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Table 1, Items and schedule of laboratory tests

Items Before Day 3 Day 7 Day 14
Chest X-ray O (@) ®) (@)
ESR (1 h value) @) (@) ©) ©)
CRP @) @) O ©)
leukocytes 0] @] (@) @)
leukocyte, differential 0} @) @) @)
Blood studies erythrocytes O O O
hemoglobin O ©) o)
hematocrit @) ©) ©)
platelets O O O
Arterial blood gases FaN A A A
Prothrombin time (PT) A A
Mycoplasma antibody (CF or IHA) O O
Cold hemagglutination O @)
Chlamydia antibody (@) @]
S-GOT @] O O
S-GPT @] O O
Al-P @) O ©)
Liver function tests LAP A A A
¥»GTP Fay PN A
LDH FaN A A
T-bilirubin A A A
s-creatinine O O @)
Renal function tests
BUN O O O
protein O O O
Urinalysis
sedimentation O O O
Direct Coombs’ test A A
Sputum culture O @] O O
A A

Blood culture

QO: indispensable

A: should be performed as often as possible
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Table 2, Criteria for judgement of usefulness by the committee

Side effects and Clinical efficacy
abnormal laboratory findings Excellent Good Fair Poor Unevaluable
No + + + - ?
Mild + + + — ?
Yes Moderate + + - - -

Severe

4t very useful +: useful =+: relatively useful —: useless ?: unevaluable
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Total No. of patients

153

CFCL: 78
CAZ:75

CFCL, cefclidin; CAZ, ceftazidime.

Table 3. Case distribution

No. of patients included
in the statistical analysis

— Clinical efficacy —

CFCL: 63

127
CAZ: 64

No. of patients excluded
from statistical analysis

CFCL: 15

26
CAZ: 11

No. of patients included
in the statistical analysis

— Side effect —

CFCL: 77

152
CAZ: 75

No. of patients excluded
from statistical analysis

CFCL: 1
CAZ: 0

No. of patients included
in the statistical analysis

— Laboratory test —

CFCL: 73

144
CAZ: N1

No. of patients excluded
from statistical analysis

CFCL: 5
CAZ: 4

No. of patients included
in the statistical analysis

—— Usefulness —

CFCL: 67
CAZ: 66

133

No. of patients excluded
from statistical analysis

CFCL: 11
CAZ: 9

20
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Tl [+ CCHIOEFICER I KX OB D 2 #
EL7-ER) 1 Bl %E < 152 ] (CFCL# 77§, CAZ
BET5 M) iCDWTITV, ERERMRE (R ¥ O P i3,
BAB9B % B < 14481 (CFCL# 738, CAZ 8
1)) K2\ TITo . BRI 20 BI% K< 1334
(CFCLE#678l, CAZRt66 ) 2O RE L
72

8, BEKMHRE X UH RO 8 2N -
B OB IZFIRIZAL 2 (Table 4),

2. EFIOWREFOMRN

EEERR R TN R 127 iz D> THRE T O
%#fF- 1 (Tables5, 6),

1) MR, 8, FE

WFNOFEERBWTYH, MEFFMCEEZED
IIFEDSshiho T,

2) EiEE, ERKR - A0HE, XRERSEATO

1Mk, HHR%, RS, e+ iLEH

FHMEMEIC & 5 KEME BV T CFCL B MfE
Bl & CBEF S <, TRMBMCERZRD 1R
woht: (x* ME), MOEEICBV T, FRFIR
MizERZBD B Seho T,

3) HRERS & UERRE

HoEs o % (x*ME, URE), BRAER (1*%
), PaO, (UME) x> T CFCL B BAEHH
L TRFEM B EZR) RO Sh iz, 4R, &
Wk, kR, REEE WK F7 -4,
PaCO,, [Mm# pH, B, #AKik, CRP (C-reac-
tive protein), B X UL ROEER - MRBLU
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INBREETHREDEEC L VEHENRESLS:
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(Table 7),

5) BEAEB X UERBRMG

Table 4. Reasons for exclusion from evaluation of clinical efficacy

by the committee

Clinical effectiveness

Utility

Reasons

CFCL

CAZ CFCL CAZ

Untargeted disease 9
Serious underlying disease 1

Unclear clinical symptoms
of infection

Duration of
administration too brief

Insufficient data for
evaluation

Absence of chest X-ray film 2

Duplicate administration
to the same patient

Duplicate usage of
the drug set

Drug fever due to
pretreatment

5 9 5

1

Total 15

11 11 9

Statistical analysis

NS NS

CFCL, cefclidin; CAZ, ceftazidime.
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Table 5-1. Patient background (cases accepted by the committee)

