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Cefoxitin (L1 F CFX) &,

1SR B BRI 3T 5 cefoxitin DMWY, Reldis LY FEMNT 5 B 9 T, cefazolin
%% & L well controlled comparative study ¥ RMEL 1o RFIES I LV & 12,
cefoxitin "Ct2 1 H 6g 34 %, cefazolin TiX 1 H 4g 2MDOTh{ one shot MiE¥ F-ix X
EMEE L, 5N 14 BME LR,

1. MNEES : RIS 950 (cefoxitin ¥ 5-B% 47 M, cefazolin FEM4BH) T, =D
S LBRRE BT HRKYHR, MEFODRI XONBEHEIIE 89§ (cefoxitin 4T 44 M,
cefazolin {5BE 45 81D ARAZI o T, BEAFECIXEERBERN S AV RA IR, o
¥, TERFAFSBOEAWRCOVWTIE, BESRTHZ - EXMBEIAY,

2. BEKZHR : cefoxitin I ENTIZ A4 ARER 1601, HEh20H, Lo WRHT7H, KB1H
(W%h® 82%), cefazolin WHEMTIZ SHPERHIM, W20/, SLHH 1M, HUSH N
2K 64%) T, cefoxitin AHEHLEWPHANSL, R TV (P<0.05), & { k&, KB
DHERETAHSERN 2HEBULEOERKBYHTHEEN, Gram Ml M RENERO EEFT K
K #\WT cefoxitin OEIEI BB INI.

3. BERIERBGEHE : cefoxitin B EBIZ, WROBR WS T7HEB), BROEH @534
B) BXUKIE (@5 7HE) L\, cefazolin 5B E~RECEN - HBJEYRLI (P
<0.05),

4 MHESENBR : cefoxitin HEB/ T 4 AIPENEL 24 W, WEHY 1461, EFESH, BWX
K10 XK 86%), cefazolin FHEMTIL 45 MFEML 214, BRI 116, EAEI1LH,
BER 2 GUEE71%) ©, cefoxitin FEFABOMMELRLLY, BEORIBDLLR
ﬂ‘ota

5. BIfER : EHRGREEEEERY & UEIERAIR, cefoxitin 5B 47 HIFR 9 1(19%), cefazolin
BER 48 ARTH (15%) Eabhicd, REAKCHEEZIZD bRz ol

6. Ak : cefoxitin FEBTIX M4 FFEDTHAISH, MiehER18H, CLHA I
HELBbhic\ 261 (AR T5%), cefazolin HEMTIL 5 FFBDTHA 104, »inhHA
1961, ®ERUM, FREBbhZVIA FERFELIEV-260 FAR 4% T,
cefoxitin FEHLBVHERY RLILY, AROZERXBD LM 2T

LEDRE KD &, cefoxitin X EFRBRPIECH LTHRARERTHS = LRSI,

1972 4 % H Merck

HEd R+, Licdio,T, B-lactamase ¥ E &% L,

Sharp & Dohme Research Laboratories K is\>TH
R Xhi cephamycin ROHEHHE TH 5,

A, (L¥EHE LFigleR®TEoe, Tafic
methogy ¥ AT 5 A CRED cephalosporin R4k
HELBREY, ZoOi®d, B-lactamase It L THWIEK

Fig.1 Chemical structure of CFX and CEZ

OCHs s
CH2CONHA
S

b—N
o

CH:0.CONH:

COONa
(Cefoxitin sodium)

N=—N

\ S
N-— CH:CONH N N
N= N cuzle /“'CH:
S

(o]

COONa
(Cefazolin sodium)

% 0 cephalosporin RILEYHEC Mt % = F Esc-
herichia coli, Klebsella, indole B4 Proteus iz & D
Gram BEEE P, WMAEE Bacteroides fragilis it
LERLTLHENEAE TS EnkHo/HLE ST
\1‘52".'7)0

e b EBELABSomPERMcS I E 30 Ll
BHE, BRTRBEAERBRIhD Z LR SRPR
BRECHEIhDY,

KERIC BT BEFOBKRBEBLTRTTRSS
OHERBCER T, 1977 FAEShH 25 @A
KLEFEFSBAT W TRNFMATbhTHY,
HRERREY ST S ORPECH L THVERS
ARAEDLRTWS, 1, BfFAL2VWTH, BFED
B-lactam % i £HBE L ARP RV L ARALNER S
TWw39,

&E, H£ELIFRBREERCH T 5EAOHRM,
TR L 2WTOFMRNXEN & LT, B-lac-
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tamase gt Gram MikiSWOREREL? M, RiRE
PIBSVETH T2 BERRBRREL R RERCE
v, CFX & b¥Mig LT TH % cephalosporin R
EmBode, RERVEAECRAIATY 3 E M F
cefazolin (LT CEZ) (Fig.1) % xfAMHA| & LA
Ry, JtiEdm 3l il oXAFRT, BMo4E2A
NHIBM 55 £5 Akbleo TR IEL, BMTiEDR
M OWTHET B,
I. B MK &

1. RHEER

PR rP TR B RRRE (BRI e X USRS
SUREREE, HEEH, B BhRERE: X0 MiErPRBREED
MERPMER) ¢, FRlE LThEEN EOEMAY R
RELlo ABRBEYFALL, HINITRME LR
EMIT 16 RUECBRBLI, ¥, LTRRTEM
%jﬁ”‘& L?‘Co

©® EHTEET, 48 BMUAKECATFEI R 5

HEB
@ B/ s X UBREREYHT 5 ES
® B-lactam RHFEHBCT7 VAF-DREDHD
fEf, 3 XU CFX, CEZ \WIhhicwLl, KRR
AR TR HE LTI ER

® FTeERNBEELOODSER

® EFHiRB XOBEAHDIER

® 3¢k, CFX#7:13 CEZREEIhTWAIER

R, »oOoLHEHEBROBRBRRACHE LT, FRK
ERCELBEOTREBLI L E LI,

2. HEHE%:

CFX, CEZ HEHIOBEMBT BT 5HEHD & Hcit
MO DERNEDOLNBZ Lk, BROBTHEIEHR
OEE BN HEFT A LRERELERBETD
b, ¥, WEAO 1EREEHE T Rics (5. XH
BEERSIVESE | 0FBR) tLiE X Fb ¥,
double blind ¥ExIRATH & LIXAFEE L HIKT S hic,
¢, ARLGORIVEBAGWOHE I # L single
blind g——\ W% well controlled comparative
study— %A Lo

Tinbb, EFEMGTOEFAEYHRT D, X
K aERTROENIES (4. 2vbr—5—-]10D
HER) IR-fAL, SRR OBEETRThik
Wk kLo Fi, EFEIMT D HHE T LB
15 RBOLABY, EFAPOKECEREL .

