OF CEFOTIAM HEXETIL IN
BACTERIAL PNEUMONIA : DOUBLE-BLIND
CONTROLLED TRIAL USING CEFACLOR
AS A STANDARD DRUG
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Using a double-blind controlled trial, we compared the clinical efficacy, safety and usefulness of
cefotiam hexetil (CTM-HE) with those of cefaclor (CCL) in patients with bacterial pneumonia.
Patients with obvious clinical signs and symptoms were given orally CTM-HE (at a daily dose of 600
mg) or CCL (at a daily dose of 1,500 mg) for 14 days as a rule. We then assessed clinical and
bacteriological efficacy, improvement in signs and symptoms, side effects, changes in laboratory findings
and clinical usefulness. The results were as follows :

1) The clinical efficacy rate (excellent and good) was : in the committee’s evaluation, 79.0% (64/81)
for CTM-HE versus 83.3% (65/78) for CCL, and in the attending physician’s evaluation, 77.0%
(77/100) for CTM-HE versus 78.9% (75/95) for CCL. Thus, both evaluations generated similar
results.

2) As to bacteriological effect, the eradication rate was 76.5% (26/34) for CTM-HE versus 83.9%
(26/31) for CCL.

3) The safety evaluation showed that the two drugs were almost equivalent with regard to the
incidence of side effects : 2.0% (2/102) for CTM-HE versus 3.0% (3/99) for CCL, and abnormal labo-
ratory findings : 24.2% (23/95) for CTM-HE versus 18.7% (17/91) for CCL.

With both drugs, gastrointestinal disorders and fever were found as accompanying symptoms, and
most of the abnormal laboratory findings were eosinophilia and changes in liver function. No side
effects were found particularly different from those reported with cephems.