Items CFCL CAZ Statistical analysis
1 4 3
Sex male 4 3 NS
female 19 31
~29 6 4
30~39 7 9
40~49 9 10
Age (yrs.) NS
ge 50~59 9 9
60~69 22 23
70~ 10 9
~39 5 6
40~49 21 22
Body weight (kg) 50~59 19 20 NS
60~ 17 13
unknown 1 3
2 0
Severity severe
A moderate 36 37 NS
(by committee) .
mild 25 27
severe 5 1.
Severity i 2(2)=6.433
. . moderate 44 56
(by attending physician) i p=0.040°
mild 14 7
Underlying diseases present 31 35 NS
or complications absent 32 29
Pretreatment with present 17 18 NS
antibiotics absent 46 46
Combined d present 32 38 NS
ombin Tugs absent 31 26
~6 1 3
Duration of 7~10 15 14 NS
treatment (days) 11~13 9 16
14~ 38 31
<37 11 15
Bod . ) 37~<38 21 25 NS
ody temperature 38~ <39 16 15
9= 15 9
- 2 2
Cough + 36 27
NS
4 25 34
unknown 0 1

CFCL, cefclidin; CAZ, ceftazidime.
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Table 5-2, Patient background (cases accepted by the committee)

CFCL CAZ Statistical analysis
- 5 9
+ 36 33
Volume of sputum + 21 18 NS
H# 0 0
unknown 1
- 5 8
Properties M 12 4
of sputum PM 20 24 NS
P 24 26
unknown 2 2
- 36 44
19 16
Dyspnea + NS
+ 8 3
unknown 0 1
- 40 44
Chest pain NS
+ 23 20
- 16 23 2 (2) =7.560°
p=0.023
Rales + 25 32 Z= —2.342°
+ 22 9 p=0.019
- 49 58
. x(2) =6.013°
Dehydration + 14 5
p=0.049
unknown 0 1
. - 57 61
Cyanosis NS
+ 6 3
80= [ 10
60~ <80 14 12 7=2 518°
Pa0, 40~ <60 11 ’_0' o1
(mmHg) <40 2 p=0-
unknown 30 39
<30 2 1
PaCo, 30~ <50 27 24 NS
(mmHg) 50= 4 0
unknown 30 39
7.45< 7 5
oH 7.45~7.35 25 20 NS
<7.35 1 0
unknown 30 39

CFCL, cefclidin; CAZ, ceftazidime.
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Table 5-3, Patient background (cases accepted by the committee)

Items CFCL CAZ Statistical analysis

< 8,000 22 21

WBC 8,000~ <12,000 18 27 NS
(/mm?) 12,000~ <20,000 17 13
20,000 6 3
<20 5 5
20~<40 15 16

ESR 40~ <60 14 15 NS
60s 21 23
unknown 8 5
+~+ 3 8

CRP 2+~3+ 17 20 NS
4+=~ 42 36
unknown 1 0

CFCL, cefclidin; CAZ, ceftazidime.

Table 6. Distribution of initial chest X-ray findings

Score CFCL CAZ Statistical analysis

0 —_ -
1 2 1
2 7 12
3 23 20
4 16 20
5 7 9 NS
6 6 1
7 2 1
8 —_ -
9 _ —

10 - -

CFCL,, cefclidin; CAZ, ceftazidime.

Table 7. Diagnosis classified by the committee

Diagnosis CFCL CAZ Statistical analysis
Bacterial pneumonia 60 58
Mycoplasma pneumonia 1 5 NS
Psittacosis 2 1
Total 63 64

CFCL, cefclidin; CAZ, ceftazidime.

INBERESC TEALBELEE X N EH X 56 6l
(CFCL#: 281, CAZ#28%)) Thh, HIMEER
1528 (CFCL 226 %I, CAZE26%1), HEERZ

Rixapl (CFCLE 26, CAZB 26 TH > 7
(Table8), * -EE#E & HEE S iz 60 ¥k (CFCL
RE30¥k, CAZEE30#) o 32# (CFCL & 18 %,
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CAZB14BK) o xEH s 5 MIC (H&E1E
EREESRRE) OfE (BREST) vMThhi
2%, THEABMcERZEY IBDohEho
(Table 9),

3. EREHEIC X 5 HR

1) RAWKZR

(1) 2R

% 477 R E B 127 B (CFCL B¥ 634, CAZ B 64
B) OEHRERE I L ZEEERR I (Table 10),
CFCLEE T3, #2208, HR33H, LLHU
B, #ER4H, HETHE2HT, HYHLE}EEDY

THEIL86.9%TH D UTRMb S HETEN
EW<), CAZBETIRZ)27 6, A29H, *PF
18, WR56, HWETHE2FITHRIEIX0.3%
THD, HRFBMCEEZIBDONZDST, K
A (EREHE) OBMEKHRIL, EEM2H
(CFCLE 148, CAZH78)) TOCFCLEOEY
¥1392.9%, CAZB 2BV H %, PEEH100H
(CFCLBt 448, CAZB568) TOCFCLEEOH
2% 86.1%, CAZ B$90.7%, REME 68 (CFCL
H5H, CAZBM14)) TREMARBDIZIMNT S
Kl bxholent, MEFRMCAEBRZIBO N

Table 8. Distribution of causative organisms

Causative organisms CFCL CAZ Statistical analysis

S. aureus 4 5
S. pneumoniae 17 12
H. i zae 1 4

Monomicrobial infections influen . NS
K. pneumoniae 2 3
P. aeruginosa 1 0
Other GNR 1 2
Polymicrobial infections 2 2
Total 28 28

CFCL, cefclidin; CAZ, ceftazidime.