3. HBE5¥EH

BEEAT TR0 2EH & Lico
CFX (R%RE#F]) :1vial f CFX 2g (Hfi) &F
B %S FCF 774)

CEZ (xR % #)) : 1visl &= CEZ 2g (Hifi) &%
(WE RS ZK 4172 ; HiRER)

CFX % 42vial, CEZ I 28vial, W¥h & 150
14 B4 (5. RAGERB IO E %] OTBR) %
M —FHMD CRMC D, AEMIITEC L TKEL
feo

4 avie—9-—

HEE— WUHRBR2LDzVIe~F—KXD, K
FoakRal REOREANMT I XUNFTRD
R, SIS EOME S XUBMEERD 7 - 2 OREE,
M MRIT LB D AR Ce k5 RES s Ehic,

ok, BRMEANMBS IOCRTHZ, a2vie—-5-p
MEERT T L - RF O SRR, BT FH#ER
FEPCRBE LT,

5. RF#EsER XUEEE

CFXo\wTit, 1H6g¥%2¢¥2oW, & #D3
B (FAlE LT 8rpMMMm) &, CEZ koW T, 1
Bdg¥w 2g oW ®mo 28 (FAIELT 12 BRI
) coaslLTtehEhfE L

TEF &b, 1vial CEHBRZK 20 ml 0z TH
245, #5412 T one shot B E T % 2, 114
13, MR 250~500ml L, 30~60 4
HCABEBELR,

CFX o#HsEkico\Tid, h¥TcEEIhi—
BEFEABRCE\T, 18 4g ¥ COHERTHEHIO
BEENIEA IR TIZV A, KARDOMREESE
Al & LCrhSEL LT, X@EEYHE TS HBNERE
O BEFRBEYIETH S 2 &, B IUBEROMPE
BRI HBRE T L 6%, SARCKT 2 HSRE
By EM LT, 10 6g 3ESEMNELTESL
MR Uico

—%, CEZ ORIz WTik, BB ICHSRKEN
HEmELETHE L EZBLT, BRESEIVS
W1H 4g 2ESENRHEYTHS LHBILI,

6. FHTZEHM

HER & L HEYMT 14 ARE L

fogs, TROFEBCKYSTHEH 41, HEHHN 14
BRERBETCH - TbEEVHELTIVI EELI &
#L, CoBERLEBCIWTE, FEORE REY
By ERTHZ L E L,

© ERVEBELRL-BE

@ ER/LEWEAORD, MEHSIRUELSS

@ FOMBELSD, TRESFEORELEDL

BE
7. PHRAEH
ERG LMD, R o RERGAL
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BwZkElico ¥k, £Of, XRWRORYFHE K
Fr 52 5EROGRAR, CULBIVBELYIRE, &
hBFBT EELN,

8 BNIRERDHE

RELCBKERDBE (MR FHE, #Iv't+oR
REBRTEOAITHS. ThHLOBKR JUD) 1,
ERR S oRTHEC, BRI LTHAFS -
el

O # &

18 4 BlORJfE

® ¥ %

# (BEIHESIhZEBBE), +, —D 38BN

® B ®

&: 1 BREERME

#R: B (¥, P (&), PM KRS, M (%

%) O 4B

BHEBE : H GERERE), +, —D 3B

BR:Y RB), W (AR), T GEBY) © 3B

® WRES

# (BERRLT5RE), +, —0 3B

® B M

+ (BY), —o 2Bk

® KWRs5H

t++, —D 3B

® BAER

+ @BY), —0 28

@® #7/-%

+ (BhH), —D 2Bk

¥, BfFAR SLWTREKECEE Y, EHS
CEET S - LRRLh D ERERBLASAE, £
DEBTOWTHMACHET Sz L E L

9 MEENKRE

BREC T 5 EFORHR Y BB HMT 5 - d K
2, I RBAEELHEESNIEDOBEBEREETH S,
2TT, BREOMEFHREL LR D FHCERT
AT ER LIS

Tibb, BRYEAZERBEN»ORTHET, T
2HEFHE GEAI & LT 1580 3EME) iR
L, XOBEAHERRE LY 2 — 3B EREE
Y -EA LT, HEREKRER (Gram Ff)
L2 BBERROf, 2 Mk (BTB XK, MAC
CONERY %X, F 2 = L — b EREEH, MKEFERE
) BIVDWEHRORTYER Lo S LITHMEK
YEEXANIEE c EPTCEMA LT, CFX, CEZ ©
#T5 MIC opgEs B-lactamase {E#DRIEY L
Lite MIC it H AL ¥ RREFLBMER'DC L Y, ¥,

B-lactamase {43 PERRET BV XhaE GEak
& LOWRY 'O X b JISE) Lo
10. BEIRMIEE

s XY, MBERE (ROARY, hemoglobin I
B, hematocrit i, RBIMMRY, MORER), FILAEH
XU CRP BM/s E1Ieo\ Ty, BRI LT RFISEM
BN, BHETHBRIV 14 HAK, 7, mMd(bs
HME (GOT, GPT, alkaline phosphatase, creatinine,
REEX), RRE Ea, Bl #IUONRE (X
BWREL, Mycoplasma mMRBMMTIE, B COOMBS
Rt e &eountid, AlE UTRFISSMMETT & 5
5 14 BARKETIZ L &L,

1. ¥ =

(1) EHEHUR

1D BRR%HE

KFRE R 30T 2 BRIER, B X8, EEK
EER CORBIESE, B, A oHY, &
%, D 5 BBEICKA LTHE LI,

2) HRA#

MRBR L BERREBEREEBYSUEIFE A+ RIE
L, BDTHHA, »iehER, LLEH FRLBbh
2V, RRHFELL N, FEECFE LS oV, RO
7T UTHEL

(2) BFESHE

REXH, FH# B BRII=ZE, SHE—HIUEH
HUHOSEAXFALTOIRELSL ST, THUEMLIR
HINIEARERL WS XB 7 1 Lok, XHL
ZHARTERIORBC LT, THEHTE L X8k
SHEX R L 1o

