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IR SR EI 535 Cefmetazole (CS-1170) ) Cefazolin (LIF CEZ LBE3) OHREHRL
EEER BN T A LR EME LT, 2H 38 HERCHWT, BHFRERIGES 5\ IXFR
BEBCAH L S EERERYEEEC CS-1170 55\ & CEZ Thth 118 2g %8, 1H2[H,
14 BRI SEEL T\, BEGE, BIfER, FAOMEANMTOME_EEREACI IR
BLIBER, UTokREBi.

1. PRERPSECHKT B CS-1170 1 H 4g OHRAIFE, CEZ1 8 4g DBRHRI VT <H,
MERAFMCEREENTD bR %o

2. [ifig « M{LIBEE TR aHRBIME 3 HEOBE & 14 BHR O K B OXEES CEZ HEHID
CS-1170 LB S\ TH<h, Ehffigk « MCBIELS O MR R 3B REGE T3R5 3 B OB
KOk CEZ 58 % » CS-1170 EHTT<h, ThZhEEENBDLh %o

3. EfeRoHBHERE, WEARMTEEEZLRD LRI,

4. CS-1170 pARAMI: CEZ 0FAK X VT <h, REARRCERENADLN S,
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I. # KRWTHRI AL 77 71 v Y REBRTHHLWY

CS-1170, Sodium(6R,7S)-7-[2-(cyanomethylthio) EWEAT, 77 1BEBRECHLTHREO 7 yrag
acetamido]-7-methoxy-3[[ (1-methyl-1H-tetrazol-5- VY RAEHE LY SOLRBVCHEN YT T L E b,
y1) thio] methyl]-8-oxo0-5-thio-1-azabicyclo[4.2.0] B-lactamase TR L TREK R L, fLAIH#E E. coli,
oct-2-ene-2-carboxylate 13, =3tfkRX SR RHFIERT 1V ¥ — LGt Proteus J&, Serratia i XwstL -y

[l

Table 1~ Collaborating Clinics

The Second Department of Internal Medicine, Hokkaido University. Faculty of Medicine and Related Hospitals
Department of Internal Medicine, Sapporo National Hospital and Related Hospitals

The Third Department of Internal Medicine, Hirosaki University, Faculty of Medicine

The First Department of Internal Medicine, Tohoku University, School of Medicine

The Third Department of Internal Medicine, Tohoku University, School of Medicine and Related Hospitals
Department of Medicine, The Research Institute for Chest Diseases and Cancer. Tohoku University

The Second Department of Internal Medicine, Niigata University, School of Médicine and Related Hospitals
Department of Internal Medicine, Suibarago Hospital

Department of Internal Medicine, Shinrakuen Hospital

Department of Internal Medicine, Toyama Prefectural Central Hospital

Department of Internal Medicine, Kasumigaura National Hospital

Department of Internal Medicine, Tokyo Kyosai Hospital

The Second Department of Internal Medicine, The Jikei University, School of Medicine

Department of Internal Medicine, Institute of Medical Science, The University of Tokyo

Department of Internal Medicine, Kyorin University, School of Medicine

Department of Chest Clinic, National Medical Center Hospital

Department of Internal Medicine, Tokyo Metropolitan Geriatric Hospital

Department of Chest Clinic, Toranomon Hospital

The Third Department of Internal Medicine, Juntendo University, School of Medicine

Department of Chest Clinic, Tokyo Metropolitan Fuchu Hospital

Department of Internal Medicine, Kawasaki City Hospital

Department of Internal Medicine, Yokohama Seamen’s Insurance Hospvital

Department of Internal Medicine, Tokai Teishin Hospital

The First Department of Internal Medicine, Nagoya City University, School of Medicine

The First Department of Internal Medicine, Chest Disease Research Institute, Kyoto University and Related Hospilill
The First Department of Internal Medicine, Kansai Medical University

Department of Internal Medicine, Hoshigaoka Koseinenkin Hospital

The First Department of Internal Medicine, Osaka City University Medical School

Department of Internal Medicine, Senboku National Hospital

Department of Internal Medicine, Himeji National Hospital

Department of Internal Medicine, Kawasaki Medical College

Department of Internal Medicine, Kure National Hospital

Department of Internal Medicine, Hiroshima Red Cross Hospital

The Third Department of Internal Medicine, Tokushima University, School of Medicine

Research Institute for Diseases of the Chest, Faculty of Medicine, Kyushu University

The Second Department of Internal Medicine, Faculty of Medicine, Nagasaki University,and Related Hospitals
Department of Internal Medicine, Institute for Tropical Medicine, Nagasaki University

The First Department of Internal Medicine, Faculty of Medicine, Kumamoto University
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FENERTZEERE IR Tw 5D,

ARz e PEBES D VBHEOTHTHRE AT T 5
n, mAEEHPE 1~1.2 BET&ZET T LA DS
RTWBY,

AFCBEL T, B oWELfTiebh, 8 25 H
AREREFELTE BRI BRI 8 TREFEE 4T
tebhiton, TOBREBESERRE Y &L FRERKS
LT 82.4% DEVHABRETT I LHWERS L
129,

&E, FRERBECNTHERAOBE % R » CEZ
thETrEEb, MEFACBIFRAYERT  L%
By LT, Tablel iRl 38 HZcks\C, M
52410 A MR 53 £2 Bihlt o T, “EERE
CIhHBERBRYERLEDOT, TORBLYRET 5,
' II. HERKRBOTICHESE

1) MERNREE

[EXIEE, MKE, HREE [EXMEIRER
HEHRIIC T B RERYE o e\ o B 1SR 2R
PiE, LN, ThOLBWFRER B I, Ihe
¥, MEBREEL L OFRBEBICE G LI SHTFRE
RYPE (R %, Bhig, FHLRE &) T, BHEROE
HO(RAIELT1A 10ml pAE), &, KEvEEgEo
Blk, HAVITAMBME L END, B HNITKRILEN
BETHEEXLONDEMEKRGEE Lico RAIE LTA
BrBE L LHEIIEARRIE Lichy, E41% 16 FLLECR
Elto ¥, THDTEEOERER - GOHELXHET
540, EHEERTE VEIEROHEL2OH5 b
o, BEBIs LT CEZ 35\ % CS-1170 piLic 5
Ehid o, KHVUREBDORBD b DX R LR
Lto %, JBE KRB » Pseudomonas, Streptococcus
faecalis 3 5\~ Enterobacter ThHHZ L DF LML
ERD, WEAOHEANY b AhbELTHR L,
b7y ARY) VRIAEHBECHTHT VAL F —
BIVXOBREEYHT 585, C5-1170% X *CEZ
X EAREHA TR 1 DOTHEBEC S E 3
ENLBATH L E Lico ¥, BRBIUEAPD
RALBEELETAEALLTC7rE~<S FigdD
HREOH A% LE LT BIEMIN R GRS Lico

2) BE5EH

BEFH LU 1 ARFEIITREO 28 TH %o
e CS-1170 1R 4g
®WERER  CEZ 1\ 4g

CS-1170 ¢ CEZ ¥ th Fh#Bfl 1 7Are#HATS
LR D EER OBATEMERHERL, LT RE
R84 70, BER23471, 3304 7A%1
RIS E LT 1 AIIRDiE L, 408 EEFIFIKDOWT,

LoMUBTELavr—F—Xbh, MEHOEES
BT E, Fhicd &L SER~NOEBOREEZT
EREBIRCBEECHEETHZ L E LT,

7o, MEHOEMFTIAEFAFZ1MELT, 2
DEFIDFERAFABRNKEL DX bt X 31 L,
3) zavive—5—
H3EZEDav v —F— L LTHRRE FKEEH
B LER T S/EEHAR SEE=f# 1+, CS-1170
& CEZ i eett, mEROEHEDOIEMHEN, &IF
AEfHF, Key code D& bOEH, THRER X
BRR, FRALHEZESS OFERENLLOYIY & X
DRE, BEHED T — 2 TEER X OFEHAE O AT
7o & DRFEHIKIE Lo

4) FEHBEHIE

MEF & b ZhLh 2g & 250~300 ml DR % 70id
EMERCTHEMRL, 1H2E, 128HC L, 12iF2
FRp 1 C SRR L Tco

5 FERE5HE

AR OEARGIIFEA L LT 14 BMEL, BRIE
7 BB ERTRI L& Lo kis, REEFLE
BEHELTOEFCEET 58, BHOHEILY
R EHREL L L T2 BREEER LBk
S5z kbl ¥k, EEREIFAHBROBAIEDLT
BEYRETHEIEE L, EL, ThboB&EFED
BEL, BEFIEFCHEORERTRV, FIEOEH
BIUOHRAEEFAERCEBT AL E LT

6) PHRZEA
HERBREAR SR, oREEYE, BIFKEA
FeAF, 7R~ Vi EOFIREIHFH Lic v
E, FEAT v A VHEERA, HABERF, MEFE L IRA
ELTHERALEWC LB LAbE, L —RHET
T HAHRENDOREA LR WHBEKFOHAZE DB
Ll lLto %7, BIBEHEAT R A FIZOWTIE, B
TR L TAKRBE 10 AUER»HR5EIh Tk
D, RRBEAET 10 BU L b - CEIBKEAT » 4
FIREC LD EBEZDNBEROENE D b h
¥, MOBRBRETETREROAT v 4 FAREEL TS
IRAHBBEIFHLTIL 2027t bD & L,
B, BRA, KOBINEA, HERAERY LIV
REREAOHMEMEE L L, ¥k, @K ROAES)
EO—RREVLIE TS DO EBHRBCHNT A B % 8
T, TRTORBHABILTERETH L & L

7) R, FIROBE, #HREOENK

a) fElR, FTROBE

iR, ZM, Bk (& HR), $REE KM\
W7E, F7 7%, RELXOMOT v ¥F—ERID
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WL, FAIE LTERBELAVIHELEHET A
e Uiehy, eebq, #5543 A%, 58K,
7 H#, 4BHOBRE, AERXLTTLeVWERTAL
Ellco 7ok, BEZ27 BRIThIELcBE S ARERIR
D4 BERIERTHI L E L, OB, BiZiEER,
RN 5%, 4EI1X1 8 4@AFEL, BEHICOWTIL,
KROERY HF2BEDOLOE(H), ThizrThi
W DR (+), BN DOF(—) & Ui, BRI 1
BoRHEY ml TREL, LECIhEEK TRR
L, M), XgH (PM), BE(P)O XK 4 & L
1o FREHIEEFR ¥ THREDO O (H), £h
IYVBEDOLDOR(+), ¥ ok {FREHEDOLVHDOY
(=), ¥LBRIFCOVTE, *OBEICY b 3 B
Tt 88, ThHDfER, FIROBERIHI, B
EREE R U iR EBFREEIZ T 5 ER R BR 0%
EIOD L F e RA—DEEEC L Y T 5 700

b) FEIRBE DEH

My By, BnRkE oo, Ao Mme
RE, ~~tr 7Yy ME, KL (1E5RE), CRP, miE
GOT-GPT, 7A V7 3 A7 7 x—% (Alk. P-ase),
M REEE RER, REEIENE U CEHARSH
BICHRERAT B4 L 14 B (BERTE) hE
THZLE Lo ok, ARRmMAPIVTIF=v, 77—
AAT A MEERG, EHRSEA3 BHEO BT EE
¥, ARy, Kk, ZhbERAO BRI Y R (Pa0,,
PaCO,, pH) 7 b U B EBMAFTOKEZEFIZOWT
LAY T A L & Lico ¥, BABER
G, <4277 X=fild%, GFRIR X O HRERG 28
Mg 2 BRET B L &L, BEITOMmMBKEE% D T
HBRYERTHZ L L LI

c) BRERR

ILPRET, VAHRBAA7 BRL 14 RO 3ME, KKRIT
B ABhIFET, TELROE LS ELAEVICET
BLERBHL, BRMOOSEEYTXCERKTS L
LI, DI BLOBERELELORZ DI DWW T
%, CS-1170 s X ¢ CEZ wwxi3 % REZMRAREY E i3
BT bkl i, OB, HEERTIEREAFERR
BEHRCEM L, REHRELEE L,

8) HEEE, %%, BAMLLUREIFEAKE

a) MMy REOTR

HEABK T, 2EADOHLER, BEt, BEED
FTRTOGLV IR T 4 V2% 1 IFHCED, 05 bl
RIECID 7 4 M A DN T, BERL, BYARLRE
EFARREE L, 7HEOEMMSLBNERAS (HRE
B HTY, Ba—K, #ES PllE— ELEL
BB, BSIE#E, BRIRE, BeH—TF, NAREH HHEHS,