Table 9. Susceptibility of causative organisms to cefclidin and ceftazidime assessed by the committee

Inoculum size 10* cells/ml

Treatment MICs MIC (ug/ml) Tota St
o .
group of <0.025 0.05 0.10 0.20 0.39 0.78 1.56 3.13 6.25 12.5 25 50 100 100< analysis
CFCL 4 7 1 1 1 1 3
CFCL 18 NS
CAZ 2 3 5 2 1 1 4
CAZ CFCL 1 5 3 3 2 1 NS
CAZ 1 4 4 3 1 1

CFCL, cefclidin; CAZ, ceftazidime.

Table 10. Overall clinical efficacy judged by attending physicians

Effi istical
Drug Excellent Good Fair Poor  Unevaluable Total rcacy Statlstuj’a

rate (%) analysis
CFCL 20 33 4 2 63 86.9

(53/61)

NS
90.

CAZ 27 29 1 2 64 3

(56/62)

CFCL, cefclidin; CAZ, ceftazidime.
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o7z (Table1l),

(2) HMOEMERG#RE

s 118 4 (CFCL £ 60 &), CAZ B¢ 58 )
woWTOMBKRIZ, CFCLETR¥% 196, &
%336, LXERLIG, KUIFA, HEREL1HT
by, EYEII8B.1%ThH >, CAZBTIZER26
B, 521268, LLEMLIH, H4H, HETHE
18T, BREIT91.2% 2D, MEABMcERE
BFBHShizrof (Table12),

(3) MPRti% « & v LJREE

B RIERIN 9 Bz DT ORIEKRR 2, CFCL
BTRESLIA, FW14, NESEL1H T, CAZ

BRTIEYLE, BHIM, K16, HETFE]LH
THol, MRFFEMICERB IO O NLEL T,

2) EREREEMR » FFR, MURMREMOBBE

TEFBMOMER - TR, REMOUBE 2K 5M
tate 3 A4k, 7 H%, 140t IBFATLERNL
ett, MEFBRMCEEREEIBD O T
(Fig. 1),

3) BIfEA B & VKM EMRY

FHENEIC L 2BIfEMAIZ, CFCLETT78% 10
Bl (13.0%), CAZBT5FH 28 (2.7%) B
sh, RE XY, CFCLETHE (x*®E, p<
0.05) = M - 7 (Table13), BI¥E B © AR i,

Table 11, Overall clinical efficacy judged by attending physicians and classified by severity of infection

Effic: Statistical
Severity  Drug  Excellent  Good Fair Poor  Unevaluable Total feacy o l_
rate (%) analysis
CFCL 0 3 1 0 1 5
Severe NS
CAZ 0 0 0 1 0 1
86.1
CFCL 13 24 2 4 1 44
(37/43)
Moderate NS
90.7
CAZ 25 24 1 4 2 56
(49/54)
92.9
. CFCL 7 6 1 0 0 14
Mild (13/14) NS
CAZ 2 5 0 0 0 7
CFCL, cefclidin; CAZ, ceftazidime.
Table 12. Clinical efficacy judged by attending physicians, according to diagnosis
Efficac Statistical
Diagnosis Drug  Excellent Good Fair Poor Unevaluable  Total feacy N 1c‘a
rate (%)  analysis
88.1
CFCL 19 33 4 3 1 60 (52/59)
Bacterial
ac ena. NS
pneumonia 91.2
CAZ 26 26 1 4 1 58
(52/57)
Mycoplasma CFCL 1 0 0 1 1 3
pneumonia NS
& psittacosis CAZ 1 3 0 1 1 6
CFCL 20 33 4 4 2 63 86.9
(53/61)
Total NS
CAZ 27 29 1 5 2 9.3
(56/62)

CFCL, cefclidin; CAZ, ceftazidime.
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CFCL OO
CAZ O====e0
No. of patients Improvement rate (%) Statistical
S D
ymptoms 8 I"CFCL CAZ |0 10 20 30 40 50 60 70 80 90 100 test
3 55 55 R
Body 51 48 %% NS
temperature 14 38 2% °
3 61 61 S Sl o
Cough 7 58 58 ok, NS
14 40 34 b
3 56 52
Vfolumte 7 54 9 .Q{T{.C\ NS
o sputum 14 3 2 %o
. 3 55 54 OQn,
Pfroperttles 7 54 51 \ NS
of sputum 14 36 2% 5
3 27 19 019
Dyspnea 7 25 18 NS
14 17 11
23 20 od.o
N
Chest pain 7 23 20 \%ﬁ NS
14 16 9 >
3 47 40 O~ e
Rales 7 46 41 "4;‘\ NS
14 31 23 b Mo
3 14 5 .
Dehydration 7 14 5 o NS
14 7 3 h
3 66 3
Cyanosis 7 6 2 NS
14 5 2
3 43 ) c _
WBC 7 43 43 o\ —
14 30 2 X _
41 52 e
ESR 7| 46 50 T \7:%‘ NS
14 33 30 No o
3 57 59 g
CRP 7 59 58 b g NS
14 40 31 &,

CFCL, cefclidin; CAZ, ceftazidime.