1) BEIES

NRER, KHARE, AR LCETHATCH
AELTWRWESD, 53013 FEDRECRENEE
ShTWiIRWERARBE EHEL, BIfFRUADRITD
HENSBATEZ L E LI,

2) BRBHER

ARSI 1T 5 BEIKIER, Bft X426, EBEKR
il FORBRESE, B2, A% 06D £
D 4 BT XS U THEL 7,

3) MEFHBHE

AR ERBTT R THE TOBRROMEYIRE
BT BERNL, EEORRELTRIZYEEL S
hald TR 2RELEDDL, FEEONE,
¥ IVUHERORE, HR GROEBE ST, EH
%, BRY, BTE, BEXRD4BEECEXSY LTHEL
o

4 HRE
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RERZ R, MEXNHRE I HERERRAYNEDL
SURIERALREL, EDTHR, M ONWE LoN
A BRLBbhxy, ©RFEL R, ERCITFE
LD 6 BT XS LTHE L o

12. & ¥

BRELSHERTH SHBABERICavVIR-3
—M&VD G T, RERSHELN MR, TREhiH%k
EHIETTRYMEE 1,

KHE T ETRY, EAMERTERENS X UBE
SHBRRCEST, ARFAZEHEMOREWK &K
RZBE, MEENHR, WAk RRKERBEE, R
R0z LML RB L2z MITIS, 1 BE (2
XnS3EEDB L2 X 208E) $LIX FISHER D
EERE ¥ X U WILCOXON o 2 IEAREN & D
HEHFHEC I VT, ERRS FLUTLREZEDH &
L, 10% T2 EEOHEEDH ELTEECH LI

II. B B R &
1. MR
RN XORTHRIC, 2V e — 7 -2NEER
CHaH LicARAIiC o ¥, ESITFEIRERRACKREL

TERL-SEARORERIX, Tablel iRkTHAD, »
Thi s (1.8~2.5g (Hifi)/vial) it HAEL TV o

2. BRFHESAINR

ERBENTHOILBEMNT 95 flT, £O AR

Table 1 Contents of drugs used for the study

Fig.2iemTEDChbo

Tieoh, CFX #5#i2 470, CEZ B 4582 43
THholo 2DIH, BERICE T, BELYTE
hicEERIN CFX 5% 38, CEZ &M 3MDite
By, ToRE R WHENGO & E M
CFX #bEW 44, CEZ HER S5HAOHIML Yo
feo BIfFARRMEORNBENLBHERERAD 95 ATH-
oo

fer, BMEES 6 AOREEAL Table2 ITRT8 Y
T, WTFh LN REWERL) X5 BRERNT
BpfiTc oD, MBRAEBLHBEINRILDTH o1,

3. EAWK

% £h 4K KB KEE XBEE ANE
MEEREGR, 7 L A¥—BEEN I UHEN, o0
CRH I ERIM, #EER IVHBARNOAEARNRR
FrpIL, TRFEEHEMOSRECOWTRITREL
Too Pe2L, SRABITDVWTIE, EPRT 5258 0 %
R X HMEAALM DD 5D, BEXBTHLR
HBDHHID S OLMHERIEE L, Bl XRBHRY
RELRED LRV O ERWTRRPEL LTAAL
120 DR, Table3 CRTHADY, WThoRFRE
WT LB AEEZIED bhich ot

2L FOXRERYETHEAOARE, BHLY

Fig.2 Number of patients evaluated

Number of patients evalusted oa efficacy and atility
CFX «

5 Contents* (g (potency)/ vial) Tou—
TUgs - - -
Before study After study :l::jb: of patients :{t\l‘::; :{n‘p-"x:i:‘-‘x'- excluded from the evaluation on
Ez u ez
CFX 2.28 2.19 T4~ Forul ¢
CEZ 2.04 2.10 Number of paticats svalaated on side ellecs
Er_u
*Mean value (#=5) o5
Table 2 Reasons for exclusion from the evaluation on efficacy and utility
o Patients excluded
Medication Reasons for exclusion
Sex Age (years)
Male 36 Chronic bronchitis
CFX Male 58 Diseases were out of the Lung cancer
" object of the study because o
Male 34 of deficiency in clinical Pulmonary tuberculosis
Male 78 symptoms of bacterial Lung cancer
CEZ Male 65 infection except tuber- Chronic bronchitis
culosis
Female 72 Lung cancer
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Table 3  Background of patients (1)

——Characteristics of patients and medication——

Number of patients

Strata

Statistical analysis

CFX CEZ |
treatment treatment
Sex Tomr - = x4 =1581 (N.S)
30~ <40 6 3
40~ <50 0 4
8‘::5) 50— <60 T G Z,=0620 (N.S)
60~ <70 10 13
270 17 19
<40 4 4
40~ <50 16 17
B‘Iz)“""‘m zg_ ::g 13 12 Z,=0267 (N.S)
270 2 5
Unknown 0 1
i Bronchial infection 23 26
D Pulmonary infection 21 19 x4 =0095 (N.S)
Mild 6 3
Severity Moderate 28 39 Z, =0.908 (N.S.)
Severe 10 3
Chronic bronchitis 15 14
Pulmonary emphysema 3 2
Bronchiectasis 6 6
U'nderlying Pneumoconiosis 3 1 21=5929 (N.S)
disease Lung cancer 0 2
Pulmonary tuberculosis 2 4
Others 1 5
More than 2 diseases 14 11
No 27 22
Complication Yes 17 20 x3=0.388 (N.S))
Unknown 0 3
No 32 38
Pretreatment e 1z 3 x3=1746 (N.S)
antibiotics Unknown 0 1
Allergic No 2 44 P, =0983 (N.S)
anamnesis Yes 2 1
S. aureus 2 2
S. pneumoniae 2 2
Gram positive coccus 4 3
K. pneumoniae 6 8
Proteus 0 1
Organisms Enterobacter 6 4 2 =2.121 (NS)
isolated P. aeruginosa 0 1
Haemophilus 2 2
Gram negative rod 4 3
More than 2 species 17 14
Unknown 1 5
<6 2
Duration o 6-<38 1 2 Z,=1.067 (N.S)
(days) 8~<14
14 41 39
One shot 17 16
Method of Drip infusion 21 26 2 =1551 (N.S)
injection One shot and drip infusion 6 3
. No 9 15
Concomitant Yes 35 28 x3=1.602 (N.S.)
drug Unknown 0 2

x% : Chi-square test (2x7 table or 2x2 table)