SR KRR IK1IERD 7 4 v A RHBL, B
KERLIHBERBOBEYNEE S A—-n &1
wxh, BREOLEN) LREOWRSD, EXY0, §
LEVITREY 10 LERAL, 27 1 VAOKEEARTS,
ChEEBEBAS LB AROINCEE LEEog
ﬁﬁ%ﬁ LTCO

b) BHEELLORBAEERDEEE

i) MNERAR X BHE
ZIEGIDORERE 1 IPTICED, FBERMLILER
I AHRHE, FRAKHEDERESE 2V bw—5-
YD B THIEIC T Lictk, EiE)ERLRT, 4
ERNCONT, BTONRE LTHRALS 35500k
HEB v, RREMCOWT, WBRERYELL
TEE, FEE BEOIHCHT, WHvEgons
B, iR, ¥77—¥, TREH SOERELLo%:
DERELHEDEIFZERL, TOMDIER, REFE
DB IEFBCAN, ELRBEDES, EWELE0E
EIEDEINERIBERC LT, BRGELEY, &
%, RRHER), BHO4BEBCHE L, ¥, ToOE
B TE LR EBREE Db e®, NERLDE
RoO—F% &L UTHRAHBRERER Lico ks, 20
EIEEHES LOHRHBC R TS, BEHED LY
RBROBEHIO L [/ —HBETEM Ui,

i) A X s¥E _
FERAAFTEST I BHELFTLT, MEDEARD
WTRT TR #$E Liciko a8 X 2 EEEHERD
BRI RHIEEY ST, By S RAR
CRP, %iR, W7 ED 4HE, LOORFT I —¥%
xS HEREL LTEEEYSEC X VHEL,
-5, WRVERRAYK, &R, CRP, AmKY, #
WED5HE, KbURTh b EnZic6EAD
BRCHES BER 2 —vEEE LT, ARICX HHEED
BHEETIE -0

iii) FHREC X BHE
BREAZHEY LEHRER L - T, BEEEROIR
BIRDEOHESR, ThZhEHO KL hEEL
oo

c) fE4DfER, TR, BRERFOREEDOHE
FERED, RERCTIR LB« 0EFADOLER
R, BERGECOWT, 4B (1 BhoREHRE M
TFR#E) 1% 39°C LIk, 38°C &, 37°C 4, 36°CAUT
D 4 Bk, KB 1 B 50ml L, 49~10ml, 10m!
ki, 0ml o 4 B¥ME, MR, P, PM, M 038
R SRR (), (1), (=)D 38k, ().
(=)D 2 BxFs, B s (3D, (+), (=)o 3&H#
F7 7 =€k (+), (=)D 2EHE, PaO, i1 80 mmHg
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Lk, 79.9~60 mmHg, 59.9~40 mmHg, 40 mmHg
D 4 BfE, PaCO, (X 49mmHg [l k & 49 mmHg
kgD 2 BrbE, BV RN ERSBRD 0~10D
11 BeFE, Eumﬁ%mi 20,000 LIk, 19,900~12, 000,
11,900~8, 000, 8,000/mm? KD 4 BB, 7 ¥k i 1
60mm Ll F, 59~40mm, 39~20 mm, 19mm LI Fo
4B, CRP 1 (44) Bk, B+)~(%), (—)D3B
B rh Fh BT, ThbOBRKREIOEIEEERG 3
B#%, 7THEBXIO 14 BERED X S REBZRTH
A Lo
d) iﬂ%’“—?—"ﬁﬁﬁ%%ﬁ

AT ORKEY BB LB EACOWT, BT
ESRABEOMEOFETL Y, MEXNWHROHEY
ﬁ7£ 7o

e) FRAEOYHE

EEBRENME 2 DFEMACOWT, EBRDHELEIFRY
BREL, B5EL-EANORFRALY(1)BAKLY, (2)
PRERALY, (3)EAMRLL, D3 BB Lico

f) Elff AEEDHE

LN RRSR BT, BEEEHE, BRYEHEE
1785 LRI, AERCBEREYEC LT, EHRG
HOEIER, BREBEBREHROBECOWTHHN L,

Table 2 Case distribution

No. of patients included in
statistical analysis

— Effectiveness —
CS-1170 119
CEZ 111
Total 230
No. of exclusion
L| Cs-1170 5
Patients judged CEZ 3
— bydoctorsin  —— Total 8
charge
No. of patients followed
for side effects
CS-1170 124
CEZ 114
Total 238
Pneumonia & lung abscess
Total number of patients CS-1170 44
Cs-1170 124 | No. of pa;ients inclgdcd CEZ 41
CEZ 114 in stansucal.analysxs Total 85
e — Effectiveness —
Total 238
CS-1170 90
CEZ 86 Others
Total 176 CS-1170 46
| CEZ 45
; Total 91
No. of exclusion and
dropout
CS-1170 34
Patients judged CEZ 28
L by committee — Towl 62
members

No. of patients followed
for side effects

CS-1170 120
CEZ 111

Total 231
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9) Key code DBi%f
LENERER I D RTVREOTY, HEEHE,
BRHEL DLV EIFRHELER Lk, &SHRER
DREEZENEEY, aviv—F-DFFEOL LK, /I
FEERI VBB L IhICEAL T0EH, HEEEH
E, DREHE, BFRBEREOHELLTC 2V IR —7
— X DBAIRIERNE LTOBHEY TA LKL, =

vir—5—2Xx b Key code 2fFE o

100 F—xDRTNE

WRBMEEIDEDONIEBEEORERLIBER
KIVNEREER X BHERSKC S L5WT, CS-1170
#5, CEZ#5D 2 ¥k 5 BEOHRATF, &HE
B, SEE, BRDHESIVBIERREOER 2V b
r—5 X ERIhico, Thb O k8 X NANN-
WHITNEY © URE, X*-#5%E, FISHER DOEEER:G
HBE, HAVIIt-BECI VRE LI, BERXS5%DH
BRETE Il Ik, —HOERRFLHEED
", ROUREABC I VHELCEEES XA
X BHRERHRHEIC OV TORERR S 2 BRI O LB
2V Rr—F—RIDRBEIhL»I-7DT, FIECHE
ﬁ%%‘%ﬁfﬁ Lo

II1I. & ]

AHERBIC ST, CS-1170 15\ ik CEZ oL
Xhi-LfEfEE, Table 2 WiRL7- &3 bh 238 f1 (CS
-1170 5 124 ¢, CEZH 5114 f) TH 5,

INERLTREWTE, Thb 238 FD 5 HRERIER
ZHONTRPDEE LI EHBT S hic 25 B, Bk
BUACRRDAHNFELEVLLHM IR 9F, &
BBE LD DH A KRB L EHM S hic 16, b
TEEOEREELY D - 26 (iidH5sWILORE
T, ARBERBEERPTEL), ALEBERREEINC
BEIhHOMEREERICX D, TTRERNERL
D0h5 LM Il 4 B, AHLERBREAAA CEZ H
BEINEHTH 110, ERE Pseudomonas T
$o1-5%, S.faecalis Thot-1%, Enterobacter
Thot- 48, THRTm b+ 2 — L CHAZLPEDT
o DHEMEA LA Lic 8 6, 1AEEBAKOEABTRY
D26, 5t 62 FIEEA L 176 H (CS-1170 #5 90
%), CEZ #5 86 i) wwo\TC, FER%HB LD HE
EOLE ¥ 1TIt - 1co BITFADOKREICHIc » Tk
HA L OOtAA OOV EIER U OBHRIC X D 72 B
BIRGCTRELXFIELI S FALOLTC &b TEE K
BRBEROERDOIDEFDRFAOFELHIE LK
WEHEm IR 20, T HAIRBEGAE Lich, BIfEA
DD RIERE UIERARURBIERARN X 52
%, ¥, TR a-ARBEELRRARGCE Y BHE

HED BB LIEES S B0 % Ao 231§ (CS-1170 g5
120 8, CEZ #5111 fl) o\ TEIFRAORA YL
Lf&o

FHRER X 5 BHRHAE I OO HAEHE ORI
LG, 2vie—7—-0FRKL D, PIEEERD]
B, TRELMEKIET & HE L, HER2HE Lz
&, wiEs5 o CEZ %o 1 Fis b O A s Bk
LAMONENEOHA Shi-3H, 5 8HA%R
7= 230 ] (CS-1170 #5119 4, CEZ ®&51114) %
HHEEL, BEWFAORFCELTRSEARL H R L L
o

LA b o> B 5 Bl D T SERUBE RS C 0 o3 Table 3 ik
LickBhThsb,

LUF, MEELERBES, THREHEEALTIh LR
DWW TORRER LR T 50

Table 3 Reasons for exclusion and drop out from the study

Excluded or dropped out by committee members

Reason Drug| cs.1170 | CcEz

Without infection 12 13

Without infection other than

Pulmonary tuberculosis 5 4

Tuberculous pleurisy

Serious condition 2 0

Some improvement of symptoms

prior to administration of CS-1170 2 2

or CEZ

Ineffective case treated with CEZ

previously ! 0

Infection caused by Preudomonas 3 2

Infection caused by S. faecalis 0 1

Infection caused by Enterobacter 2 2

Other drugs combined 5 3

Evaluation impossible due to

obscure course 2 0
Total 34 28

Statistical test N.S.

Excluded by controllers

Reason Drug | cs.1170 %

PIE syndrome 0 1

Pulmonary tuberculosis 2 1

Ineffective case treated with CEZ 1 0

previously

Other antibiotics combined 2 1
Total 5 3

Statistical test N.S.
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Table 4 Backgrounds of patients
(Total cases adopted by committee members)
Sex and age groups

Drug |sex A8 =19 | 20~29 | 30~39 | 40~49 | 50~59 | 60~69 | 70~79 | 80=< | Total
Male 0 3 3 3 7 18 14 3 51
CS-1170 Female 0 1 1 3 5 16 12 1 39
Total 0 4 4 6 12 34 26 4 90
Male 1 1 5 4 8 18 14 6 57
CEZ Female 0 2 2 1 7 11 3 3 29
Total 1 3 7 5 15 29 17 9 86
Statistical test N.S.
Table 5 Backgrounds of patients
(Total cases adopted by committee members)
Body weight (kg)
Drug =29 30~39 | 40~49 | 50~59 | 60~69 | .70< |Unknown| Total
CS-1170 2 13 33 31 10 1 0 90
CEZ 3 11 27 27 13 3 2 86
Statistical test N.S.

Table 6 Backgrounds of patients
(Total cases adopted by committee members)

Diagnosis
Diagnosis Drug | cs-1170 | CEZ | Toral
Pneumonia 38 34 72
Lung abscess 6 7 13
Sub total 44 41 85
Acute bronchitis 3 1 4
Chronic bronchitis 3 p) 8
Acute exacerbation of chronic bronchitis 12 6 18
Panbronchiolitis 0 3 3
Bronchial asthma with infection 1 2 3
Emphysema with infection 1 2 3
Lung fibrosis with infection 1 2 3
Pneumoconiosis with infection 1 0 1
Chronic obstructive lung disease with infection 0 1 1
Infected bronchiectasis 12 14 26
Infected pulmonary cyst 1 1 2
Pulmonary tuberculosis with secondary infection 4 10
Infected lung cancer 7 2 9
Sub total 46 45 91
Grand total 90 86 176

Statistical test N.S.
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A EESHRO B

1) MRESBBEAC OV TORMK

a) HRBHEOFRETFRMATHHH

i) BEOWG, FE4IHER

NEBEOHS, FELFIERIL Table 4R Lict s
DT, MEABLILTIVEFHN S L, 70 FLUED

BAEN 30% bR E®R, HE, E4FER0L
THEFFHCEREZRRD bt 5T,

i) 6 E

St EEOHESTIL Table 5 TR LA L KD T, F
FARMCAREZERRD bhith ol

iil) 2ZHi4
Table 7 Backgrounds of patients
(Total cases adopted by committee members)
Underlying diseases
Any
Number of
Drug cases None Group A Group B Gé(:_zf: :B&

CS-1170 90 4 8 76 2
CEZ 86 5 7 68 6

Statistical test N.S.

Group A: Lung cancer, Malignant tumor, Collagen diseases, Congestive heart failure, Hemato-
logical disturbances, Central nervous disturbances, Nephrotic syndrome ezc.

Group B: Chronic respiratory tract diseases, Diabetes mellitus, Cardiovascular diseases, Renal
disturbance, Hepatic disturbance, Bronchial asthma, Bronchiectasis, Pulmonary

tuberculosis efc.

Table 8 Backgrounds of patients
(Total cases adopted by committee members)
Pretreatment with antibiotics and past history

interfering with present illness

Pretreatment with antibiotics Past history mt.crfcrmg with
present illness
D Number
T | of cases None Any Unknown None Any Unknown
CS-1170 90 65 23 2 61 29 0
CEZ 86 56 29 1 51 35 0
Statistical test N.S. N.S.
Table 9 Backgrounds of patients
(Total cases adopted by committee members)
Mycoplasmal antibody and cold hemagglutinin titer
Elevation of mycoplas.mal Elevation of cold
Drug antibody titer hemagglutinin titer Total
- + Unknown - + Unknown
CS-1170 62 0 28 63 15 12 920
CEZ 56 3 27 60 15 11 86
Statistical NS. NS.
test
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PRANFOECZR LI B, AHERBITIBHT
IR A REYME 72 & VIR B RIS A OF Ute S e IR SRR
RFERFIR L Licicdic, FE CS-1170 %, 5\ 1 CEZ
ORE I NI EGIEL Table 6 TR LIic kD, 2nieh
ST blc -kt ThOOEADFHCONTE,
KHEBCEBEZIRD e ot LT OMTICEE
LT, &FEFAZ—FBL TR b, —, Mk

cUIRIE & T DD RYFEL BRI L TEH T &
& LT

iv) MR - SOHE, MR, Eafk

EPRA - AOHE, SEDOHREINC BT B2k
#58 L OB L B 5 BEE O A i Table 7 3
X0t Table 81C/RT L3 D Th %o LBIRA - ABHEC
DT, L RHADTE, BBCRIETHE KX
WEELONDERESE, 02, PRGBS B
Ff% Group A L L, ZOMOEBES - & 6F 11

o, Bk 72 e onwT, =4 275 X<Hiffo LR
b4 277 X<k (LT MP %k Ergd) &2
SRicEERH Table 10 iwRzT & %0 34 (4.2%), *
to, ¥4 277 A=HEMOERIZD Shic\ A, 5%
BEERICEBE LR L, FEMBEEIG LD Rhh I EFH
10 B (13.9%) FHELIo HTF, & #H X\ T,
iR D 5> bIRBBERIELBEERTH, ~1 275X
<~ PO ERERILERAE, FEE PAP LRH
T3, 2hb MP filigit, CEZ B5HRIICELEL,
PAP 1% CS-1170 5B R SR FE LI, FE
DRI 5o
vi) WZRHER

Table 10 Backgrounds of patients
(Pneumonia adopted by committee members)
Classification of pneumonia