Fig. 1. Improvement profile of symptoms, signs and laboratory findings.

CFCL #TREZHM® 45T, 138, B|E-RS, RH,
FE# - OAK - TR, B8, K- HEFxMm - REL
ABBERIPITH-> 7, CAZECIIEBELH, B4
FiR1BITH- 72,

FHEHE R L 2MEREMBORYE 3, CFCLEHT
736 126 (16.4%), CAZ & T 71 &) & 15§l
(21.1%) THD, REECBL I HEARMCEE
ZRFH >N AR5 (Tableld), REBEDH SN
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HEB R, GOT b8, GPT L&, FHRMS b
&b@ft‘?ko
4) TeHsIUEAM

Table 13, Side effects judged by attending

physicians
Side effect CFCL CAZ
Rash 4
Rash - itching 1
Erythema 1
Drug fever 1
Drug fever - Stomatitis )
+ Glossitis
Headache 1 1
Anorexia 1
Epiphora
+ Conjunctival injection 1
+ Rising ocular pressure
Total 10 2
- i x*=4.236°
Statistical analysis
p=0.040

CFCL, cefclidin; CAZ, ceftazidime.

RTLMEMITRIES 152 ) (CFCL ## 77 #1l, CAZ
B unTs2ERBHEBICLIRLMER,
CFCLETRE -7 XML S3H, LA YIM
2LUI16H, XMHD 74, HERELIFT, o7
< XMZ L H69,7%% &5 8 7 (Table15), CAZ #
TRESTSKMELSSH, IFEALKMZL 18
B, Xp0 16, HWETHELHT, %7 XMk
L2874.3%TH D, MEAEMERZIBRD SN
Thote,

BFRECOWTI, MR 1336 (CFCL 2%
676, CAZBt66%I) D> CFCLETIREDTH
F206, A2, LLEAH, ERMERX L4
B, HEFHESHT (Table16), HALU ELOHHE
13183.9%THot:, CAZEETIE, OO TERHS
B, BR3H, PCEMA2H, BRHEZLTH, ¥
EXRELR, BRH¥86.2%THD, MEFBEMICHE
BERED ool

4. IMERSHEI & 5K

1) 2f5EH

CFCL# T 63 HIhER 76, BR4TH, ©PH
56, W4 THEES.7%T (Table17),
CAZETIZEZI0B, BR47H, LEH1LIH,
TR 6P THMES.1%THY, MENBMcEE
ERFEDOLRP oI,

EEBNOBKR X, BEFIEES2H (CFCL B
2561, CAZE278)) wwxt+ 3, CFCLEOEYE

Table 14. Abnormal changes in laboratory findings judged by

attending physicians

Items CFCL CAZ
Platelet |, GOT t, GPT t 1
WBC | 1
Eosino. t 1 7
Eosino. 1, Baso t 1
Eosino. t,GOT 1, GPT* 1
Eosino. t, GPTt 2
Lymph. |, Monot, GOT*, GPT?t, ALP? 1
GOTt,GPT1? 3 4
GOT1t,LDH 1 1
GPT? 1 1
S-Creatinine 1 1
Direct Coombs’ test positive 1

Total 12 15

Statistical analysis

NS

CFCL, cefclidin; CAZ, ceftazidime.
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Table 15, Safety judged by attending physicians

Very Relatively Safety Statistical
1 .
Drug safe safe Unsafe Unevaluable Total rate (%) analysis

7 1 77 6.7

CFCL 53 16 (53/76)

NS

s 1 - 74.3

CAZ 55 18 (55/74)

CFCL, cefclidin; CAZ, ceftazidime.

Table 16. Usefulness judged by attending physicians

Hi Slight! Satisfactory Statistical

ighly Satisfactory 1eatly Unsatisfactory Undecided Total .

satisfactory satisfactory rate analysis
CFCL 20 32 6 4 5 67 8.9
(52/62)

NS
CAz 25 31 2 7 1 66 8.
(56/65)

CFCL, cefclidin; CAZ, ceftazidime.

Table 17, Overall clinical efficacy judged by the committee

Efficacy Statistical

Drug Excellent Good Fair Poor  Unevaluable Total .
rate (%) analysis
CFCL 7 47 5 4 0 63 85.7
NS
CAZ 10 47 1 6 0 64 89.1

CFCL, cefclidin; CAZ, ceftazidime.