Py : FISHER's exact method

Z, : WILCOXON's test (2 samples)
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THREHTDEA RS T, CFX HFRT 14004
1150 (79%), CEZ #&®T 110k 64 (55%) k&
BTEY, ThoTiE, SRZBRELNT 5 ERN
NHL, CFX e 140k 70 (50%), CEZ #45
BT 11 Sk 6l (55%) R idTu e ¥, MksE
MEHRD H DERD > b, EOHLEHRL B-lactam
RALHRCHBEMNL, CFX HEHIT 12 HlH 10 5
(83%), CEZ #y5pc 6 flrb 34 (50%) & = To 7
¥, WLt LcBRorREA LR, BKERST
BOETERIBLDTHholo HRMELT 2RUED
WRBLREN Thby, BAMBEADI S,
Gram B EMNA M W EMN, CFX #5HT 17
Pids 16 84 (94%), CEZ # & % T 14§l & 14 B (100
%) REASLHYED, Gram PRBFEOOWIH
-fE flix, CFX ®5®C 1764 115 (65%), CEZ
HERTC14AP 8 (57%) THolo Gram [RER
BOLI L 2 BORMESIZ, CFX S5 1525
hiciedFirh oo BARRENOLEEIIARIZ,
Klebsiella pneumoniae X3 WX MicIEFN B H<,
CFX #5®T 17 A 78 (41%), CEZ #E5HT 14
b 76 (50%) X EDTED, Thic#\ T Entero-
bacter cloacae DAY WIhi-EMMBH L, CFX #5H
C17 5% 55 (29%), CEZ 58T 14 Gl$ 5 5 (36
%) 'C‘t-’)'fl:o

K, EFBSHMIOLEED > S MIC #REL
87 CFX #5M 404k CEZ H5W 0T HA
¥E#o MIC HACBLT, H5RHMOSREYHITR
Nt BB Fig.3 ©RTHEDC, W EHTHhD
MIC i d, FEZIBED bhich ol

X o, FAREEHITC I 5 EMNO & ERKER
(8. BEREROBZ ! OHE R &, ANIKK Kib
35 XU CRP 7 Y OBKKREECE L THRITRE L,
B Table4 wRTHD, BREITE T, CFX &
SR 20ml P EOSREHEFIAR > THH L,
WILCOXON @ 2 EEAKTEI X hH & 2 (P<0.05) 2§
»Hht-Ut, oRFEBLTL, WFhieks\wTy
EREIZBD ORI, o0

4. BEIRZHEFE

THREHTC X5 BERGRICOWT, FEFRSRR
¥ BT Ui Table5 R BHTH5B, CFX
BHEBTIX, 47 BihER 14 5] (31%), BRI 244) (53
%), CPEH5M (11%), E26 (4%), TH2
fle, BB EoBEHRIL 84%, CEZ HE5PCIT, 48
BihZh 9Bl (21%), HXh 20§l (48%), *°H%H 10
Bl (24%), E#H3M (7%), AB6HAT, ARHRIX
69% Thotzo CFX HERTIESN HHAL LT

Fig.3 Background of patients (2)—Susceptibility
of organisms isolated—

100 Inoeulum sise : 10°cells/ml

B
Statistica amalysis
Iva.l1Zo=0.408(N.S)
Hive.NZe=0.537(NS.)

,.ﬁ.f-d"

vvvvvvvvvvvvv —r=T

.05 0.0 0.78 3103125 50 20 800 160
MIC(g/m)

Tnoculum size : 10* cells/ml

® 80

g w e

~_§ o Statistical analysia

[ Tve.1Zo=0,682(N.S.)
o Mve.NZe=0.795(N.8.)

......

........

MIC (ug/ml)

o (I,M) Strains from patients treated with CFX {40 strains)
4 (I, N) Strains from patients trested with CEZ (40 straing)
—(1,11) Susceptibility o CFX

==-(l, N) Susceptibility to CEZ

Zo: Wcoxows test(2 samples)

&L, AHRCH\TH, CEZ FERWHTISYE
ETh -2, BEEIEDOhIh o,

—7%, BEEHRBE X5 BEKYHRICOVTORRMLE
DRERIX Table6 ILRTHE Y CH5. CFX TR,
44 GIshER 16 B (36%), B 20 fl (45%), *%H
76 (16%), EH16 (2%) T, BHEL 82%,
CEZ ®ERTI2, 45 IR I (20%), B2 204
(44%), LoEB 1181 (24%), EH5H 1% T
BRI 64% TH 720 CFX #5813, CEZ H45F
CHREQ CEHADSL, BHRCHETL 18% D
£Nhbh, THREHEOSALRERAROKERTH-
7%, WILCOXON & 2 BAKRE X h FEE (P<0.05)
RED L, FTREHTOBAL L HEOXIHET
Polo

5. MIEFEMABHE

BRESHEC X 5 MEEHPHRCoOWT, AERARY
BN BT U7 i Table7 kT8 D Th%o
CFX #5BETit, 44 PIhEil%k 2451 (55%), RS
14 41 (32%), BWAESHA (11%), BXR1A (2%
¢, BRI OISR 86%, CEZ BE5FHTIL, 46
FREN % 21 I (47%), ERY 1151 (4%), ERE
11 91 (24%), ERAR 26 (4%) © WHBE 1%
©H -tco CEZ HEBXEREMNSL, HHEL
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Table 4 Background of patients (3)
—Initial symptoms—