Group B & LT’CE/D]UI LTI EfTio- e A%, Thbw Classification
AT S CHEEERR ' .
T SFIRABMIC AR S bl o Drug Bacterial |Mycoplasmal| PAP | Total
tlb J i ,‘ ‘ ‘ pneumonia | pneumonia
[N PO | i N | - T
V) 24 277 IHlERES X CESRERIGE CS-1170 29 0 9 38
| :
MR o CEZ 30 3 1 34
X35 176 Bk Table 91T RT L 8D, ¥4 275 X< Statistical NS
UM LA G2 3 61, SERBESUTIBIE R 30 14 b
LI, MEARBCEEZIRD bR o
Table 11 Backgrounds of patients
(Total cases adopted by committee members)
Initial symptoms and signs
Parameter Body temperature (*C) Cough Volume of sputum (ml) Property of sputum
c c c <
Degree 4 2 g 2
<37|37~ |38~ |39=| £ - + + £ 0. [1~9|lo—49|s0=< | £ | . — M PM P £
Drug \No. of = i £ <
cases
Cs-1170 90 28 37 23 2 0 1 42 45 2 1 27 36 17 9 |-1 13 48 27 1
CEZ 86 25 38 17 6 0 4 33 41 8 3 19 36 24 4 3 7 47 28 1
Statistical test N.S. N.S. N.S. N.S.
Parameter Dyspnea Chest pain Riles Cyanosis Pa02 (mmHg) PaCO2 (mmHg)
: : : ; ; g
b H ,
No. of cgree — | + [++ _§ - |+ E -+ [+ + E» - | + E 80=< 79.9159.9 <40 _§ <49/49= _g
Drug < = c c ~60{~40 = c
cases = =] =) =} 2 =)
CS-1170 90 4612517 2 |63 | 24| 3 13 (4231 4 (76|12 2 2 1 19]13 0 [56] 29| 5|56
CEZ 86 42 (28116 0 |s58]25( 3 410131 5 {65[20] 1 024 7 0 [5S |27 4 |55
Statistical test N.S. N.S. N.S. N.S. N.S. N.S.
Parameter WBC ESR (mm/hr) CRP
c c e
Degree i g . g - * Z
No. of <8,000(8,000 ~ {12,000 ~|20,000=| § =19 [20~39[40~59| 60=< < - HH = i)
Drug < . c ~ <
cases =] =] =]
CSs-1170 90 21 38 26 4 1 8 17 15 41 9 41 39 5
CEZ 86 26 31 26 3 0 7 22 16 40 1 4 42 36 4
Statistical test N.S. N.S. N.S.
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Table 12 Backgrounds of patients
(Pneumonia and lung abscess adopted by ¢ bers)
Initial symptoms and signs
Parameter Body temperature (*C) Cough Volume of sputum (ml) Property of sputum _
= ; : 5
3 8 °
Degiee | _s7ls7~|ss~|s0s| & | = | + [++| £ | o [1~ofo~dgyso=| £ | — | M | PM} P | g
0. of = < 5 5
Drug cases. =) =} -
CS-1170 44 14 17 12 1 0 1 20 21 2 1 15 14 7 7 1 5 30 -7 1
CEZ 41 9 20 3 0 3 13 | 22 3 2 17 9 9 4 3 6 23 | 8 1
Statistical test N.S. N.S. N.S. N.S.
4 .
Parameter Dyspnea Chest pain Riles Cyanosis Pa0O:2 (mmHg) PaCO2 (mmHF—)l
[ [3 c c c [3
B B 2
D, g H g H 79.9(59.9 H H
No,of e fesf B -] | -]+ _§ + | £ o= Pl <10 £ |<oofios| £
Drug cases 5 S S =] =) =]
CS-1170 44 24| 11| 8 11271161 7 |18 15| 4|37 5 2 2 6 7 029113212
CEZ 41 18(13(10( 0|23 (17 1 4 [23(11) 3 (30|10} 1 0 9 3 0|29(10) 212
Statistical test N.S N.S. N.S. N.S. N.S. N.S.
Parameter WBC ESR (mm/hr) CRP
< < 3
Degree g é * _| £
No. of < 8,000{8,000 ~ |12,000~(20,000s| S <19 |20~39|40~59| 60= = - ~t +HHS _g
Drug cases S5 =) =)
CS-1170 44 10 15 15 3 1 2 9 8 20 5 2 13 25 4
CEZ 41 14 14 10 3 0 3 7 8 22 1 3 17 19 2
Statistical test N.S. N.S. N.S.
Table 13 Backgrounds of patients
(Discascs other than pneumonia and lung abscess adopted by committee members)
Initial symptoms and signs
Parameter Body temperature (*C) Cough Volume of sputum (ml) Property of sputum
S c < A
Degree g 13 10 H 13
< |37~ |38~ |39s < - + + + < 0 |1~ 50s < - M PM P ]
Drug \No. = £ 9 <40 £ £
cases =] =] =] =)
CS-1170 46 14 20 11 1 0 0 22 24 0 0 12 22 10 2 o 8 18 20 0
CEZ 45 16 18 8 3 0 1 20 19 5 1 2 27 15 0 0 1 24 20 0
Statistical test N.S. N.S. P<0.05(MCS-1170< CEZ N.S.
Parameter Dyspnea Chest pain Riles Cyanosis PaO2 (mmHg) PaCO2 (mmHg)
: : g g : :
Degree g
prug N0l S e B2 e e 8 | ] £ (s (DTt <0 £ |<opos| 5
CS-1170 46 211419 1 36| 8 2 6| 24)16( 0 |39]| 7 0 0 131 6 o |27(16|3 (2
CEZ 45 24115 6 0|35 8 2 S |18120f 2 |35[10( 0 0 [15] 4 02|17 2]|%
Statistical test N.S. N.S. N.S. N.S. N.S. N.S.
Parameter WBC ESR (mm/hr) CRP
c < 3
Degree z g + H
No. of < 8,000/8,000 ~ {12,000 ~20,000< "S <19 |20~39|40~59| 6os £ - veess| E
Drug cases 5 5 ~ b4 5
CS-1170 46 11 23 11 1 0 6 8 7 21 4 3 28 14 1
€CEZ 45 12 17 16 0 0 4 15 8 18 0 1 25 17 2
S
Statistical test N.S. N.S. N.S.

(1): U-test
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Table 14 Backgrounds of patients
(Pneumonia adopted by committee members)
Initial chest X-ray findings

Jeore 10| 9 8 7 6 5 4 3 2 1 |Unknown| Total Statistical
Drug test
CS-1170| 0 0 2 2 1 5 8 11 8 1 0 38
N.S.
CEZ 0 1 3 2 7 2 6 315 3 2 34

Table 15 Backgrounds of patients
(Total cases adopted by committee members)
Severity of illness

Drug Severe Moderate Mild Total
CS-1170 5 31 54 90
CEZ 8 37 41 86
Statistical NS.
test

KRB EaoGR, W, BWRE, WRER FRE
# Korg, Mo, =7 72—+, PaO, PaCO,, H
MERE, HRikER IO CRP X Tablelliz /53 &kH
T, WThOHEBER\WTH, MEAFECEEZIR
Bohithotc, MRBEY, Mk« LR L oM
DRYFE BRI L THIBIHER X MEAR M THB L
B # 13, Table 12, Table 13 \Z/x3 X 51c, B - bt
{LRBAE LAST 0 REHMEIZ 35\~ T 1K R EAH CS-1170 £ 5 5%
CATREFARLRESFEBEDRD b h it LS, fi
DRBROWTIWTh L MEFAFBCEEEIZD L
hT&ﬁ‘oTCo

fik 72 Ak 2l VRATR (NERST KT A
}E) W oWTHhBE, Table 14 w73+ X 5 &, CEZ
BEFCT SUEDEANRLRLLRIFE L Th, WEH

R AEEIRD bR 510

MBRHERZXE L LT, NERASCKVCTHELE
fEFELL, Table 15 12/r¢+ &k h CEZ 5 EEMM
RREL, Wol¥ ), CS-1170 LI BIEFAN L%
SHFE LI MR EERLED bhith i,
¥ro, MRAEMT, Bk < FLIRIES X O Z D DR
BE LB L CRIEE X HEABM TR & L 72 25,
Table 16 /=" T X 512, WTFhoBiZk\T3HCS-1170
BEFRCBEANPRE L, MG, Mk - MLIBLE
DET CEZ 5 EEFNIRRE S FE L, W
ThAIMEFHEICEEZIRD bR, o7,

WsiF 5, HRERMCOWTERIC L b HE L-BE
Ex%ATh, Figl, Fig2 wrTX 5K, 5HBKD
WT i 57 i (CS-1170 30 4, CEZ 27 7]), 4'EH
T Atz 57 f (CS-1170 30 ), CEZ 27 fi) D&
Bk, WThd CEZ BEHORS KB\ ERZRTES
RRREKED bR H, WTh I EEXFEMCEEE
12008 (B3 NI

vii) R L ERRRZNE

HEBENOHEES WL B (%, Table 17 iR+
L3 b T, S. aureus, S. pneumoniae 3 %\t H.in-
Sfluenzae HERE L% X DRIEERH CS-1170 53¢
1<, E.coli MEREELE 2 bRIER CEZ 5
BREGCHFELLY, BREOZHCT OV ULHEKFR

Table 16 Backgrounds of patients
(Total cases adopted by committee members)
Severity of illness classified by diagnosis

Diagnosis Drug Severe | Moderate Mild Total sm:::ical.
. CS-1170 1 17 20 38
Pneumonia CEZ 4 14 16 34 N.S.
Pneumonia & CS-1170 2 22 20 44 NS.
Lung abscess CEZ 6 18 17 41
Diseases other than CS-1170 3 9 34 46 A
Pneumonia & N.S.
Lung abscess CEZ 2 19 24 45
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Fig.1 Severity by numerical judgement in pneumonia

9 items : X-ray, Body temperature,
Rales, Cyanosis, CRP.

Severe

— 7.34

By ge o

Moderate

00 O :... ..?

Mild

CS-1170

CEZ

CS-1170

CEZ

Number of cases

30

27

Means

6.583

6.906

S.D.

0.669

1.034

S.E.

0.122

0.199

Statistical test

NS.
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Fig.2 Severity by numerical judgement in pneumonia

4 items : X-ray, Body temperature,
Rales, CRP.

o
Severe

o® Moderate

—— 6.80 CH 2 .

: ...
o§ o

e Mild

te ceurs

CS-

1170 CEZ

CS-1170 CEZ

Number of cases

30 27

Means

5911 6.280

S.D.

0.658 1.044

S.E.

0.120 0.201

Statistical test N.S.
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Table 17 Backgrounds of patients
(Total cases adopted by committee members)

i B EZRBDLIRILA 50

RREICOWT, 3T CS-1170 ¢ CEZ R 3R
FHREOEI A FOHE LA b HLT, TBy

Causative bacteria
. RAE L RE Sh BT OV TRZEREOR B Iy
Bacteria CS-1170 | CEZ FERIE 16 BT & &% ko ThHDEMATONT, §
Staphylococeus aureus 8 1 Sofichh i RA 3 5 EEZ i Table 18 iRy
Streprococcus pneumoniae 9 4 LB hoLohrRL, FEANEBCEERIRIDOIL
Escherichia coli 0 4 Motio
Klebsiella 6 8
I;aemop 25:; mﬂue;;tzaeif d f : Table 19 Backgrounds of patients
acmop » noti cm. N (Total cases adopted by committee members)
Strep fococcus preumoniae & 0 1 Duration of treatment
Escherichia coli _
Staphylococcus aureus & Klebsiella 0 1 Dura’ _
Unknown 58 61 Drug~tion| Total | =3 days |[4~7 days |8 ~ 13 days| 14 days
CS-1170 | 90 0 7 10 73
0 86
Total 9 CEZ 86 0 3 12 71
Statistical test N.S. Statistical test N.S.
Table 18 Backgrounds of patients
(Total cases adopted by committee members)
Sensitivity distribution of causative bacteria
MIC Causative
=<0.1 |0.2{0.39[0.78(1.56]|3.13|6.25 12.5 MlC. bacteria Total
(ng/ml) | undetermined
Drug unknown
CS-1170 0 0 1 1 1 2 1 0 26 58 90
CEZ 1 00| 2 310 1 3 15 61 86
Statistical NS.
test
Table 20 Backgrounds of patients
(Total cases adopted by committee membets)
Causes of discontinuation
Drug CS-1170 CEZ
Number of cases 90 86
Cured 6 1
Good effect (Peroral chemotherapy, subsequently) 3 6
'§ Poor effect 2 4
. | Insufficient effect 1 2
§ Side effect 4 1
& | Infection caused by Peesdomonas 1 0
Serious condition ) 0 1
Sub total 17 15
Continued for 14 days 73 71

Statistical test N.S.
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Table 21 Backgrounds of patients
(Total cases adopted by committee members)
Combined drugs
Antituberculous . . Antiinflam- Non-steroidal
No. drugs Corticosteroids matzm cn:Hr]ncs antiinflam- Antipyretics Others
Drug | of fy enzy matory drugs
cases
None | Any | None | Any | None Any | None | Any | None | Any | None Any
CS-1170[ 90 90 0 89 1 79 11 87 3 89 51 39
CEZ 86 82 4 85 1 76 10 83 3 84 2 52 34
1.
Statistical test | &I b < CEZ N.S. N.S. N.S. N.S. N.S.

(1): U-test
(2): xPtest

Table 22 Clinical effectiveness judged by committee members

Tortal cases

Drug Excellent Good Fair Poor Total Statistical test
CS-1170 5(5.6) |65(72.2)|13 (14.4) | 7(7.8) 90 p<0.051). @

CEZ 3(3.5) [51(59.3)|1922.1)[13(15.1)| 86 CS-1170>CEZ

Pneumonia

Drug Excellent Good Fair Poor Total Statistical test
CS-1170 4(10.5) [29(76.3)| 3(7.9) | 2(5.3) 38 NS

CEZ 3(8.8) |24(70.6)| 4(11.8) | 3(8.8) 34 e

Pneumonia excluding mycoplasmal pneumonia and PAP

Drug Excellent Good Fair Poor Total Statistical test
CS-1170 3(10.3) |24(82.8)| 1(3.4) | 1(3.4) 29 NS

CEZ 3(10.0) [20(66.7) | 4(13.3) | 3(10.0) 30 -

Pneumonia & lung abscess

Drug Excellent Good Fair Poor Total Statistical test
CS-1170 5(11.4) [32(72.7)| 511.4) | 2( 4.5) 44 NS

CEZ 3(7.3) |27(65.8)]5(12.2) | 6(14.6) 41 o

Discases other than pneumonia & lung abscess

Drug Excellent Good Fair Poor Total Statistical test
CS-1170 0 33(71.7) | 8(17.4)| 5(10.9) 46 NS

CEZ 0 24 (53.3) | 14 31.1) | 7 (15.6) 45 o

Numbers in the parenthesis indicate percentage.
(1): U-test

(2): x-test
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b) BIERKEHAR

HELED 14 BEBEOMGENTIebh I EEFIT,
Table 19 D L3 176 Ak 144 A Y, 7 BLURCHE
FEehk XN fERAR 10 #, 8~13 B THEIENFHEIHh
THEBIH 22 BIFEFES A EEARMCAEZLED L
}Lfiﬁ"afto

BEN 4 BEET Shithstethb 32 flicounT
#3kch L F % Table 20 1R Lo

c) BFRZEHA

VB, BIBEBEAT A Y, EAT oA PN
#l, HABERA, MEFY, Te b - L THARE

1= Ud B\ A S5 4 L A28 41 BF F Bk Table
21 WRLicX 5, HEEHOGAGN CEZ b
D ARBEEL, BEAHBCEEZORED bhky
5, fLOFEHF O BRI OV TR FRAR A Bty
B oYY (W A9 LIPSl

d) HRIRZHFE

i) NERASHE

INEBE&TOMRHEHKEI, Table 22, Fig.3 5
Lick$h, 2R 176 Bl o\ Tik, CS-1170 59
BIREZ 5 0 (5.6%), HX65 B (72.2%), *XEY
13 B (14.4%), ®BH 76 (7.8%) ThY, CEZ #5

Fig. 3 Clinical effectiveness judged by committee members

50 1009,

! Statistical

test

OX)
P<0.05

N.S.