Table 18. Overall clinical efficacy judged by the committee, according to the severity of infection

Efficacy Statistical

Severity Drug Excellent Good Fair Poor Unevaluable = Total
rate (%) analysis

CFCL 0 2 0 0 0 2

Severe
CAZ 0 0 0 0 0 0
CFCL 6 23

Moderate N 3 0 % 80.6 NS
CAZ 9 22 0 6 0 37 83.8
CFCL 1

Mild 22 1 1 0 25 92.0 NS

CAZ 1 25 1 0 0 27 96.3

CFCL, cefclidin; CAZ, ceftazidime.

92.0%, CAZ%£96.3%, P EEH 734 (CFCLE# T bLHEAHMcAEEZRZED Shich o7 (Table
366, CAZBE378) i+ 2CFCLE OB HE  18),

80.6%, CAZ#83.8%TH b, EfEH ik CFCL B 2) MEEM&R

2DHTCVWTNOERTH -7, ThOBZEBL MBI R B3 5 1186 (CFCL 2 60 1, CAZ
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o84l OEKMRIL, CFCLETRFNTH, &
a6 Bl, LLHERWSH, W2HTHRYXKES.I%,
CAZRTIREION, AR4IH, LLHEH1IA,
ENABTHEUDEIA%TH), MENBMAER
ZEBEDohizho Nk (Tablel9),

3) MP R « &7 A8

Mirxt &) 9 B (CFCLE# 38, CAZBE6H)) D
HWERMHRIZCFCLETHR 16, MR2H, CAZHE
TIRER 4B, F2H2HT, TRFBMICHEE IR
Lonnol,

4) EREHEKIR

NERSICTEABLIRE S h I ER 12 56 6

Table 19. Clinical efficacy judged by the committee, according to diagnosis

Efficacy  Statistical

Diagnosis Drug Excellent Good Fair Poor Unevaluable  Total .
rate (%)  analysis
Bacterial CFCL 7 46 5 2 0 60 88.3
NS
pneumonta CAZ 10 43 1 4 0 58 91.4
Mycoplasma CFCL 0 1 0 2 0 3
pneumonia NS
& psittacosis CAZ 0 4 0 2 0 6
CFCL 7 47 5 4 0 63 85.7
Total NS
CAZ 10 47 1 6 0 64 89.1
CFCL, cefclidin; CAZ, ceftazidime.
Table 20, Clinical effectiveness judged by the committee, according to causative organism
Clinical efficacy Effi e
Causative organisms Drug Total icacy Statlstlc.al
Excellent  Good Fair Poor rate (%) analysis
CFCL 0 4 0 0 4
S. aureus NS
CAZ 1 2 0 2 5
s . CFCL 5 11 0 1 17 94.1 NS
. pneumoniae
CAZ 2 9 0 1 12 91.7
H. infl CFCL 0 1 1 NS
L
mfuenaae CAZ 1 3 0 4
i CFCL 1 0 0 2
K. pneumoniae -
CAZ 0 3 0 0 3
P i CFCL 0 0 0
- gergmosa cAz 0 0 0 0 0
Other GNR CFCL 0 1 0 0 1
er CAZ 0 2 0 0 2
Sub total CFCL 6 18 1 1 26 92.3 NS
ub tota CAZ 4 19 0 3 2 88.5
Polymicrobial CFCL 0 2 0 0 2
infections CAZ 1 1 0 0 2
Total CFCL 6 20 1 1 28 92.9 NS
o CAZ 5 20 0 3 28 89.3

CFCL, cefclidin; CAZ, ceftazidime.
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Table 22, Degree of improvement in X-ray findings
Improvement  Statistical
Day Drug Improvement  Unchanged Aggravated Total ]
rate (%) analysis
F 6.
3 CFCL 33 19 58 56.9 NS
CAZ 37 14 59 62.7
CFCL 46 7 57 80.7
7 ¢ NS
CAZ 49 5 1 55 89.1
CFCL 39 3 42 92.9
14 NS
CAZ 41 0 41 100.0
CFCL 54 6 2 62 87.1
Final d NS
malday  caz 60 1 2 63 9.2

CFCL, cefclidin; CAZ, ceftazidime.

(CFCL#: 288, CAZ# 28 4) T, /NEALHEIC
X 2 H%XEIZCFCL B¥92.9% (26 %1/28 1), CAZ
£ 89.3% (2561/28 B) TdH - 7= (Table 20), &%
Al ix, bo & bMRHEE D& D > I Streptococ-
cus pneumoniae T CFCL #8£94.1% (16 #1/17 &),
CAZE91.7% (1181/1281) DBUMETH -7 K
IRHSEE O & 5 5 7= Staphylococcus  aureus T 1%
CFCL¥E 4ph 48, CAZESHIRIFICERTDH
272,

5) MEFENZE

NEERC TRRABENEE S h i 56 fE § 60 Bk
(CFCL B30 #, CAZE30#) O#FEDOHEREIX, CAZ
BDS. aureus 1 lRBSEEREL 12720 TH Y, MEHEHN
#hR ik, CFCLETHAE100%, CAZB T 96.4%
TdH-7 (Table21),