Number of patients
t:
Strata CFX CEZ Statistical snalysis
treatment treatment
239 6 3
Body temperature 38~<39 ] 9
(c) 37~<38 14 16 2,=0.488 (N.S)
< 16 17
++ 26 25
Cough + 18 20 Z,=0.330 (N.S)
- 0 0
=20 29 19
Volume of sputum 5~ <20 10 19
(mi) =5 2 5 Z,=2.106 (P<0.05)
Unknown 1 1
B 2 1
P 14 14
Property of
sputum PM 19 21 2=0.256 (N.S.)
M 8 8
Unknown 1 1
Y 34 36
Colour of w 8 8
sputum T 1 0 Z,=0.364 (N.S)
Unknown 1 1
++ 12 13
Difficulty ?f + 25 24 Zo=—0005 (N.S)
expectoration = 6 7
Unknown 1 1
++ 10 7
Dyspnea + 22 19 Z,=1470 (N.S)
- 12 19
+ 11 11
Chest pain — 3 3 x2=0.034 (N.S)
T+ 17 15
Rattling + 20 24 Z,=0.252 (N.S)
- 7 6
. + 6 5
Dehydration — i 20 x2=0.002 (N.S)
10 5
Eyanosis hs = - x=1393 (N.S)
212,000 11 10
Leukocyte count 8,000~ <12,000 18 20 Z,=0.114 (N.S)
(/mm®) < 8,000 14 14
Unknown 1 1
250 18 14
Erythrocyte (Male) 10~<50 21 23
sedimentation (Female) 15~ <50 Z,=1.396 (N.S)
rate (Male) <10 2 6
(mm/hr) (Female) <15
Unknown 3 2
26+ 9 7
CRP 2Y-<6t z 2 Z,=0427 (NS)
<2+
Unknown 1 2

x5 : Chi-square test (2x2 table)
2, : WILCOXON's test (2 samples)
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Table 5 Clinical efficacy (judgement by attending doctors) o
Number of patients
Medication Ex?%em ngg)d I&?)r ’2‘9’6"{ Total | Unknown Statistical analysis
CFX @ | e | an | @ | & | gf’::‘:’:‘z’:{’/‘f‘g’"
CEZ @ | @ | e | oo | 2| ¢ igOdﬁ?gég;

x3 : Chi-square test (2x2 table)

Z, . WILCOXON's test (2 samples)

Table 6 Clinical efficacy (judgement by committee members)
Number of patients
Medication Excellent Good Fair Poor Total Statistical analysis
(%) (%) (%) %) o
16 20 7 1 Excellent/ others
CFX 44 3=2.195(N.S)
(36) 5) (16) (2 ﬁnem and
good/ others
CEZ 9 20 11 5 5 22=2.585(N.S)
(20) (44) (24) (11) Z,=2.219(P<0.05)

x5 : Chi-square test (2x2 table)
Z, : WILCOXON's test (2 samples)

Table 7 Bacteriological efficacy (judgement by committee members)
Number of patients
Medication Eliminated | Suppressed | Unchanged [ Replaced Total Statistical analysis
%) (%) (%) (%)
24 14 5 1 Eliminated/ others
CFX
(55) (32) a1n ) 4 x5 =0.282(N.S.)
Bz 21 1 1 2 - Etl;‘r;xsnated and suppressed/
47) (24) (24) @ x8=2.241(N.S)

x5 : Chi-square test (2x2 table)

Table 8 Utility (judgement by attending doctors)
Number of patients
Medication| Markedly | Moderately | Slightly Useless Slightly | Markedly Statistical analysis
useful useful useful %) harmful | harmful | Total | Unknown
(%) (%) (%) (%)
ful/ others
CFX 18 15 8 0 0 1 © 5 Markedly use ul/ of
(43) (36) (19) @ f/[arkedly and moderately
useful/ others
CEZ 10 16 12 2 0 0 0 8  |x3=1258(NS)
(25) (40) (30) (5) Z,=1803(P<0.0)

x5 : Chi-square test (2x2 table)
Z, : WILCOXON's test (2 samples)
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CFX 5B CEZ 858X Y 15% LM EERRLE
2 BREXBD Dol

6. HRAE

FREHEC X SFARCOWT, RMEFAZSIHMY
R L 7oA 42 Table8 IK/RTED T H 5, CFX
BEBTIE, 47 Slh@DTHA 18 #1 (43%), 2k

DA 15 Bl (36%), LeHA8M (19%), EHF
TLSWIM (2%), RESHT, I HALME
DR 79%, CEZ HEMTIL, 48 Q@D TH
F106Y (25%), Mich WA 1661 (40%), oW 12
Bl 30%), A & Bbhisv 24 (5%), FBE8F
T, WRAXIL 65% THoto CFX HEMIZ, EDT

Table 9  Utility (judgement by committee members)

Number of patients
Medication | Markedly | Moderately | Slightl Slightly | M isti i
ekt sl ] y U?;gss hallgmf 3'[ nrkeucllly Total Statistical analysis
(%) %) (%) (%)
15 18 9 2 0 0 Markedly useful/ othe
CFX . 44 larkedly rs
34 =1.020(N.S.)
34) .(41) (20) ) ﬁa{kﬁdl){] and moderately
10 19 1 3 0 2 usefuy others
CEZ 3 =0.727(N.S.
@2) 42) 24) @ @ 5 120N e)

x5 : Chi-square test (2Xx2 table)
Z, . WILCOXON's test (2 samples)

Fig.4 Profile of symptomatic improvement

H Number o Statistical
Clinical $ 5 patients Improvement rate (%) analysis
<33lcrxcEZ %
$53[reatitreat g,
3 2 Ejment [ment 10 20 30 40 S50 60 70 80 90 100p.
3]128131
emperamure [ B 1%
AN Il
3{sles o O
Cough 7 4 | 43 S ~~d.
- 14 142 ] 38 »
O~y
Volume of '—:‘% g: BN
sputum [ 37 | 31 =~3
3134 [ 3 .. — =
Property of 7131 ] 30 =q=<.]
sputum i
T 24 122 ~e
3141 ] 43 o —
Colour of T3 137 BT D
—s i P
sputum e % o,
Difficulty 3 k14 =
of 7 32 s .
expectoration | 14 22 o °
313227 o~ i
Dyspnea 7132]24 s e "
14 [30] 25 13
3|1 I
Chest pain 7luln T te =
EETHEN bt
337 [ 40 P s —
Rattling | 7|37 ]38 s G 3 |
14 1 36 | 3 2
3 6 [
Del 7] 6 _ ol
14 5 il ot
3] 10 - o
Cyanosis 7]10] 5 [T~ |
14 9 S
Leukocyte 7]31] 27 ﬂb L
count 14 [ 29| 27 <
E;_ythrl:=:}:" 7] 36 [ 33
et [T [ 38 ] 34 )
728 24 LN
CRP 4 Ta9] % B
o——0 CFX treatment, ®——-® CEZ treatment