0
T T T

CS-1170

Total cases
CEZ

CS-1170

Pneumonia
CEZ

Pneumonia  CS-1170
excluding
mycoplasmal CEZ
pneumonia e
& PAP

CS-1170
Pneumonia &
lung abscess CE7Z
Diseases
other than CS-1170
pneumonia &
lung abscess CEZ

@ U-test
@ X*test
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86 FIhEZ 3 B (3.5%), A#SLH (59.3%), *hK
w194 (22.1%), ®E#H 136 (15.1%) DOHELTER,
%, LERHBVITED L KT S hIEAK D 5
THTh, ZRHEEPDEHRIEHRTAHTE, WIEA
B ERELBD LRI,

g8 72 BIE DWW TH B &, CS-1170 £ 38 %)
40 (10.5%), &% 29 # (76.3%), < HB3H
(7.9%), ®Exh26 (5.3%), CEZ#Y 34 GihE4%)3
(8-8%), HXh24 Bl (70.6%), °HZ 44 (11.8%),
&30 (8.8%) Thh, MP ffiz s PAP HE\ el
%59 BiCix, CS-1170 #5- 29 filhz%%h 3 41 (10-3%),
Hah24 Bl (82.8%), A% 16 (3.4%), #%h1 4l

(3-4%), CEZ{x5 30 fiish%%h3 B (10%), A% 20 B
(66.7%), =ER 46 (13.3%), HE%H3 6 (10%)
DEBETH %o W oIF 5, FhskELIMLIBES 6f @ 185
BleoWTHh B &, CS-1170 5440152 %h 5 61 (11.4
%), B3RO (72.7%), LXEL56 (11.4%), &
#H2f 4.5%), CEZ 5 11 fHhE#3 6 (7.3%),
BLY 27 Gl (65.8%), °°HEH5 G (12.2%), &£%6
B (14.6%) OEETHY, b, HidkLHLBEY
B\ e fh o 91 Bl oW THb &, CS-1170 #4546 Fi
EEHO0, B3BH (71.7%), ©LEH8H (17.4%),
@55 4] (10.9%), CEZ#5 45 GIhER) 0, H%h24 4l
(53.3%), X HFH14H (81.1%), &E%H7H (15.6

Table 23 Clinical effectiveness classified by severity

Total cases

(Judged by committee members)

Severity | Drug | Excellent| Good Fair Poor Total Statistical test
Severe CS-1170 | 0 3(60.0) | 1(20.0)| 1(20.0) 5 NS.
CEZ 2(25.0) | 3(37.5)| O 3(37.5) 8
- 7 a
Moderate CS-1170 | 5(16.1) | 21 (67.7)| 4(12.9)| 1( 3.2) 31 p<0.05(M
CEZ | 1(2.7) |24(64.9)|10(27.0)| 2( 5.4) 37 CS-1170>CEZ
Mild | €s-1170 [ 0 41(75.9)| 8(14.8)| 5(9.3) 54 NS
CEZ |0 24 (58.5) | 9(22.0) | 8(19.5) 41
Pneumonia and lung abscess
Severity | Drug | Excellent| Good Fair Poor Total Statistical test
Severe CS-1170 | O 1(50.0)| 1(50.0) | O 2 NS,
CEZ | 2(33.3)| 1(16.7)]| 0 3 (50.0) 6
Moderate CS-1170 | 5(22.7) | 13(59.1) | 3(13.6) | 1( 4.5) 22 NS.
CEZ | 1(5.6) |14(77.8)| 2(11.1) | 1( 5.6) 18
Milg | CS-1170 |0 18(90.0) | 1( 5.0) | 1( 5.0 20 NS,
CEZ | o 12(70.6) | 3(17.6) | 2(11.8) 17
Diseases other than pneumonia and lung abscess
Severity | Drug | Excellent| Good Fair Poor Total Statistical test
Severe CS-1170 0 2(66.7)| 0 1(33.3) 3 NS,
CEZ 0 2(100) | 0 0 2
Moderate CS-1170 0 8(88.9)| 1(11.1) | O 9 NS,
CEZ 0 10 (52.6) | 8(42.1) | 1( 5.3) 19
Mild | CS-1170 0 23 (67.6) | 7 (20.6) | 4(11.8) 34 NS
CEZ 0 12 (50.0) | 6(25.0) | 6(25.0) 24 o

(1): U-test

Numbers in the parenthesis indicate percentage.
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%) DEEER LI, chbEEBINCEALISBE
X, PRERESCIAHRHETKERL, VTR TEA
ﬁﬁiﬁ"c’ﬁﬁ%ﬁ;gﬁb bhieho oo

DOER, NEBEXYEEEC DB L THELOR
Ba U813 Table 23 wiRi3T L0 T, 25EH
oW TH B L, thEfET CS-1170 #5843 31 fih%E
256 (16.1%), A% 21 B (67.7%), °XHL 46
(12.9%), &% 161 (3.2%), CEZ #5337 GIhELD
14 (2.7%), %% 24 Bl (64.9%), < H % 10 Fi
(27.0%), #E%20 (5.4%) LHRHUEBOHMCHEE
ERAB ORI, BEERIOBEDCBC I W TLAE
FIBRC B EZ D bhich o Toe Mz & LIEEE,
fitige « BHLIREELISL O RYIED 2 D7), EEEIIC
FAEFOHRY B LIERTIE, FEECHWT, b
%%« FCIBEE ClXERFIS, T OO EYIE TIIERH
2 CS-1170 HEFIm 2R & KA D LR, WwThi

MEFAFECEEZIED bR - T

¥, EMERE - AOHEOBRTREIIL 19540l
HREOHEY, SIEGCOWT, ik & tEEC .
T, BV, ffi%k - FLRELS O RIFEC O\t
NFENER L 7o »5, Table 24, Table 25, Table 26
AT X5 EFEAD Group B DEBERS « AHHERY
St T, CS-1170 B 5K % HA, CEZ §
EHo0hBY, EHONPRERFEL, FHEUT
ERARDOFAMATHTE, ERHEAYEIHRIEHETL
Th, MEABBCEEENRDLRIH, ORI
BT, WThAAEEERRRDLhiah o1,

o, HRBEOERRBTF D 5 bEEAFMCHE
EZDORDONICHRERFAHOBEETEBILT, By
BR B Uk B3, Table 27 wiTXok, High
FISEGtR O Eic g\~ T, CS-1170 B 5881 & % fl 4%,
CEZB 5 EDBNCRLERFEL, BEENTDD

Table 24 Clinical effectiveness classified by underlying diseases
(Total cases judged by committee members)

No underlying diseases

Drug Excellent Good Fair Poor Total Statistical test
CS-1170 1(25.0) | 3(75.0) 0 0 4 NS

CEZ 0 5 (100) 0 0 5

Underlying diseases: Group A

Drug Excellent Good Fair Poor Total Statistical test
CS-1170 0 4(50.0) | 4(50.0) | 0 8 N.S

CEZ 0 3 (42.9) | 1(14.3) | 3 (42.9) 7 o

Underlying diseases: Group B

Drug Excellent Good Fair Poor Total Statistical test
CS-1170 4(5.3) [56(73.7)| 9(11.8)| 7(9.2) 76 p<0.05(). @

CEZ 3 (4.4) 39 (57.4) [ 17 (25.0) | 9(13.2) 68 CS-1170>CEZ

Underlying diseases: Group A + Group B

Drug Excellent Good Fair Poor Total Statistical test
Cs-1170 0 2(100) | 0 0 2 NS

CEZ 0 4(66.7) | 1(16.7) | 1(16.7) 6 o

Numbers in the parenthesis indicate percentage.
(1): U-test

(2): xP-test
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WBRBABT DORAE LB S LB IEMIILRD X
IHBHDBBICE EF otedd, Whis S BAEK X
VBALLEE, bVEELAEORIHTEIL 5
& DOTEEHDORHR OB A 1770 » 7cf R, Table 28,
Table 29 WiRL7cX 5 I&, WTFh dMESMECEE
ZIED b -7

i) BBCHZE

REACOWT, KMy HRTR S, 4E, CRP,
BmERE, FULEDSHEF IO Th LIl Enx i
6 HEDEAREHEROBERZ —v R L THEH LK
RS RSB OBIEFIBEM O LB, Fig. 4 3 X Ut Fig.
5 wRLickEY T, S5HEBHE, 6HAHEL LI,
BEDRSEIABCTML, SBOFHE, SEOH
HOVThER T HEFFRCAEEEIRD LR
M ollo
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Table 25 Clinical effectiveness classified by underlying diseases
(Pneumonia and lung abscess diagnosed by committee members)

No underlying diseases

Drug Excellent Good Fair Poor Total Statistical test
CS-1170 1(25.0) | 3(75.0) 0 0 4 NS

CEZ 0 4 (100) 0 0 4 -

Underlying diseases: Group A

Drug Excellent Good Fair Poor Total Statistical test
CS-1170 0 1(100) | 0 0 1 N.S

CEZ 0 1(33.3) | 1(33.3) | 1(33.3) 3 -

Underlying diseases: Group B

Drug Excellent Good Fair Poor Total Statistical test
CS-1170 4(10.5) |27(71.1)| 5(13.2) | 2( 5.3) 38 NS

CEZ 3(10.0) |19(63.3)| 4(13.3) | 4(13.3) 30 -

Underlying diseases: Group A + Group B

Drug Excellent Good Fair Poor Total Statistical test
CS-1170 0 1(100) 0 0 1 NS

CEZ 0 3 (100) 0 0 3 -

Numbers in the parenthesis indicate percentage.



602 CHEMOTHERAPY JULY 1979

Table 26 Clinical effectiveness classified by underlying diseases
(Diseases other than pneumonia and lung abscess diagnosed by committee members)

No underlying diseases

Drug Excellent Good Fair Poor Total Statistical test
CS-1170 0 0 0 0 0
CEZ 0 1 (100) 0 0 1

Underlying diseases: Group A

Drug Excellent Good Fair Poor Total Statistical test
CS-1170 0 3(42.9) |4(57.1) | O 7 NS
CEZ 0 2(50.0) | 0 2 (50.0) 4 o

Underlying diseases: Group B

Drug Excellent Good Fair Poor Total Statistical test
CS-1170 0 29(76.3) | 4(10.5)| 5(13.2) 38 NS
CEZ 0 20(52.6) | 13 (34.2) | 5 (13.2) 38 -

Underlying diseases: Group A + Group B

Drug Excellent Good Fair Poor Total Statistical test
CS-1170 0 1(100) | 0 0 1 NS
CEZ 0 1(33.3) | 1(33.3) [ 1(33.3) 3 —

Numbers in the parenthesis indicate percentage.

Table 27 Clinical effectiveness classified by the combined drugs, ie. antituberculous
drug which is statistically significant in backgrounds of patients

Not combined
Drug Excellent Good Fair Poor Total
CS-1170 5(5.6) 65(72.2) | 13 (14.9) 7(7.8) 90
CEZ 3(3.7) 50 (61.0) 16 (19.5) 13 (15.9) 82
Statistical test p<0.05(1)
CS-1170>CEZ
Combined
Drug Excellent Good Fair Poor Total
CS-1170 0 0 0 0 0
CEZ 0 1(25.0) 3(75.0) 0 4

Numbers in the parenthesis indicate percentage.

(1): U-test
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(Total cases judged by committee members)

Table 28 Clinical effectiveness classified by causative bacteria

Bacteria Drug | Excellent| Good Fair Poor Total sm::sttml
CS-1170 1 6 1 0 8
S. aureus N.S.
CEZ 0 1 0 0 1
. CS-1170 2 6 1 0 9
S. pn ” N.S.
pneumoniae CEZ . ; o o f
E. coli CS-1170 0 0 0 0 0
CEZ 0 1 2 1 4
Klebsiella C5-1170 0 4 ! 1 6 N.S.
CEZ 0 6 2 0 8
. CS-1170 0 6 0 2 8
H. N.S.
influenzae CEZ 0 5 3 5
Haemophilus, CS-1170 0 1 0 0 1 NS
not identified CEZ 0 1 0 0 1 h
S. pneumoniae + E. coli | CS-1170 0 0 0 0 0
CEZ 0 0 1 0 1
Klebsiella + S. aureus CS-1170 0 0 0 0 0
CEZ 0 1 0 0 1
CS-1170 2 42 10 4 58
Unk N.S.
prnowa CEZ 2 36 1 12 61
Table 29 Clinical effectiveness classified by sensitivity of causative bacteria
(Total cases judged by committee members)
(;:/Igﬂ) Drug Excellent| Good Fair Poor Total Sta:i_s;lcal
CS-1170 0 0 0 0 0
=<0.1
CEZ 0 1 0 0 1
0.2 CS-1170 0 0 0 0 0
' CEZ 0 0 0 0 0
CS-1170 1 0 0 0 1
039 CEZ 0 0 0 0 0
CS-1170 0 1 0 0 1
N.S.
078 CEZ 0 1 1 [y 2
- 1 0 0 1
1.56 s-1170 0 NS.
CEZ 0 2 1 0 3
3.13 CS-1170 0 2 0 0 2
' CEZ 0 0 0 0 0
-11 1 0 0 1
6.25 cs-1170 0 NS.
CEZ 0 1 0 0 1
- 0 0 0 0
125 CS-1170 0
CEZ 0 1 1 1 3
CS-1170 1 5 0 0 6
N.S.
Total CEZ 0 6 3 1 10
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Fig.4 Clinical effectiveness by numerical judgement in pneumonia

5 items : X-ray, Body temperature,

CRP, WBC, ESR.
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o ®
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. Go Good
[
(14 Y
'Y J
O’. 4‘
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[ ]
0.32 * <
[ J [ ]
o
e [ ]
g Poor
[ ]
o
[ ]
CS-1170 CEZ
CS-1170 CEZ
Number of cases 23 24
Means 0.402 0.397
S.D. 0.147 0.127
S.E. 0.031 0.025

Statistical test

NS.
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Fig.5 Clinical effectiveness by numerical judgen.ent in pneumonia

6 items : X-ray, Body temperature,
CRP, WBC, ESR, Chest pain.