6) VHRMEE (Table22)

BELVBFRFRTCROWINORADORBECLNLT
b, MEFHHCEEZEIBD SN » o,

7) BWEAB X UBKREERYE

it & fE B 152 8 (CFCL B 77 8, CAZ# 75 8))
D35, FHRELSEWEBELHELZ 12805 5 11§
WINEEL X VBN, BWERAELTHEASH
o RN EIRE DS drug fever L HBFL 72 1 6]
T, BE&THD, MBTHo O HEALE-
720 BIfEFAR IR IZ, CFCLEE11.7% (9 B1/77 1),
CAZR2.7% QBI/T58)) T, MEABHEICERE
BED>hH»o Ttz (Table23),

BIEE OPMRIZ CFCLETT7 Vv V¥ —fERH S o
27z, %8, CFCL D 1 Hlic iR - AT - IRE
tRuFDH SN, BREYERTHLILLHID
FER DB ELLTICRL 72,

Table 23, Side effects judged by the committee

Side effect CFCL CAZ
Rash 4
Rash - Itching 1
Erythema 1
Drug fever - Stomatitis .
« Glossitis

Headache 1 1
Anorexia 1
Epiphora
- Conjunctival injection 1
* Rising ocular pressure

Total 9 2

Statistical analysis NS

CFCL, cefclidin; CAZ, ceftazidime.

M g DM TABED 83 D B,

RFI56A 3 HE DY AE» 5 5 DOIRME, FiER%
Fale, MBARERR L L CIEEEKI, ABE
RE, PEEOME, sHCREHE, IEERE, RE
LR, ARGETEY, 3I2LECE X IFEAHES
BH o, Ul & 0 REHRIC CRALBARAES
fErziah, V2 N2 b, YA TEY 7 ARE
BL—YF—A VT b —HET. FDOERIBEREES
WWETLR. 1, ERICIREBASAD Sz, ¥
Kl oRRBFRICOVTIR, THER “BEEREDLL
W L OHRERL, REEIZ “BEEITHE" Lax
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YrFLTWE,

¥ 7:, FIRAZIRBIAAIERB#IR I [FER I 83
B> EBRETHYD, RFRSH LD TR KA
FMEEEL TV LH L ohn, KARESOHERKC
Lob s TRARRELREC T L3t cHLon
%, CFCL 22 h ¥ TORKILRT 370 Fith, BREELE
BEBDEMZIMG 2L, D bRAEEE 7RI
#5LTHRE, WILORBEIEDSh TRV, *
fo, EEAZBRCTEBART VT 47 1280
CFCL # 1 H2~4g, 10~14 HM&ZE L TRE, b
2737 4—, BARE, SEMELEMBL 0,
ST BEREDSNE» oz, UEDT & LD EH

Table 24, Abnormal changes in laboratory findings
judged by the committee

Items CFCL CAZ
WBC|, GPT? 1
Eosino. 1 2 6
Eosino. 1, Al-pt 1
Eosino. 1, GOT 1 1
Eosino. t,GOT*, GPT1? 1
Eosino. 1, GPTt 2
GOT t 1 3
GOT 1, GPT1? 3 2
GOT1t,GOT?t, BUN1 1
GPT 1t 6 4
GPT 1 - Direct Coombs 1
Al-p?t 1 1
LDH 1
»GTP 1
BUN 1t 1 2
Direct Coombs 1

Total 20 23

Statistical analysis NS

CFCL, cefclidin; CAZ, ceftazidime.

L OBOMYE I L iz < Vo) DY ERL I, i
BOYEIzHVEERL L THR- T

B RN D %% 13 144 $) (CFCL B 73 B4, CAZ
B714) © > b, CFCLE T 1227.4% (20 84/73
#l), CAZB Ti232.4% (2360/7180) THH, |
EKFBMCERZIBY Shitr o/ (Table2d),
RN 5 MEHEE X, GOT-GPT LR, ¥
MEMENET, WThLHERDE 7 x LAFIRSOKR
CLEHLhELbDTH), BELEELLOTH-
o

8) HAM

BRI 133 OLTINBREIC L 2EREHE
EWcHECHRAR MM L 1-&R, CFCL 3 76.6%,
CAZ#89.1%ThHD, MEMBEMCEERZIIEDS
hizdr -7z, (Table25),

III. % *®

Cefclidin D& i3, ML WHBMARI PV EED
2L P. aeruginosa EMEET DI LD D, XMD
BEII—REKAROKMIZ L { RBREh, NES%
RBUIEICK L TIZEE82.2% (407 f4/49560), &
WEXT79.6% (2141/2696%) THD, EDIH P
aeruginosa M FIC X L TR EHET2.6% (69 84/
95), WNYL¥60.2% (56 4/93 %) LBhI-ERT
Hot. SEDHEARONRTH 5 MAMMR I
L TREYXE.5% (1958/2280), BH XX
89.6% (86 81/96 ) T, £®D > b P. aeruginosa K
HEcH LT I3ER#E61.1% (11 64/18 4), E¥X
R 77.8% (1461/186Y) LBNI-ERKTHHT, —
BEERR T REAOBENERE I REBEOh
foht, AHBRBRICBVLTRELHOEEYL S UKE
SHEEM W AR R EFDORA 2 &1 5 LHFERHER
(T0RULIEHEFZ L) 2R, PEELDL
ELT-ERIRRA IS, P. aeruginosa M1 2
Blict L0, AMOBREDOIDOTHIHVHP
aeruginosa IEHEFMT 5 L R TER D ST,