« p<0.05, AP<0.1

%5 Chi-square test (2X%2 table)
Pr : Fusnsn's exact method
Zo : WiLcoxon's test (2 samples)



108 CHEMOTHERAPY

OCT. 1981

BHOMNRSL, CEZ #ERWTHEN 14Y MO NARY
RL, WILCOXON @ 2 AKTEIC X h WED A\ (P<
0.1) MABBH oAl

-, BES¥BIC X5 HFRECOWTORMILERD
R Table9 TRTEBOTHSD, CFX HERTIZ,
44 BIFREDTHA 15 fi (34%), »ichHAE 18 fl
(41%), 2HAIF (20%), WA LixBbhisw 2
Bl (5%) C, HRARIE75%, CEZ HL5HTIL, 450
D THA 10 fl (22%), 2O EE 19 fl (42%),
eRA 11 fl (24%), ® A LxBbhi 34 (7
%), FEHFELLRV26 (4%) C WRERIX 64
%THoto CFX #5Mi2, CEZ rEMiH~ 11%
BUERAEYRL, THREHEORA LIZAROKR
ThHoteh, BEERRDOhih ok, tds, W
BEL W EHEEINI: CEZ #5800 22, T
hA KRG REN S, MEFNDRIERE &K E 2
h, BffE LT, EhthBl, RBRENRBLER
THY, BEIRAZELHFLEL TS,

7. BKERBEE

FAEAREHOLAMEKIER (8. BKIEROHRZE]
DOEER), LU BAmBRE, ik X CRPDOEK

AR & 1 BET 5 SRk Ay (EIRIEERIC OV
3RKEESEE, TEER XU 14 B B, BERMEMC
DWTIX7HA, 14 HB) IKEBLc#RY Fig.d4 o
ATo WX, Table 10 IWiRTEMRY, RH
B T 1 BN, L L i N A L L
THH Lo 27, FIRKTEDDVIRBLELIhoKk
WECBT S FFISHCONT, 1 RERNI EoRY
DIz s X RE (2X 24 M%) &L <t FSHER
OMEH Mk L, WILCOXON D 2 JRAMRIC X h ML
KLY Fig. 4R L1 fa%, RAHL5M0
M HIERMNED bW IEEML, WM B X ORE
OB LI, ZORR L{BROBR (7HA),
&M (3BB) ¥XUWE (THR) KX\ T, CFX
#5H) CEZ 5B TR CEL = (P<0.05)
BWEYRTC L, ¥ogEolR (3HH) BT
77—+ (3BA) OREEHL\T, CFX HE5EH
1% CEZ 5 W it~ RAECEh - (P<0.1) %75
T LNBER I A, EOMOHBEICREREZIIED
F)htﬁﬂ")fio

8. MBImIT

% F£# KRB EEE XRERR IVIHESHE

Table 10  Criteria for evaluation of clinical symptoms
Criteria
Symptoms
+H+ + + -
Body temperature 239C 38~<39C 37~<38C <37C
Cough ++ + -
Volume of sputum 220ml 5~ <20ml <5ml
Property of sputum B P PM M
Colour of sputum Y w T
Difficulty of expectoration ++ + -
Dyspnea ++ + -
Chest pain + _
Rattling 4+ + —
Dehydration + _
Cyanosis + -
Leukocyte count 212,000/ mm? O 00/ mm® <8,000/ mm®
(Male) (Male)
sEergitmhgr)lgt?on rate 250mm/ hr (lI?gmfﬂse(;mm/ e (i‘ é?nn;?e){hr
15~ <50mm/ hr < 15mm/ hr
CRP 26+ 2+ ~<6+ <2+
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Fig.5 Stratified analysis (1)—Characteristics of patients,

medication and initial symptoms—

Number of iy
,.",',',:,: Clinical efficacy Bacteriological efficacy
Strwa - ! ~ i Efficacy rate (%) -::{;lul.l:“ Inhibition rate (%) m‘,‘;’:"
Sjw T
SEME 0 40 60 Mm-,f.é Zo 20 40 60 80 100] §
Sex Male 322 " ~ <17
emale T 1 L Y4
. 30~<40 il
w, St ==
{years) =275 i ol o — A
1 C
D ol infection; 23 { 26 23 N
monary infection | 21 | | I A ma T
Mild 107 3] éa <
Severity Moderate 285 ] ¥ ~~dg 10
Severe . i
Chrome beanchitis? 1 1 ]
Tulmnary -aghisees 1 P ——
Bronchiectasin | 6] b6 —F
Underlyng Treumuconiisis 111 P == = —
disease | Lung cancer | o | 21 J- -~ =
Pulovnary tuhers bt IR - -1
Others STl 1 = -
Vore thas 2 discases 11 v g T P T
o No 3 ) PILN
anttca Yes 3 D =5 J
Method |_One shot 16 . N
of Drg whine 26 Fe AN
injection [Ose sbot asd drip mivsid 3 '~ ~.
( i No 15
dry Yes 35128 ot ra
Volume + 29[ 19 . vl
Cof ¥ 1018 4 ré
sputum — 4] 6 o ¢d

0—0 CFX treatment,

®-® CEZ treatment

+s P<0.0]1, *P<0.05, AP<0.1, —Not analyzed

x%  Chi-square test (2X2 table)
Py Fisuen's exact method
Zo : Witcoxox's test (2 samples)

Fig.6 Correlogram of MICs of CFX and CEZ agains _ organisms isolated

Inoculum size : 10%cells/m|

Inoculum size : 10%cells/m]
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A S.aureus 5 strains  F ! Kpneumonice 25 strains K : E.cloacae 17 strains
B - S.pneumoniae 4 G : P.mirabilis 1 L : E.aerogenes 1
C : B-Streptococcus 4 H : P.oulgaris 3 M : Eherbicola 2
D Ecoli 2 [ : P.morganii 1 N ! P.aeruginosa 6
E : Cfreundii 1 J * Smarcescens 1 0 : Pseudomonas 3
E P ! Hparainfluenzae 1
Q : Gram negative rod 3