0.7 1 °
H ° Excellent
oo
0.6 +
0.58 °
H
°
05 | s *°
o®
° ° Good
°
o0
04 L ty
. 3 4
0.36 *
03 + . ‘
°
0.2 °
T Poor
°
01 ¢ L4
0.0 . .
CS-1170 CEZ
CS-1170 CEZ
Number of cases 23 24
Means 0.421 0.428
S.D. 0.154 0.139
S.E. 0.032 0.028

Statistical test N.S.
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Fig.6 Degree of improvement of body temperature

(Pneumonia + Lung abscess)

0 25 59 Cases
5 20 5 1 0
cs1170  ZAMNMINMNEER! v=32  © P<0@(>)5
13 14 3 :
3rd day CEZ 37 ]I[[[H]]E n=35 (0] CS-1170>CEZ
cs1170 B [INE=] n=32  ©
7th day 2 9 ] 1 N.S.
CEz [ [MIMME=] n=3s  ©
csnuro MM -2 @
14th day 9 N.S.
CEZ n=33 &
[ 13 grades /) Unchanged
ES 2 grades | improved B8 1 grade aggravated
I]]]]] 1 grade
Numbers in the parenthesis indicate unknown cases. »
. 3 days later 7 days later 14 days ‘later
Drug IFm- Un- Un- Un-
a <37|37~(38~ (39 known <37|37~|38~1(39= known <37|37~(38~ (39 known Total
<37 13 1 0 0 0 13 1 0 0 0 13 1 0 0 0 14
37~ 13 4 0 0 0 12 5 0 0 0 13 1 0 0 3 17
38~|[5] 7] 0ol o 0]l 5] 6] 1| 0 0 91 2 0/ 0 1|12
csa1170| | 9] 1[ o o] o o ol ol ol o | 1] 0] 0] of o] 1
Un-
known 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Total 32 | 12 0 0 0 31 | 12 1 0 0 36 4 0 0 4 4“4
<37 6 3 0 0 0 8 1 0 0 0 8 1 0 0 0 9
37~ 10 8 2 0 0 13 7 0 0 0 16 4 0 0 0 20
38~ 1] 4] a2l 0o 0] 6] 2] of 1 0 6| 0| 0] 1 2 |9
CEZ 9 0 2] 0o 1| o | 1| 2] 0l o] o | 2|1l o0] 0ol o
Un-
known 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Total 17 | 17 6 1 0 28 | 12 0 1 0 32 6 0 1 2 41
Statistical +P<0.05D g 1199
[:;P<001® N.S. N.S.
test Others ; N.S. >CEZ
| I
12 cases of CS-1170 and 6 cases of CEZ showed no sign throughout the treatment.

@ : U-test
® : P-test
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Fig. 7 Degree of improvement of cough

(Pneumonia + Lung abscess)

0 . . . — 25 50 Cases
i v v v v -
' 22 19 1
i ST 77722222222 ANNNE n=42 @
rd day 20 12 1 N.S
CEZ vz ZE 1 =33 )
1
€S-1170 EsV///////"ﬂﬂlllllllIIIIIIIIIIIIIIIIIIII n=41
7th day ) 7 20 7 N.S.
ez ZZIMIMIMESS » -3 @
‘ 13
CS-1170 / ||||||||||ﬂ||l||l|||||||—- n=36 ®)
14th day N.S.
Y,
CEZ 2 Illlllll lllllllE n=32 ©)
E= 2 grades }improve d Unchanged
[} 1 grade BB 1 grade aggravated
Numbers in the parenthesis indicate unknown cases.
L 3 days later | 7 days later ‘ 14 days later
Drug z?nl. Un- {Un- Un-
- + |+t known| ~ + |+ + known| — + |+ lknown Total
—_ 1 0 0 0 0 1 0 0 1 0 0 0 1
+ 4 1 16 0 0 11 9 0 0 14 3 0 3 20
csqi0| ++ | 1115 5 0 5114 1 1 |13 5] 0 3 | 21
Un 1ol ol of 20 0o o 2000 2| 2
nown
Total 6 | 31 5 2 16 | 24 1 3 28 | 8 0 8 44
— 3 0 0 0 3 0 0 0 3 0 0 0 3
+ 2 110 0 1 7 0 1 8 ‘ 3 0 2 13
CEZ v+l 1lwlw| 1| 7|13 0 0|16 5 0 1| 22
Un 1o 0| of 3o ofof 3| ofofof 3|3
Total | 620 10| 5 [15|22] 0] 4 [27[ 8] 0] 6 | 4l
Statistical .
aistica N.S. NSS. NS

3 cases of CEZ showed no sign throughout the treatment.
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Fig. 8 Degree of improvement of volume of sputum
(Pneumaonia + Lung abscess)
0 25 50 Cases
T T —
] 1
CS-1170 5 h=37 (0
3rd day ] 2 9 1 N.S.
ez @z 1 n=37  ©
. 14 4 8
N MMNNEES n=36 ]
7th day i 19 4 31 0 N.S.
CEz vz NMMNNE] n=37 ©
| 4 20 6 3 \
CS-1170 AT | n=33 ) @
Ckz2 7z P n=34 3) CS-1170>CEZ
D 3 grades Unchanged
E 2 grades  § improve 1 grade aggravated
II]]]] 1 grade
Numbers in the parenthesis indicate unknown cases.
Initi 3 days later 7 days later 14 days later
Drug | 1~ [10~[.—|Un- 1~ [10~|,~|Un- 1~ [10~] . <|Un-
ol 0 179 149 [°°=|known| © | 9 | 49 |3°=|known| © | 9| 49 |39=|known|To¥
(n())]) 0 1 0 0 0 1 0 0 0 0 11 0 0 0 0 1
1 ~9 6 9 0 0 0 7 7 0 0 1 12 2 0 0 1 15
10~49, 1 5 8 0 0 4 5 S 0 0 4 7 1 0 2 14
CS1170 | so0< | o| o 1| 6| o0 | Oof 4| 2/ 1| o | 3| 2| 1|0 7
Un-
known 0 0 0 0 7 0 0 0 0 7 0 0 0 0 7 7
Total 7115 9 6 7 12 | 16 7 1 8 20 | 11 2 0 11 44
mh 12| 0] of of o 2|0 oo ofz20[o|ofl of:
1 ~9 5111 ] 0 0 7110 0 0 0 8 8 0 0 1 17
10~49| 0 2 7 0 0 3 2 4 0 0 5 2 1 0 1 9
CEZ 50< 2,6/ 0o 1] 053] o o0 5| 1| 2| 1]29
b Lol 1| oo 3ol 1] oo 3 [o]1|o0flol 3¢
Total 8| 14| 10 6 3 13 | 13 9 3 3 15 | 16 2 2 6 41
Statistical 3.P<005® Cs117q
test N.S. N.S. Others ; N.S. >CEZ/
7 cases of CS-1170 and 4 cases of CEZ showed no sign throughout the treatment. @: U-test

@ x-test
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Fig. 9 Degree of improvement of property of sputum
(Pneumonia 4+ Lung abscess)
0 25 50 Cases
v : ; T : —
21 10 9
s A== 10 ©
3rd day 1 21 13 NS
cz AN -5 O
5 21 9
csnmo NI s ©
N.S
7th da 10 20 (1 ‘ .
Y o AIIES - O
‘ 11 15 2 10
csu MNP =3 (10)
14th day 8 15 10 2 N.S
o A= ] -5 )
D 3 grades % Unchanged
B 2 grades improved B 1 grade aggravated
[H]]] 1 grade
Numbers in the parenthesis. indicate unknown cases.
. 3 days later 7 days later 14 days later
Drug Initi- U 5 ! U
al — |M [PM| P '™ — M |pM|P '™ | — | M IPM|P "™ [Total
nown known known
— 1 0 0 0 0 ‘ 1 0 0 0 1 0 0 0 0 1
M 0 4 0 0 1 | 2 2 0 0 1 2 2 0 0 1 5
PM 6 8| 15 0 1 6| 19 2 0 3 113 9 2 0 6 30
cs1170| P ol 3 2| 2! o | o] 3] 3 1] o | 2] 2] 0] 1] 2 7
Un- | o] 0y 0o 1 0 0f oo 1o 0o 00 1|1
nown
Total | 7|15|17] 2| 3 924 5| 1 s 18|13 2| 1] 10 | 44
— 2 1 0 0 0 3 0 0 0 0 3 0 0 0 0 3
M 2 4 0 0 0 3 3 0 0 0 2 ‘ 4 0 0 0 6
PM 3 7113 0 0 5| 14 4 0 0 7111 3 0 2 23
CEZ P 0 0 4 4 0 1 2 3 2 0 2 3 2 0 1 8
Un- | gl ool ol 1ol ofofo 1 ]ofofol o 1|1
nown
Total 71121 17 4 1 12 | 19 7 2 1 14 | 18 5 0 4 41
Statistical -
et N.S. NS. NS.

1 case of CS-1170 and 2 cases of CEZ showed no sign throughout the treatment.
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Fig. 10 Degree of improvement of dyspnea
(Pneumonia + Lung abscess)
0 25 50 Cases
T v L v ‘ L T T L j
) 13 1
CS-1170 ZAIITE n=19 M
3rd day 113 10 1 NS.
ez WZINE =25 ©
_ 2 12 5
cs-1170  AIMMIMNES =19 O
7th day 8 12 ‘ 5 0 N.S.
cez P NESR n=25 ©
I ®
cs10 IES 15 -
14th day 1o 12 g N.S.
CEZ Il ] 2
E= 2 grades } . Unchanged
improved
M 1 grade BB | grade aggravated
Numbers in the parenthesis indicate unknown cases.
Initi 3 days later 7 days later 14 days later
D o niti- . N N
e al - + |+t E:own - + |t !lcjr?own - + |+ E:own Total
— 24 0 0 0 24, 0 0 0 24 0 0 0 24
+ 7 4 0 0 9 2 0 0 2 0 1 11
+ 4+ 6 1 0 5 3 0 0 4 0 3 8
CS-1170 Un
known 0 0 0 1 0 0 0 1 0 0 0 1 1
Total 32 10 1 1 38 5 0 1 36 3 0 5 4“4
- 17 1 0 0 18 0 0 0 17 1 0 0 18
+ 4 9 0 0 9 4 0 0 11 1 0 1 13
++ 6 | 3 0 51 3| 2 0 8 1 0 1| 10
CEZ |y )
known 0 0 0 0 0 0 0 0 0 0 0 0
Total | 22 | 16 3 0 | 32 7 2 0 | 36 3 0 2 | 4
Statistical T
phavstica N.S. NS. N.S.

24 cases of CS5-1170 and 16 cases of CEZ showed no symptom throughout the treatment.
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Fig. 11 Degree of improvement of chest pain

(Pneumonia + Lung abscess)

0 25 50 Cases
. T v . . -2
[ 8 8
cs1170  ZZAlMN n=16 O
3rd day 6 11 N.S.
7
cez  ZZID n=17 O
3 13
CS-1170 n=16 1)
7th day 3 14 N.S.
cez NI n=17 @
14
cs-1170 [T =1+ 3)
14th day 1 15 N.S
S 111111 PTG
[l]]]]]] 1 grade improved Unchanged
Numbers in the parenthesis indicate unknown cases.
.. 3 days later 7 days later 14 days later
Drug i{lm. Un- Un- Un-
- t lknown| *t |known| * lknown Total
— 27 0 0 27 0 0 27 0 0 27
+ 8 8 0 13 3 0 14 0 2 16
¢s-1170 | Un- ol o 1| ol o] 1] o] of 1 1
nown
Total 35 8 1 40 3 1 41 0 3 44
— 23 0 0 23 0 0 23 0 0 23
+ 11 6 0 14 3 0 15 1 17
Cez (Um0 o 1| of of 1[0 0f 1 1
Total 34 6 1 37 3 1 38 1 2 41
Statistical
ey A NS. NS. NS.