AR BT 2 R SEMIR 153 41 (CFCL ¥

Table 25. Usefulness judged by the committee

Very Relatively

Usefulness  Statistical

Drug Useful Useless  Unevaluable Total
useful useful rate (%) analysis
CFCL 7 42 10 5 3 67 76.6
(49/64)
NS
CAZ 7 50 1 6 2 66 8.1

(57/64)

CFCL, cefclidin; CAZ, ceftazidime.
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BHICAZETSHI) ThHoleds, TD>b 26H %/
BAL BV TREDNE LR R ER L LTRAL
7o ZRBRONRZERBIIMEMI S & Lo, BRY
KR4 a7 XMk 66, 27 II7Hik3IMI
BEINL, AIFFRAONMIZ, BEXINITRTOE
PizonTITd T e 2RR L L kot, CFCL #CR—
HESOEROEREERFALDY, Z OFEH 2B L
L.

INERECH T BRI RET N REFN O RAF
TR, ¥ 7%, BAEELR, PaO, T CFCL Bic EfE
Fibi% <, MEAFRMCAERZEBOLEDSNL, T
O, Tho DR BSEIORITRRICKEERD
"E» RN T 3 BA T Mantel-Haenzel g1z & 3
HIERITVRRIT L 7008, TIEHIEER o> FERNTFE D Lot
CRXEEwbDOLrEL SN,

FHEHEK X 2FHEIX, CFCL#86.9%,
CAZE90.3%TdH Y, —REKARDBKM & BHEED
HOEYETH- . INBRASHEIC L 2EREIZ
CFCL#:85.7%, CAZB89.1% T, FLEHELR
=L Tz EFBCTYEZLEL ERIZ, TH
ENEHEHEL TNERESTRPHEYMLHES N
FEFL 1 6, ERELPPEE L TINEASTERY
LHESNIEERD 2 HH D, BRILLE EPPHER
TTRYI- 1288, TO—BERZELHOTHL -,
—%h, EUEEHKT L, FHREHETIE, CFCL
£ 32.8%, CAZB 43.5%ic LT, MBESHET
iXCFCLB11.1%, CAZB15.6% L FWEEHE L
MEESHETKEZBRY BED SN, M EER
BRst, THELSEHLHAELIATEROS S
WHIZNERBSHERIEHTHD, EHHEIZTH
T &Ehkbol, ELERESEREHEL 2628
Db 10 FI/IEESHETEEHES N, &
DX S iEN» AR OHECHL TIAEFCKER
CwBLBED Shz, Zhid, NBRASTR, &5
#3IHEOHKS#, CRP, WBC, V#OUEBEEL2FE
RYEME E L TESHEET> TR HDENMLT,
FHEHECRESEEIAE I EbSTICH - bR
iR, CRP, VEOHEBEECEALE L NEZHE
WiTbhi:Z L8ERFERRL LTEZ O, INER
LI TRAELHEE & h - ES 3R RER 127 I
h56FTHoT, BEELTIZS. pneumoniae, S.
aureus, Klebsiella pneumoniae B3ER b DTH o Iz,
BRENAFTOERE X, CFCL#92.9%, CAZ
B 89.3% L ICRIF L RETH - Izo CFCLEED
Bz 2 1T, 1 BLIBRIBHERE = ERR B O
th % fF (F 4 E: EE) O & T Haemophilus

influenzae IR L, — M IZERSER L 108,
Xanthomonas maltophilia ~BWERL TW7z, LD 1
Flig, RMERFERREERONFEDMHATS.
pneumoniae b & S. aureus WAL T e, P
aeruginosa X CFCLBE D 2F T A vz 28, 16
B2, SiEMMEAIMTE(LE % X0E B I OERTE
K WD P aeruginosa (MIC:0.78 ug/ml) 8 & U S.
aureus 13 & bICHEL, BEHRIBYTH oo 2
FIE I EWERD L V% T P. aeruginosa (MIC:
1.56 ug/ml) MR L, BUTH o e, MEEHY
i3, CFCLB£100% (30#/30#), CAZ#96.7%
(29 ¥R/30 #k) DRV EHKEERL . EAEHEA
FITORHEYEL S I ENAEIZ, CFCL 0B
WHEARZ PVBRBRERL LD EH X St Bl
R, THEHETIZCFCLE13.0% (10/77),
CAZP2.7% (2/75) w#ED o h, CFCLEORA
EBFRICEL-o K (*BRE, p<0.05)., NEAS
T3, CFCLED 10FI0BIERD > b 1 35K
THRTHD, MBTHo-DFRBERD, BIEA
S B ¥ 3, CFCLE11.7% (9B/778)), CAZB
2.7% QB/T56) T, MERBFMCEERZEITED S
hizbot:, CFCLEORIERARRBELPOHET
boleDiZ, REORAMBZLLBHONIZLICE-
720 CFCL 0—MEEKBR TORSRERIL, NEE
B 1C4.3%, MRERATS55%BETHY, SED
7.8% (G6BI/77H)) BPPHETHoN, L, E
RIBET, BERFEALBCHBRZVWEEIOL
7o