#R oM SRR, S OCEARY
MBI DEEIRIER D 5 LFREFF S HECE ) OHD B
heBgR (3. EATE] 0ORER) OFEAFREA

T, BESHTEC X5 ERR L MEFOBRY
R/EE LTRBIBIT LT - Tco REFSEROBRBHR
M Lok L, MEERRREERY N EOAHE

%, ZRFEBICHBELIREREY Fig.51CRTo ¥
7o, BRAELS X UMEFHR RO FFISHOWT,
B EH D VR ERPLUEOEY h itk D 12 RE
(2 x 24%%E) LI FISHER DEEHREECLD
PERIHE LR L, BRHREOFFISMIC 2T,
WILCOXON® 2 EAKEC X h BRI L iR % Fig.



mo

5 ieftiElice CORR L QRRBAHBRETES
PBe, EWERN 2EBL ETHBBAN I UMBEA
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sl EE T CEZ i ¥ RT 4, CFXrBRELR
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monas aeruginosa X% %D, CEZ #5HAbh
1-HEER 28U & h £ h E.cloacae 35 XUV° P. aeru-
ginosa X5 D THo1o

Wiz, LERoRES, Gram iEiRE T p-lactamase
Ea A LB 54 e oWt d, CFX, CEZ £h¥
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H, 26Kk, Gram BHEKRES LU Gram BiEBREC
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Fe X hAEREZE (fhFh P<0.05 P<O0.01) 2AE»
bhico Lnl, BARREATIEEZIRD bh
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WFhOASBEICIWTS, ¥i, Gram BHRE,
Gram BEBEC A LT, IHLERBABRENCE
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Fig.7 Correlation between MICs and f-lactamase
activities of organisms isolated
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Table 12 Side effects

Number of patients
Side effects CFX CEZ Statistical analysis
treatment(9) treatment(%)
No 38 41
Yes 9(19) 7(15)
Eruption 2 2
Gastrointestinal disturbance 1 1 23 =0.103(N.S)
Eosinophilia 4 3
Decrease of erythrocyte count, hemoglobin 0 1
concentration and hematocrit value
Elevation of GOT and GPT 2 0

x5 . Chi-square test (2X2 table)

ERTHECHICHE IEVRERRKCHELTV
1. # 3
4@, FELIZ, BETRBRPECHTS CFX D
= Bt b KLt LI oW TGRS T 5 o, BlEAR

FEEBLEHAINTWS CEZ »BE L-HBky
EHLIo ZORKE, [RREM]OECHLI BN X
51, BIRABEICEWT, CFX BEmNEEEY -
T CEZ 5B B-T\Wa Z DRI, ¥,
BlffRc2oWTh, EESLLOREDHRT, B
BfEL CEZ 5N LBEABETHD Z LAHLMN
thote Thr XY, kiECHTS CFX OBWHA
EHNEHR I NI LT, ZOREREOWTEFOERY
jﬂi"t‘t‘o

EAHERICOWVWTE, AERARSEMCREAERY
NALWT, AFNBESEOLMAL AR LB &b
b, ALEERBROZUENEMT btz ko, WRE
Fo 5 LEFARSBHRITOBRECI\ T, AEMCH
BEMRIDH LRI, 20ml P EoSBEHEMILL
5 CFX 16> TAML, Lird, BEEDS)
Ehtvb b, CFX #pbihs CEZ {588 X h KRS
B THEVWERRY RLTWAZ b, £4LL
T, CFX #5775 CEZ BEHch~_EBhBRHE
¥RLI-SEORKRT, ORIAEELTVS LikE
z bHhiz\e

Zh ¥ T CEZ 2% & LT izcephalosporin
T &Y EIEHF O BB BRIIET T 5 BB
RBROHRKET, 1AH{ER g2l s CEZ #E5HBD
HHRY, SEFLNT 48%, ¥iz, EALNX 63% T
HoleZ EXBEL T35, FHEERE: CRBRE@NR
Tehicd, MMICHETSZ LiZ T, SEIOR
BTl bhic CEZ B5HOEHEN 64% ThoteZ

e, SEORMICETANRENE, thickf
bhlFORRC 351 5 SREM L OMITIE, WRE
CARERELERI DD LEL BN,

BEECOWTIE, TRBRAE] O HTBNLS
2, ThETCRBLATVWARENDGERNES ITE
KERERORM Yy MECHRL, HSEBCHLTH4E
RN T LU SN 1BHRERE 1885E
BEBELbTTH5H, L, BEHOMGER
PrmayE CFX 0 1 B 5EXY 3EELETE
2, SEREXhi: CFX oEhi-Fiic k2 ¥R
LTWa 0 L#ERTh, LEOHERBENEYTL
DTHotcl EHBT i, HELWY, HEEN
Eoligk CFX ik X h T 584, ofACEH
SHEMMEHFREN X 2 C, 1E 2¢, 18 28O
SCrAATHY, 1 BREEEY S HIHTHER
BBH5ERNT B, ¥, WELMY, CFX DOBHR
REREARRC 5173 v + i REREBOERHENK
N2, MAbMEEHENE CFX OB4, 8KH
MBRO 2¢ 2EMARMERXT > Lick), MIC2
pg/mlE¥CORBLEC T HDENMECELILY
BELTWB,

CFX #5832 CEZ HEBc LT, t{rH
HEXRCIE X HRE L L CRE MR EHRLTY
3157, Wb bHERREEC K\ T, AECELE
KRR, MEEHHRL RN, BEOERCERD
BROBBE, FIVZhbILMHE) LELLLDHIHO
HEETCHETH, CFX HEENERCEN TR
BB ohi-z bxExAbes L, REEERTTE
&, W, BE~OEWBTECHLTY, CFXuE
hi-EHFThrZ D HRAIINS,.