27 cases of CS-1170 and 23 cases of CEZ showed no symptom

throughout the treatment.
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Fig. 12 Degree of improvement of rales

(Pneumonia + Lung abscess)

0 ' ' ' i 215 i i . ] é? Cases
19 14
CS-1170 7z A n=33 @
3rd day 27 7 N.S.
A = ©
7 21 5
CS-1170 Z AINNINES n=33 ©
7th day 13 21 3 N.S.
cez I =34 ©
2 19 7 9
CS-1170 = n=28
14th day 5 o5 3 N.S.
CEZ NS =33 @
E 2 grades ) . Unchanged
[[]I[ﬂ 1 grade improved
Numbers in the parenthesis indicate unknown cases.
Initi 3 days later 7 days later 14 days later
Dr niti- - - -
" al - ] + |+t llcjnown - + |+ E:own - + ++ ll(Jrrllown Total
— 7 0 0 0 7 0 0 0 7 0 0 0 7
+ 7 11 0 0 12 6 0 0 14 2 0 2 18
+ + 0 7 8 0 5 9 1 0 7 5 0 3 15
CS-1170 |
known 0 0 0 4 0 0 0 4 0 0 0 4 4
Total | 14 | 18 8 4 24 | 15 1 4 28 7 0 9 4“4
- 4 0 0 0 4 0 0 4 0 0 0 4
+ 6 | 17 0 0| 12| 11 0 0 | 18 5 0 0| =
CEZ ++ 0 1| 10 0 0 2 0 3 7 0 1 1
g lol ol ol 3 ol ofof 3| o] of of 33
Total 10 18 10 3 16 20 2 3 25 12 0 4 41
Statistical . p<0.05PCS-1170 . p<.05DCS-1170
tf;t e Others : 12;0 05 >CEZ Ot[}—l_T—rsI : g;o 0 >CEZ NS. L/

7 cases of CS-1170 and 4 cases of CEZ showed no sign throughout the treatment.
@ : U-test
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Fig. 13 Degree of improvement of cyanosis
(Pneumonia + Lung abscess)

0___ 25 50 Cases
v N N 1 ' L
1 4
cs1170 MM n=s )
3rd day ‘ 4 7 N.S.
Bz Al n=11 ©
S5
€s-1170 [ n=5 2)
7th day ‘ 2 9 NS.
Cez A n=11 @
4
CS-1170 - - ]I[]] n=4 (3
14th day 11 9 N.S.
CEz B n=10 @
[I[[I] 1 grade improved Unchanged
: @ 1 grade aggravated
Numbers in the parenthesis indicate unknown cases.
.. 3 days later 7 days later 14 days later
Drug iiutl- Un- Un- Un-
- *t |known| ~ *+ |known| ~ * |known Total
— |37 ] w0 0 | 37 0 o [37] o 0 | 37
+ 4| 1] o] 5] 0] o] 4| of 1 5
cs-1170 \Un- | o ol 2] 0| of 2] 0f0of 2| 2
Total | 41 1 2 42| o 2 | 4 0 3 | 4
— [31{ o]l o3/ o 0 | 29 1 0 | 30
+ 7 3 0 9 1 0 9 0 1 10
Un-
CEZ ™ L o| of 1] o 0of 1] of 0o 1 1
v - ATetal | 37| 8-} -1 | 39| -1 |~1-{-38 | 1| 2 | 4
Statistical
-f;s:l.s“.‘ca_ b NS e e NS - o N.S.

_ 37 cases of CS-1170 and 29 cases of CEZ showed no sign throughout the treatment.
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Fig. 14 Degree of improvement of Pa0,
(Pneumonia + Lung abscess)
0 25 59 Cases
A | T L] ] T T
1121
CS-1170 n—=4 (40)
3rd day 112 N.S.
CEZ n—=4 37
3 4
cs1170 A n=7 (37)
7th day S
1j2 3 N.S.
ckz Bl n=6 (35)
0 4 6 2
C3-117 E n=12 ©2
14th day 13 5 1 N.S.
CEZ n=10 G2Y)
E 2 grades }improve q Unchanged
[} ! grade BB 1 grade aggravated
Numbers in the parenthesis indicate unknown cases.
Initi 3 days later 7 days later 14 days later
Drug | " Un Un- Un-
al 80|60~ (40~ <40[;- ™ 180= |60~ |40~ <40[\ - 18060~ |40~ |< 40| o ITota
(
i ol ool ol 2| 1/ofofol 1|2 ofoflo| 0f:
60~ 0| 1| 1] o] 4| o]l 2| o o 4 | 1| 2| 0] 0] 3¢
40~ 0| 1|1} o0o| 5| o0f 4lo|l ol 3| 2| s5|o0|o0| 07
CS-1170 <40 | o| ol ol o o | ol o]l ol ol o | o]l o] ol of o | O
Po- 1ol ol ol ol 20| o] ofofofl2|o]o|olol2n]|n
Total | 0| 2| 2| of 40 | 1| 6| o| of 37 | 5| 7| o| of 32 |4
(o8l o ol ol o oo olo|ofl ofo|ofo|o| ofo
60~ | 1 1| 1| ol 6| 2| 1| 0] 1 5 | 4af 2 1] 0] 2|9
490~ 0| 10| 0] 2o 1] 1o 1| 1| 1] 1|0 0f3
CEZ <40| 0| 0jo0|o0of olo] o] olo|] ol o] ofofof 0of?F9,
Un-
fnown| 01 01 0] 0l 29 | ol of of o 20 [ o o of o 29 |®
Total | 1| 2| 1| 0f 37 | 2| 2| 1| 1| 3 | 5| 3| 2| o 31 |4
Statistical test N.S. N.S. N.S.
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Fig. 15 Degree of improvement of PaCO,
(Pneumonia + Lung abscess)

0 . ' v ' 25 50 Cases
T T d r 1
31
CS1170 | n=4 (40)
3rd day 4 N.S.
CEZ Y n=4 (37)
1 5 1
CS-1170 [ n=7 (37)
7th da 213 1 N.S.

CS-1170 7///1/1///A: n=12 2

14th d 9 N.S.
T w2 WA O

l]]]]]l 1 grade improved Unchanged
- 1 grade aggravated
Numbers in the parenthesis indicate unknown cases.

.. 3 days later 7 days later 14 days later
Drug Initial 2
<49 | 499= |Unknown | <49 |49< |Unknown | <49 |49=< |[Unknown |Total
(mmHg)
<49 3 0 10 4 1 8 10 0 3 13
<
csimo | 498 1] o 1 1 0 1| 1 0 2
Unknown 0 0 29 0 0 29 0 0 29 29
Total 4 0 40 B 2 37 11 1 32 44
(mmHg) { }
<49 3 0 7 3 2 5 8 0 2 10
< % b
CEZ 49= 0 1 1 1 0 1 1 x 0 2
Unknown 0 0 29 0 0 29 0 0 | 29 29
Total 3 1 37 4 2 35 9 1 31 | 41
Statistical test N.S. N.S. NS.

2 cases of CS-1170 and 2 cases of CEZ showed no sign throughout the treatment.
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Fig. 16 Degree of improvement of WBC
(Pneumonia + Lung abscess)
0 25 50 Cases
T .
7 51
cs1170  ZME n=13 (30)
3rd day | 5 3 3 - NS.
CEZ n=11 (30)
17 16 7 1
csun 77 ANNNNNE] =41 @
7th day | " 16 . NS
cez B MIIIEE= n=39 @
1 11 12 ~
CS-1170 ///////// IIIIIIlIllIIIIII'—'—I n—38 ©. .
14th day . 11 6 1 " NS.
CEZ //////////////IIIIIIIIIIIIIII —] 1—37 @
[—_—] 3 grades’ @ Unchanged
E= 2 grades ¢ improved FEEY 1 grade
[II[“ 1grade . i 2 grades }aggravated
Numbers in the parenthesis indicate unknown cases.
[niti 3 days later 7 days later 14 days later
Drug | ™" T 8000/ 12000]20000[Un- | < | 8000]12000[20000]Un- | < | 8000[ 12000[20000[Un- |y,
8000 ~ ~ <|known 8000 ~ ~ <|known| 8000 ~ ~|  glknown
<800 2] o] ol of 6] 8] of of of o 7| 1] o of o] 8
800~ 1| 4| 0l 0|10 | 8] 7| 0 0| o]10| 3| 0| 0f 215
12000~ 1| 3| 1| 0] 10| 6| 7| 2| of o 11| 2] 1| 0| 1|15
CS-1170200005| O 0 1 0 2 1 1 1 0 0 2 1 0 0 0 3 .
b ol 1] ol o 2 0 10| o] 2| ofl 1|0 0] 2|3
Total | 4| 8| 2| 0| 3 |23|16| 3| 0| 2 (3] 8| 1| o 5|4«
<800 1| 0] 0] 0] 18 |11] 0] 1] 0o 2 || 1] 1] o] 1|14
8000~ 2| 4| 0 0| 8 |11 3| 0| 0| 0| 8| 3| 1| 0| 2|14
12000~ 3] 0| O} O 7| 6| 3| 1| 0| o] 6| 2| 1| 0] 110
CEZ 20000 Of 0| 1| o| 2| of 1| 2| of of 1| o0 1| 1] o] 3
Vn- 1ol o] ol o] of ol ol o] ol o o] ol of of ofo
Toal | 6| 4| 1/ 0|30 |28 7| 4| o] 2 26| 6| 4| 1| 4|4
?::xltisri('ul NS, NS T NS.

1 case of CS-1170 showed no sign throughout the treatment.
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Fig. 17 Degree of improvement of ESR
(Pneumonia + Lung abscess)
0 25 50, Cases
I 1
1] 4
CS1170 B —s (34)
3rd day 5 3 N.S.
iz YA s @2)
CS-1170 n=35 4)
7th day 20 10 3 NS.
CEZ 7z 1S n=33 )
1 9 14 8 1 6
s ZZZMMNNEE] .-3 ©
14th day 14 13 6 2 N.S.
CEZ 7 MMM n=3  ©
D 3 grades 7/ Unchanged
E 2 grades { improved n 1 grade
aggravated
[[m] 1 grade -2 grades
Numbers in the parenthesis indicate unknown cases.
Initi 3 days later 7 days later 14 days later
D niti- N
e | al <1920~ |40~ |60< U™ | <1020~ |a0~ 60| | <19120~ |40~ |60 [ Totel
(mm /hr) '
<19 0 0 0 0 2 1 0 1|/ 0 0 1 0 0 0 1 2
20~ 0 0 0 0 9 4 3 0 0 2 4 3 0 0 2 9
40~ 0 0 0 1 7 4 1 2 0 1 0 3 2 1 2 8
CS1170| 60< | 0| 0] O| 4| 16 | o] 2| 8| 9| 1 | 1| 8| 7| 3| 1 |20
D ol ol ol 1| 4 | ol olo|l 1| 4| ol 1|o0]o0] 4]s
nown
Total 0 0 0 6 38 9 6 (11| 10 8 6115 9 4 10 44
(mm/hr)
<19 0 0 0 0 3 2 0 0 0 1 3 o 0| O 0 3
20~ 0 1 0 0 6 3 4 0 0 0 5 1 0 0 1 7
40~ 0 0 0 0 8 0 6 1 0 1 0 7 0 0 1 8
CEZ 60< | 0| o 3| 4| 15 | o] 3| 1|13] 5 | 2| 6] 1|10 3 |22
Un-
known 0 0 1 0 0 1 0| 0 0 0 1 0o O O 0 1
Total 0 1 4 4 32 6|13 2113 7 11 | 14 110 5 41
Statistical
test N.S. N.S. N.S.
5 cases of CS-1170 and 1 case of CEZ showed no sign throughout the treatment.
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Fig. 18 Degree of improvement of CRP
(Pneumonia + Lung abscess)
0| — 215 — —_— 59 Cases
2
CS-1170 J n—2 (40)
3rd day . NSS.
9 25 ;
cs170 NI =35 @
cez vz I o =29 ©)
3 18 9 12)
csu70 NI »=30
14th day 5 17 7 N.S.
ciz  ZIIHINTE n=29 e

% d
E 2 grades }improve d Unchange
[m]][ 1 grade

Numbers in the parenthesis indicate unknown cases.

Initi 3 days later 7 days later 14 days later
niti-
Drug | +~ |+ Po- +~ | ++++ |Un- =~ |+ [Une po
- +H+ < |known| T +HH+ < |known| T +HH+ < |known °
- 2 0 0 0 2 0 0 0 2 0 0 0 2
4~
S 0 0 0 13 7 4 0 2 8 3 0 2 13
++++
CS-1170 < 0 0 2 23 1 18 5 1 9 10 0 6 25
Un-
known 0 0 2 2 0 3 0 1 1 2 0 1 4
Total 2 0 4 38 10 25 5 4 20 15 0 9 44
— 3 0 0 0 3 0 0 0 3 0 0 0 3
S+~
o 0 1 0 16 4 9 0 4 10 4 0 3 17
++++
CEZ = 0 0 0 19 0 12 4 3 7 7 1 4 19
Un-
known 0 0 1 1 0 1 0 1 1 0 0 1 2
Total 3 1 1 36 7 22 4 8 21 11 1 8 41
Statistical NS NS NS

test

2 cases of CS-1170 and 3 cases of CEZ showed no sign throughout the treatment.
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Table 31 Degree of improvement of X-ray findings
(Pneumonia adopted by committee members)

| Irﬂprovcd Aggravated
Drug " T —— - “—— Unknown |Statistical test
+104+9+8+7+6+5+4+3+2+10[-1—-2—-3-4
. lcsao | - 3 41 30
d. N.S.
Srdday | 7 ey 11 3|82 18
CS-1170 2 2 3 7 13{6]1 3
hd N.S.
TRy ey 73 6 12/6]1 2
Ldth day | CS1170 2589 7|3 4 NS,
CEZ 1137 3 9(4]1 3

BHErc, Figl12 (F) WRlLiXdk, 3HE Tk
CS-1170 f Eatic (+) DERMNRREL, THR T
CS-1170 #r bgtic (—) DERNRRE L, WTFhHFEE
FIRMCEEENRD bR, MeEEENRDL
Ricb Didish ol WolE ) BERAHOHLBIZ ST
12, hEOGENE 3 AROLET, Fig6(E) DX
1z CS-1170 H5ic 1 B EOBEAH RS <,
CEZZ5RICTE s X VELAIRSLS  HRENAD
bh, BREOKEIN L 14 BEDLET, Fig8 (k)
DX 5, CS-1170F5a 1ERESs X U 3 BIEacE sl
7%, CEZBEBRREANPLRE L ERERAB DR
LS, thosEET oW T HAEARMCEEZIRD
bhich ol