BRAREEOREEHRRER, FHEHETR
CFCL#16.4% (1261/738), CAZ#21.1% (15
Bl/716) THY, NERSHE TIRCFCL#
27.4% (041/73 %), CAZ 8 32.4% (23 H/71 &)
ThHote, MEAHMCERZRRDONZ DL T2,
IERSHER L 2 REENHEFR L LOPEr -
B, BIEME - CZON-CTM iR HEEBRABRTO
CZON $£28.4%, CTMB31.3%  AZTH b,
CFCL oRBMRE IHENCHERIZVWEEZI R
T2 ZDEZH DX GOT, GPT O LR, iFMERNS
ThY, CAZE1FITHREDIERIND > 78, ffid
WFhLBETH- I,

FHRER L 2Z2MOFETIX, XBEH D8 CFCL
Bic7Hl, CAZEw 1BH > 7:o CFCLE D 78112
WTNLEWERORBRII L V52t L - ERT,
CAZED 11z GOT, GPTo LRic Lk v 5%t
IEL7EFRITH - 720

FRtoFME TR, FHEENE TCOERE X CFCL
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BT 83.8%, CAZEE86.2%Th - Tto NEREMNE
DrERtYEER R RS ERKR,
CFCL 2 76.5%, CAZEE89.1%TH Y, EMEHE
rERMBELNT, THIVNRRSOHEEMTIZR
Boh b E - 7o EFIOF AR LA AUT AT
FohTwanNLT, TREHE TR RS EPL
LIRS THRL T2 E i, RS LHE
EhTwhhdThHoT,

DAL, MMMEM%IcxT 5 CFCL 1gx2E/BE
CAZ 1gx2 [E/HD¥RMEMELEL IR, CFCL
TRESHCOHEICHBEL fobt, EREOHHANN
HcBWTIXCAZ LRSS THY, MEHShEBRE
DOLEEMNELL, BABEHBARATOARE L 92.9%
EHL, SHRBEMCOAENTH LI ERED
5, CFCL iz#Hsmti% ot UBRIR LR 2 EHITH
rrEIONI,
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We carried out a well-controlled trial to evaluate the efficacy, safety, and usefulness of cefclidin
(CFCL) in bacterial pneumonia, using ceftazime (CAZ) as the reference drug. Either drug was
given intravenously in a dose of 1 g twice a day for 14 days. The following results were obtained:

1) The overall clinical efficacy rate determined by attending physicians was 86.9% (53/61) for
CFCL and 90.3% (56/62) for CAZ. The efficacy rates judged by the Efficacy Assessment Committee
(Study Committee) were 85.7% (54/63) for CFCL and 89.1% (57/64) for CAZ. There was no
statistically significant difference in efficacy between the two drugs.

2) As for bacteriological responses, the eradication rate was 100% (28/28) in patients receiving
CFCL and 96.7% (27/28) in patients receiving CAZ, with no statistically significant difference
between them.

3) Adverse reactions were observed by attending physicians in 10/77 (13.0%) patients treated
with CFCL and in 2/75 (2.7%) patients receiving CAZ (x?-test, p<0.05). The incidence of
adverse reactions was significantly higher for CFCL than for CAZ. The incidence of abnormal
laboratory findings assessed by attending physicians was 16.4% (12/73) for CFCL and 21.1% (15/
71) for CAZ. The Study Committee judged that adverse reactions occurred in 9/77 (11.7%)
patients receiving CFCL and 2/75 (2.7%) patients receiving CAZ, with no statistically significant
difference between the two drugs. In addition, the Study Committee judged that the incidence of
abnormal laboratory findings was 27.4% (20/73) for CFCL and 31.0% (22/71) for CAZ, with no
statistically significant difference between them. None of the symptoms or abnormal changes were
severe.

4) The usefulness rate judged by attending physicians was 83.9% (52/62) for CFCL and 86.2%
(56/65) for CAZ. The usefulness rate according to the Study Committee was 76.6% (49/64) for
CFCL and 89.1% (57/64) for CAZ, with no significant difference between the two drugs.

On the basis of these results, CFCL was concluded to be useful in the treatment of bacterial
pneumonia, providing a high clinical and bacteriological response without severe adverse reactions.