EPEES 2 FBL D 675 R 5\ ¢, CFX
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BE5F: CEZ HERIC L TH RIS - BRI R,
FNPAMREY TR LI TOZ ki, BErPRBRNE
DTy, LB THBREDKRBIC X L T, CFX
DEARBRYBMTA LAWK TE LD & # 2
h, BN,

FHTCIRAXC L5, SEIOHBERRONRERIC
{3, B-lactamase E4: Gram [Ri&REC X 5 R
D\, By B-lactamase EitEv R +5 CFX D
KA EREIC R E WD LRI D (B rrR 2SR
EXBAL . BRI, FHLCAY, WVHAET Gram
RESENSESH, Lhd, TOLMEMR\T,
CFX #5it CEZ 5B HERL THEI SR
RBBELT Lo I Th, K. preumoniae D4y W i
By L, FhicTs CFX s Bo KM R
12, HEEY L > T CEZ 58T T o L L
Bh, SESES i K. pneumoniae RAX U T
% Gram BHREOS b, KBNS VBLLEL
bh3 MIC 25 pg/ml PUFORESEZHERIC 2\ T,
CFX & CEZ® MIC Ak 3 ¥ DX Fb Hh
CEZ I3t L CHV> B-lactamase BEdEd R #Ed & 1o
Abhithotoe T, BHMIC CFX KRR RT
CEZ B Gram BB¥2E b\ { Oz h Hhich,
Bnlilvihhot, WThice X, SEDORREE
BBIX, in vitro DH IR RS R BIREC KB L
TeHBMHI X BRI ELEN o, THIT, SRS
ht- Gram BHRED MIC 47ic ¥ \» T, CFX 2
CEZ I h b BEC > TV A bbhhbbd, £0 4
BEROERS R, CFX ®#58» CEZ 5l
_ERCER Tk, ¥k, SEEIEEFEAODHE
TR 5TEAREREOEN, BRSHRITEBRETRE
Dotz bt ¥ bELD L, (BHFRERIEEC T
AEAOEERD R, HEBERELAOERI I OHE
BrfbboboTW B LAHEIND,

4E4) M hic E. cloacae o3+ % CFX ®» MIC 4
i, CEZ i H~NMEETFEMTRE > TXW b DD,
KBAORED 200 pg/ml (BEEHKBE 10 cells/ml)
DECSHLCEY, Ei, £TOKM CEZ THLT
B-lactamase AR L=, CFX xl Ti
BEAEDENEE L RS Ih oo B-lactam RHUE
YR -BET 5 ERE LTI, f-lactamase it X 5
KMORE LSz, EFOBEEES, (FRASMLAD
ERBRER I XN EL Gh TV 0%, 4@ R/
bt FROEEN S, E.cloacae » CFX iwxf¥5 i
HeMrEiz, B-lactamase o X 5 INKD A EBER Tidis
W ERREEI NS, HE, UNE 5204, CFXHHE
DRHEMIECIE, HRMEEL FOERLBEFLTY2

TENRTFHEINEC LRWHELTL B,

Ts¥s, CFX,CEZ M¥RANTIZ LA EMFMERE L
Enterobacter DS MEEFIN 10 MWD 3 %, 8 Mic AL
LOBRMRIBEDOR TV B, MBS RCIZE
HERANIADKTHY, BKDREDHEMIZASAT
Wi\ LRedinT, THBEME, h RO
WM EC Enterobacter NMBEEICIMES I b DX
HBL00, FENRRKERVCEERDDE >Tken
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Efficacy and safety of cefoxitin in the treatment of chronic respiratory tract infections were com-
pared with the respective findings of cefazolin by a well controlled comparative study. Cefoxitin (t.
i.d.) and cefazolin (b.i.d.) were given at a dose of 2g intravenously (either by one shot or drip in-
fusion) for 14 days.

1. Patients subject to analysis : Of the 95 patients (cefoxitin group 47, cefazolin group 48) recr-
uited in this trial, 89 patients (cefoxitin group 44, cefazolin group 45) were adopted by the com-
mittee members as eligible for evaluation of clinical and bacteriological efficacy as well as utility.
Side effects of these drugs were evaluated in all of the above 95 patients. It was ascertained statisiti-
cally that the backgrounds of patients in the cefoxitin group and the cefazolin group were almost
homogeneous.

2. Clinical efficacy : The number of patients observed with excellent efficacy in the cefoxitin group
was larger than that in the cefazolin gorup, and the cefoxitin group was significantly superior to the
cefazolin group in the overall efficacy (P<0.05); of the 44 patients treated with cefoxitin, ‘excel-
lent’ in 16, ‘good’ in 20 ‘fair’ in 7 and ‘poor’ in 1 (efficacy rate 82%), and of the 45 patients treated
with cefazolin, ‘excellent’ in 9, ‘good’ in 20, ‘fair’ in 11 and ‘poor’ in 5 (efficacy rate 64%). Especially,
the cefoxitin group was superior to the cefazolin group in the efficacy for the patients with pul-
monary infections, those with more than 2 underlying diseases, those with infections due to Gram
negative rods, and others.

3. Degree of symptomatic improvement : The cefoxitin group was significantly superior to the
cefazolin group in the degree of improvement in the property of sputum (on the 7th day of the
treatment), the colour of sputum (on the 3rd day of the treatment), and the chest pain (on the
7th day of the treatment) (P<O0.05).

4. Bacteriological efficacy : The inhibition rate in the cefoxitin group was higher than that in the
cefazolin group, but no significant difference was found between the cefoxitin group and the cefazolin
group in their efficacy; of the 44 patients treated with cefoxitin, ‘eliminated’ in 24 ‘suppressed’ in 14,
‘unchanged’ in 5 and ‘replaced’ in 1 (inhibition rate 86%), and of the 45 patients treated with cefa-
zolin, ‘eliminated’ in 21, ‘suppressed’ in 11, ‘unchanged’ in 11 and ‘replaced’ in 2 (inhibition rate 71
%. _

5. Side effects : Side effects including abnormal laboratory findings due to the medication were
observed in 9 patients (19%) of the 47 treated with cefoxitin and in 7 patients (15%) of the 48 trea-
ted with cefazolin, and there was no significant difference between the cefoxitin group and the cefa-

zolin group in these incidences.
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6. Utility : The utility rate in the cefoxitin group was higher than that in the cefazolin group,
but no significant difference was found between the cefoxitin group and the cefazolin group in their
utility ; of the 44 patients treated with cefoxitin, *markedly useful’ in 15, ‘moderately useful’ in 18,
‘slightly useful’ in 9 and ‘useless’ in 2 (utility rate 75%), and of the 45 patients treated with cefa-
zolin, ‘markedly useful’ in 10, 'moderately useful’ in 18, ‘slightly useful’ in 11, ‘useless’ in 3 and
‘markedly harmful’ in 2 (utility rate 64%).

The results stated in the above suggest that cefoxitin is a useful antibiotic for the treatment of
chronic respiratory tract infections.