R AR oW TOREVEFR R OWTIE, BEE
BEICOSM, HEE L DCHAEARBICAEEZIZD
Bi’bﬁ‘.ﬁ") oo

¥z, Mgk« MUBEUS ORYIEC ONT, R
IR, REREES 3, 7, 14 BHER BT AELERBE
RTEARE, BRI EROEE Y HEARRET
L% Fig 19~31 iRl 7o
LBEEHOERTCOWTARS L, BEHinL CEZ #5
21z 10 ml L EOEANRS S EREOBD bhERE
wHWT, Fig.2l (F) endXoe, HBEIHK, 7
A%, 14 B#EOWThd CEZ B#ERTEREDO S\ E
PN EBEEL, FEENRDLhI, ¥, HBR
F10~49 ml ZRLIBROWTERB L, 7HHE, 14H
# L3 CS-1170 H#E5F 10 ml Ll EDFEANRRP L,
*7:, BREROT7 BHEOLET, Fig.22 (F) X5
z, CEZ #rEgtic PM) B L UN(P)ERT 002 RS
, R EOURKOHET, Fig25 (F)DXiK,
CEZ# L (1), (BD2RTEARPLLEL, £hE
NAEABEMCEEZARD LN, MeFEEy
T DXL 5 0

WolEd, HBENZOREICI T, B OREE
& 3 HBEOET, Fig20 (k) wRlickdic, CEZ
BEBCRE, BLARPReSH L, GEARBCEERS
OBERD LRI, MOEROHEER D TIFERH
BRI ABREREDONEA 5T

f) MBEFRZE

EAEYE LN LB 57 flicownT, HBECHES
EBRAEONEENHHE LB ERIX Table 32
RLIEBD T, FEBEICHRTD, TRTDEMALE
STRHLIBE S, E. coli BT, BRELLLE
AMSEE LD, BEARMCEREZIRDbhichs
Too Ta¥s, BRRLBVIZF LI EOHBA L EMIRD
WT, TAEAFICHBEEERLCEEYRHN T 5 &,
CS-1170 # & #¢Cix Ps. aevuginosa 2 5, Pseudo-
monas |&, Enterobacter Th ZTh 1 T% v, CEZ
#BEp i3, E. cloacae L Serratia DRESHE 1M
&, Klebsiella 1TCH %,

¥, HECBRL, EXEORGEACTHE
ZHTEA L CHEENDRE 2R LRI, Table
3BD k5 &, THEABEICEEEZIRD ORI o T

2) REMCOVTORMK

a) ERETT 8

LEERFORKABMTOLEL, avir—F-1
Iy, m2EERTOWTEBREE, FREHEDON
£ & L7230 Blic oW, £DOfDEBRDWTULLEE
7] 238 IOV TR I o

i) BEOHR, FE4PIHEK

BEOTebhicLERADMR, £43 kK2 Table
R Lick B DT, MEAFHCEERZIRDLhE
ol

ii) 4 &

thE S Hiix Table 35 WRLAc& 3D T, HWEFFHHE
EBZIRDOhEh ot
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Fig. 19 Degree of improvement of body temperature
(Diseases other than pneumonia and lung abscess)

o 25 50 Cases
T 7 r T . —
CS-1170 0)
3rd day ’ ' N.S.
CEZ 0)
CS-1170 B3 )
7th day NS
CEZ . ©
5 13
cs1170 - T n=27 @)
14th day : 5 N.S.
CEZ ®3)
[:I 3 grades ' Unchanged
B 2 grades improved BB 1 grﬁde i
[H]Il 1 grade . 2grades aggravate
Numbers in the parenthesis mdlcate unknown cases.
.. 3 days later 7 days later ' 14 days later -
‘Drug Initi- T ‘
Ul <37i37~ 138~ (39| [ T 1<37)37~ (38~ 39|V 1 <37|37~ 38~’39s k oy Total
: nown ! nown
<37[wB[ 1] o of o 1B 1] o]0 o100 0 1‘1;“
- |37~ ]2, 8/ 0| 0| O || 5 1] 0l 0 12| 4] 0 0] + |20
‘ 3B~ 31 6] 2] 0 0 9 1] 1] 0 0 8| 1, 0] 0 2 11
€s1170139s | 11 ol ol of o 1{ 0l 0] 0| o0 ol o] o o0 1
Un-
known| 0| 0 0/ 0 0 0 0 0f 0 0} 0[O0 050 0] 0
T 7 |Total | 29 1 15 | 2 0 0 37 7 2 0 0 34 5 0 0 l 7 16
<3713 2] 1] o 0 (14| 1] 1] 0 0 |14 1] 0] 0 1 16
37~ | 14 4 0 0 0 13 5 0 0 0 15 2 0 0 1 18
38~ 2 6 0 0 0 5 3 0 0 0 3 3 0 1 1
CEz | 39= 2/ 00 0|3 0/lo0fo0o] 0o 3/ 0 0 0 0 3
Un- ‘
known| 0| O O] 0] 0 [ 0op ol 0ofof 0o 0p0 0 0 00
Total |30 14| 1| 0| 0 |35 ’ 9| 1| o o0 |3 6| 0 1| 3 |45
Statist'cal ‘
tp el NS NS. N.S.

12 cases of CS 1170 and ll cases of CEZ showed no sign throuﬂhout the treatment.
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Fig. 20 Degree of improvement of cough

(Diseases other than pneumonia and lung abscess)

0 25 50 Cases
N T T ' 1

22

23
cswio 7z =45 )
11 1

3rd day 1 27 P<0.05

CEZ Z ]]I[I]]]HE n=40 (5) CS-1170>CEZ
13 27 M
csnr  BzzZZIIIIES »=4s
7th day 16 18 > N:S.
cez w2z ZNNNNNNNNNES n=39 ©6)
7 20 10
cs1u0  ZANMINTTCE =3 ©
ez zzZ AN - =36 ©)
E 2 grades } Unchanged
improved
([T 1 grade BB 1 grade aggravated
Numbers in the parenthesis indicate unknown cases.
.. 3 days later 7 days later 14 days later
Drug |Initi- Un- Un- Un-
- + ++ known| — + ++ known| + ++ |known Total
— 90 0 0 0 0 0 0 0 0 0 0 0 0
+ 51| 16 0 1 9 | 11 1 1 12 6 0 4 22
++ 0 18 6 0 4 18 2 0 10 8 1 5 24
CS-1170 |,
known| O | O] 0 0 01 0| o 0 0f 0 0 0 0
Total 5 | 34 6 1 |13 | 29 3 1| 22| 14 1 9 | 46
- 0 1 0 0 1 0 0 0 1 0 0 0 1
+ 2 | 18 0 0 7| 12 0 1 9 9 0 2 20
++ 1 9 9 0 5 19
CEZ o 11 3 0 8 7 2 2
known| O | O O 5 | o ol o 5 ol o of 5 5
Total 3 28 9 5 13 23 3 6 18 16 2 9 45
Statistical
test NS. NS. NSS.

® : x*test
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Fig. 21 Degree of improvement of volume of sputum
(Diseases other than pneumonia and lung abscess)

50 Cases
—

CS-1170 (0)
3rd day N S
CEZ 0)
CS-1170 ©)
Tth day , N.S.
CEZ g (0)
) 18 8
CS-1170 2z IINMNTE= =35 )
14th day U 13 18 7 1 N.S.
CEZ Bz NI | n=40 ()
D 3 grades Y7 Unchanged
E= 2 grades {improved BB 1 grade aggravated
(T 1 grade
Numbers in the parenthesis indicate unknown cases.
. 3 days later 7 days later 14 days later
Drug  |Initi- 1<[10~ Un- 1~[10~]-n | Un- 1~ 10~ _|Un-
0 9] 49 50= known 0 9/ 49 S0= known 0 9| 49 0= known Total
@) ol o ol o] o ol olofo] ofolololol of oo
1~9/ 3/ 8| 1| 0| 0] 4| 7| 1|0 0 4] 4| 0] 0| 4 | 12
10~49] 1| 5|15 1 o |ls]11] 6] 0 o lI[sT1unf] 3] o 3] 22
G170 so0s | o| o| 3| 7| o [ o] 4] 3] 3] 0 | o] 3] 3] 2] 2 |10
Un-
known! 0] 01 0 0 2 0| o] o] 0 2 0| 0| 0] O 2 2
Total | 4|13] 19| 8 2 |1 9|22]10]| 3 2 9|18| 6| 2| 11 | 46
@Ol ol 1] o] o] of o 1] ofo] ofofofofo] 1]1
1I~9 0| 2| o o 0 1/ 1] 0] 0 0 1] 1| ol of o 2
10~49] 0| 2|22 3 0 [[3]10]10] 4 ol 2]12] 8] 1 4 || 27
CEZ 1s0<| o| 2| 5| 8| o[ o0l 2] 8] 5] 0 1] 51 5] 2] 015
Un-
known| O] 0] 0] © 0 ol ol of o 0 ol o]l ol o o 0
Total | 0| 7|27 11 0] 4/14|18] 9 0 411813 5| 5| 45
. ; P<0.050 ; P<0.050 : P<0.050
Statistical 1 %j ; P<0.010 % ; P<0.010
test CS-1170>CEZ CS-1170>CEZ CS-1170>CEZ
Others ; N.S. Others ; N.S. Others ; N.S.

2 cases of CS-1170 showed no sign throughoutthe treatment. @ : U-test
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Fig. 22 Degree of improvement of property of sputum
(Diseases other than pneumonia and lung abscess)
0 25 - - 59 Cases
T
cs170 7 // 27722 |IIIIIIIIIIIIIIIII| l n=46 O
3rd day NS.
CEZ 0
14 i 23 6 2
s NI ] s ©
7th day 21 14 10 - NS.
ez A= n—ss O
3 20 9 3
cs170 AT ] »=3s (11)
14th day N.S.
CEZ @
D 3 grades t‘Unchanged
E= 2 grades }improved BB 1 grade aggravated
[ 1 grade
Numbers in the parenthesis indicate unknown cases.
. 3 days later 7 days later 14 day§ later
Drug - |0t Un- Un- o U0 fpenl -
— | M |PM| P known| — M |PM| P known| — M |PM| P Known Total
— 0 0 0 0 0 0 0 0 0 0 0 0 0 or 0. 0
M 11 7] 0| 0 0 3|1 5] 0 0 0 3 2(-0| 0 3 8
S| PM | 1 4|13 0| 0| 2/11| 50| 0| 2/11| 1| 0f 4|8
CS-1170 P 2 0 9 9 0 2 4 9 4 1 3 7 6 0 4 |20
e 2 L0 0] 0] 0 0| ololoflo| o ofololol ofbo
ceeew |Total | 41122 9| 0 | 7|20|14] 4 1 |.8]20| 7| 0| 11. |46
- 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
M o100 o o010l o0| ofo|o0|o0]o0f 1|1
PM 0| 5|18 1 0 41 6114 0 0 2|14 4| 1| -3 | 2%
CEZ P 0| 17|12 0| 0| 6./ 8] 6| 0 1] 9| 4| 3] 3|2
_ .,E:‘;FY“ o ool o of|ofo|o|lofl ofo|loflolo|l 0fo
Total 10| 7125|183 0 | 4|13|22| 6| o | 3|[23|.8| 4| 7 |&
— - @ L=
. —J ;P<0.05
Statistical N.S. CS-1170 >CEZ NS,
Others ; N.S. o




CHEMOTHERAPY

VOL. 27 NO. 4 625
Fig. 23 Degree of improvement of dyspnoea
{Diseases other than pneumonia and lung abscess)
0 25 50 Cases
L) l T ﬁ
8 16
cs170 ) n=2a @
3rd day 11 13 7 1 N.S.
cez  B27ZE n-23 ©
1 3 16 3
CS-1170 [T @)
Tth day NS.
CEZ ) .
2 8 7
cs1170 - ANME=S n=17 ®
14th day 4 13 5 "N.S.
CEZ I n=22 ()
E 2 grades } ) 1 Unchanged
improve
I]]]H 1 grade P E 1 grade }
. aggravated
" 2grades
Numbers in the parenthesis indicate unknown cases.
Initi 3 days later 7 days later 14 days later
) -
o - R B E:(;wn - |t Exlllr;wn - + |+t E:(;W'n Total
- 22 0 0 0 21 1 0 0 22 0 0 0 22
+ 8 6 0 0 11 2 0 1 6 1 0 7 14
. ++ 0 8 1 0 3 5 1 0 7 2 0 0 9
251170 Un-
el 0 0 0o 1 o) o of 1| of of 0of 1 1
Total | 30 14 1 1 35 8 1 2 35 3 0 8 46
- 22 1 1 0 24 0 0 0 24 0 0 0 24
+ 5 10 0 0 10 4 1 0 12 2 0 1 15
. ++ 1 2 3 0 3 3 0 0 S5 1 0 0 6
EZ U
kmown| 01 O] 0o of of of of of of of of o 0
Total 28 13 4 0 37 7 1 0 41 3 0 1 45
Hatistical
est N.S. N.S. N.S.

21 cases of CS-1170 and 22 cases of CEZ showed no symptom throughout the treatment.
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Fig. 24 Degree of improvement of chest pain
(Diseases other than pneumonia and lung abscess)
9  — 2,5 — ————t §10 Cases
113 6
CS-1170 n=10 (2) NS
3rd day 6 2 S,
iz Al n=s @)
211 7
CS-1170 Il n=10 )
7th da 4 4 N.S.
Yz A n-s ®
1 7
cs1170 Y n=8 @
ms NS.
14th day CEZ . o)

[[]Hll 1 grade improved Unchanged
BB 1 grade aggravated

Numbers in the parenthesis indicate unknown cases.

. 3 ddys later 7 days later 14 days later
Drug Iim]' Un- Un- Un-
2 - * lknown| ~ * lknown| ~ *  |known Total
- 35 1 0 34 2 0 35 0 1 36
+ 6 2 0 7 1 0 7 0 1 8
€S-1170 |Un-
Known 0 0 2 0 0 2 0 0 2 2
Total 41 3 2 41 3 2 42 0 4 46
— 35 0 0 35 0 0 35 0 0 35
+ 6 0 4 4 0 5 3 0 8
CEZ Un-
Known 0 0 2 0 0 2 0 0 2 2
Total 37 6 2 39 4 2 40 3 2 45
Statistical
test NS. N.S. N.S.

34 cases of CS-1170 and 35 cases of CEZ showed no symptom throughout the treatment.
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Fig. 25 Degree of improvement of rales

(Diseases other than pneumonia and lung abscess)

| 25 50 Cases’
—
26 12
CS-1170 221 =38 @
3rd day 29 9 N.S.
ez yyppppppzzzzzZ 1 n=3s @
16 20
csut0  pypzzZZIINNNIIHE n=38 @
7th day 19 16 N.S.
ez ppppzzZ NS n=38 @
6 18 6
csur  ZANMNNNNES «=30 (10)
14th day , 13 19 4 N.S.
Bz zZzZZ AINNNES 1=36 @
B 2 grades } mproved Unchanged
[[[[ﬂ 1 grade
Numbers in the parenthesis indicate unknown cases.
Drag i{liti- 3 days laterUn. 7 days laterUn- 14 days late{]n-
~ | * [T Flknown| = | T [T F|known| = | T | T known Total
- 6 0 0 0 6 0 0 0 6 0 0 0 6
+ 7116 0 1 12 | 11 0 1 13 4 0 7 24
++ 0 5110 1 2 8 5 1 6 5 2 3 16
€81170 |15,
known 0 0 0 0 0 0 0 0 0 0 0 0 0
Total | 13 | 21 | 10 2 20 | 19 5 2 25 9 2 10 46
- 5 0 0 b) 0 0 0 5 0 0 0 5
+ 3|15 0 0 8|10 0 0 10 8 0 0 18
++ 0 6 | 14 0 3 8 9 0 4 9 S 2 20
CEZ |y i
known 0 0 0 2 0 0 0 2 0 0 0 i 2 2
Total 8121 | 14 2 16 | 18 9 2 19 | 17 5 4 45
- ; 050
Dlatistical NS. NS, CSTTIOSCEZ
Others ; N.S.

6 cases of CS-1170 and 5 cases of CEZ showed no sign throughout the treatment.
@ : U-test
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Fig. 26 Degree of improvement of cyanosis
(Diseases other than pneumonia and lung abscess)
0o _ ' 215 . . ' ' 5j0 Cases
3 4
cS-1170 | n=7 ©)
3rd day 6 5 N.S.
2 Al -1 ©
2 5 o
cs1170 WM n=7 ©)
CEZ [ n =11
0 1
cs1170 [T n=6 )
112 8 N.S.
14th d
Yooz MM e=11 ©

m]ﬂ 1 grade improved 7/ Unchanged

m 1 grade aggravated

Numbers in the parenthesis indicate unknown cases.

. 3 days later 7 days later 14 days later N
Drug :fm. Un- Un- Un-
- * lknown| ~ + lknown| — *+ |known Total
— 39 0 0 39 0 0 39 0 0 39
+ 4 3 0 5 2 0 [ 0 1 7
€S-1170 |{Un-
known| © 0 0 0 0 0 0 0 0
Total 43 3 0 44 2 0 45 0 1 46
- 35 0 0 35 0 0 34 1 0 35
+ 5 5 0 8 2 0 8 2 0 10
Un-
CEz .m0l o 0 0| o 0 ol o 0 0
Total 40 5 0 43 2 0 42 3 0 45
Statistical
test N.S. N.S. N.S.

39 cases of CS-1170 and 34 cases of CEZ showed no sign
throughout the treatment.
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Fig. 27 Degree of improvement of PaO,
(Diseases other than pneumonia and lung abscess)
0 25 50 Cases
. : : ' ' 3
2
cs1170 [ =2 (44) ]
3rd day 121 N.S.
CEZ 2 n=4 (41)
7 3 (36)
cs-1170 - Zlll n=10
7th day I 4 41 N.S.
CEZ n=10 (36)
5 4
cs1170  ZZlll n=9 (37)
14th day 3 by 33 N.S.
cez 7 n=13 63
E 2 grades | . /) Unchanged
improved
[]]]]]] 1 grade 1 grade aggravated
Numbers in the parenthesis indicate unknown cases.
.. 3 days later 7 days later 14 days later i
Initi-
Drug al Un- Un- Un-
80=<{60~ |40~ <40 80=|60~ |40~ (<40 80= |60~ [40~|<40 Total
known known known
(oele) ol o o o o | ol oo o] o ofofofo] of o0
60~ 0 0 0 0 13 1 6 0 0 6 2 5 0 0 6 13
40~ 0 2 0 0 4 0 2 1 0 3 0 2 0 0 4 6
CSN70| <40 0| ol o] o/ o | o] o] ol ol o[ ol o]l o] 0of 0| o
Un- -
known 0 0 0 0 27 0 0 0 0 27 0 0 0 0 27 27
Total 0 2 0 0 44 1 8 1 0 36 2 7 0 0 37 46
ol o ol ol o o | ol o] o o] oflofojo] o] ofoo
60~ 0 2 1 0 12 2 4 1 0 8 3 7 0 0 5 15
40~ 0 1 0 0 3 1 2 0 0 1 0 2 1 0 1 4
CEZ | <40| 0| o/ o] ol o | o] ol o] o] o ol o/ o of o] o
P 1 o] of o] o 26 | o of o] o] 26 | 0o of 0 of 26 | 2
Total 0 3 1 0 41 3 6 1 0 35 3 9 1 0 32 45
Statistical test N.S. N.S. N.S.
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Fig. 28 Degree of improvement of PaCoO,
(Di~cases other than pneumonia and lung abscess)
0 2|5 50 Cases
v : v v T T T T 1
1
CS-1170 He1 (44)
3rd day 2 NS,
CEZ n=2 (42)
7 2

cs170 Al n=9 0

7th day 2| 6 N.S.
CEZ mnzs (36)

7 1
CS-1170 7 n—s (D
14th day : N.S
CEZ o
[]]]]]] 1 grade improved Y, Unchanged
B%% 1 grade aggravated
Numbers in the parenthesis indicate unknown cases.
3 days later 7 days later 14 days later
Drug Initial
<49 | 495 | Unknown| <49 | 49< | Unknown| <49 | 49= | Unknown || Total
(mmHg)
P 495 1 0 15 7 0 9 8 0 8 16
<
CS-1170 49=< 0 2 2 0 1 1 0 2 3
Unknown 0 0 27 0 0 27 0 0 27 27
Total 2 0 44 9 0 37 9 0 37 46
(mmHg) ; ‘
49 2 2 13 7 2 8 9 2 6 .17
<
CEZ 49< 0 0 2 0 1 2 0 0o | 2
Unknown| 0 0 26 0 0 26 0 0 26 26
Total 2 2 41 7 3 35 11 2 32 45
Statistical test N.S. N.S N.S T

1 case of CS-1170 and 2 cases of CEZ showed no sign throughout the treatment.
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Fig. 29 Degree of improvement of WBC
(Diseases other than pneumonia and lung abscess)
0 25 50 Cases
I R
211
CS$1170  YB n—a (42)
3rd day 7 4 N.S.
cez Al n=11 (34)
3 18 61
CS-1170 1)
7th day N.S.
CEZ 0)
CS-1170 )
14th day N.S.
CEZ ®3)
EI 3 grades Unchanﬂed
E 2 grades ¢ improved E 1 grade aggravated
m]]] 1 grade
Numbers in the parenthesis indicate unknown cases.
Initi 3 days later 7 days later 14 days later
niti-
Drug 1) < |8000 [12000]20000] Un- |<  |8000 [12000]20000]Un- |<  |8000 [12000[20000] Un- |Total
8000 ~ ~ <|known| 8000 ~ ~ <|known| 8000 ~ ~ < |known
<8000 1 0 0 0 10 9 2 0 0 0 8 2 0 0 1 11
8000~ 1 1 0 0 21 14 7 1 0 1 12 3 1 0 7 23
12000~ 1 0 0 0 10 6 3 2 0 0 5 4 1 0 1 11
(S-1170/20000=| 0 0 0 0 1 1 0 0 0 0 1 0 0 0 0 1
Un-
el ol o] o of of ol ol oo 0o ofojo] o0l 0O
Total 3 1 0 0 42 30 | 12 3 0 1 26 9 2 0 9 46
T <8000| 6 0 0 0 6 11 1 0 0 0 10 1 0 0 1 12
8000~ 1 1 0 0 15 14 3 0 0 0 13 2 1 0 1 17
12000~/ 0O 3 0 0 13 7 6 3 0 0 9 5 1 0 1 16
CEZ  [200005| O 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
-l ol ol o[ o] o] o] o] oo oo ojo|loflofo
Total 7 4 0 0 34 32 | 10 3 0 0 32 8 2 0 3 45
Statistical test N.S. N.S. N.S.
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Fig. 30 Degree of improvement of ESR
(Diseases other than pneumonia and lung abscess)
0 ZIS . l) Cases
B - (37)
CS-1170 %Hn:f) NS
3rd day i 38
CEZ 18 n="1
12 23 11 11 3
cswio B7zzzZZZE] n=30 ©
7th da 1.2 18 ! 2 2 3 N3
Y OV 5555 M= =2 ©®
3 17 47 2 )
cs-\vio B2l | n—33
;
14th day ] 15 ] 1] © NS.
CEZ vz V===
[:] 3 grades ///A Unchanged
E= 2 grades {improved EEE 1 grade aggravated
[I]]]]] 1 grade P o grades
Numbers in the parenthesis indicate unknown cases.
Initi 3 days later 7 days later 14—da};§ later
Drug | " Un- Un- Un-
a 219120~ 140~ 60| " 1<19/20~ |40~ |60 ’;own =19)20~ |40~ 160 | ITotl
=19 1 0 0 0 5 4 1 0 0 1 4 1 0 0 1 6
20~ 0 0 0 0 8 3 3 1 1 0 3 2 1 0 2 8
40~ 0 1 0 0 6 1 3 3 0 0 2 0 2 1 2 7
CS1170 [ 60= | 0| 0| 0| 3| 18 11 0] 5113 2 2|1 5] 1| 9 4 |21
E:‘;wn 00l of o] 4| o] oo o a4 0| 0| o| o] 4 | ¢4
Total | 1| 1| o 3| 41 91 71 9 14 7 |11 | 8| 4|10 13 | 4
90l ool o 4 [ 3100 0 3/ 0 1] 0] o ¢4
0~1 1100 1) 0] 13| a4fe| 4|1 0 | 6/ 5] 0] 0 4|1
W~ 000 100 7 (34| 1] o0l o 4/ 3/ 0ol 0| 1|38
CEZ 0= 0 1) 0 3| 14| 2| 2| 3|4 31| 7] 27| 1/]18
Un-
kmownl 01 0 0 of o 0 0, 0ol ol o of| o/l ol o o o0
Total 1 1 2 3 38 12 |13 8 9 3 14 | 15 3 7 6 4
Statistical
test NS. NS. N.S.

4 cases of CS-1170 showed no sign throughout the treatment,
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Fig. 31 Degree of improvement of CRP
(Diseases other than pneumonia and lung abscess)
0 . 25 50 Cases
y T T v T T =
CS-1170 I n=1 (43)
3rd day N.S
CEZ || n=1 (44)
2 21 12 3
csun B 1E n=3s ©
7th day 19 . 15 4 S.
<z AN 35 O
2 15 13 4 (10)
s Bz NN » =34
14th day 1| 10 22 1 N.S.
7 B ATTIIIIIIES 5 ©
2 grades . v Unchanged
E © } improved °
[ grade P 1 grade aggravated
Numbers in the parenthesis indicate unknown cases.
. 3 days later 7 days later 14 days later
Drug Initi- . -
al _ |+ |+++|Un- _ |z~ |+ Un- _ = |+ |Une e
++ <lknown H <iknown +++ <|known
— 2 0 0 1 2 1 0 0 2 1 0 0 3
+
x 2 : 2
F++ 0 0 0 28 6 | 17 1 4 10 | 12 1 5 8
e
Un-
known 0 1 0 0 0 1 0 0 0 0 0 1 1
Total 2 2 0 42 11 | 25 5 5 16 | 16 4 10 46
- ol o] o 1 1, o[ o] o o 1] o] o 1
+~ o=
. 0 0 0 25 8 | 13 0 4 14 8 0 3 25
CEZ +++£ ol 1 o0 16 | 4| 7 5| 1| 4|8 2 3|17
Un- . . .
known 0 0 0 2 0 0 0 2 0 0 0 2 2
Total 0 1 0 44 13 | 20 5 7 18 17 2 8 15
Statisti
rtistical N.S. N.S. NS.

2 cases of CS-1170 showed no sign throughout the treatment.
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Table 32 Bacteriological effectiveness classified by causative bacteria
(Total cases judged by committee members)
Unchanged & Statist:
Bacteria Drug | Eradicated| Unchanged| Replaced | appeared | Unknown Total tatistica
new bacteria test
CS-1170 6 0 0 19 1 8
S aureus CEZ 1 0 0 0 0 1 NS.
. CS-1170 8 0 0 0 1 9
S. pneumoniae CEZ 4 0 0 0 0 4 N.S.
E. coli CS-1170 0 0 0 0 0 0
e CEZ 0 2 20.2) 0 0 4
. CS-1170 4 0 13 0 1 6
Klebsiella CEZ p ) o 0 1 8 N.S.
. CS-1170 1 1 29).3) 0 4 8
H. influenzae CEZ 3 . 0 0 1 5 N.S.
Haemophilus, CS-1170 1 0 0 0 0 1 NS
not identified CEZ 1 0 0 0 0 1 -
S. pneumoniae + CS-1170 0 0 0 0 0 0
E. coli CEZ 1 0 0 0 0 1
Klebsiella + CS-1170 0 0 0 0 0 0
S. aureus CEZ 1 0 0 0 0 1
Total CS-1170 | 20(62.5) | 1(3.1) | 3(9.4) 1(3.1) 7 (21.9) 32 NS
CEZ 17 (68.0) | 4 (16.0) 2(8.0) 0 2( 8.0) 25 -

Numbers in the parenthesis indicate percentage.

CS-1170  3) Klebsiella

P. geruginosa

EREI X Y M S h - EEREX Table 40 Rlk

4) H. influenzae P. aeruginosa
5) H. influenzae  ___  Pseudomonas )
6) S. aureus —»  S. aureus & Enterobacter
CEZ 1) E. coli . E. cloacae & Serratia
2) E. coli Klebsiella
iii) FBER X 2284
EBEIR LD TIhicZHa0M R %, Table 36 iz

RLIcERHTH b,

iv) EWRER X 3 REFEHERE

FHRER L YRERCTR I EEEFCTOWT, K
GAEHMFFAET B & T Lo 2HR#UE Table 37 ik L
ToeBH T, MEAMMCETEZIRDbRich 7,
v) EPHRE - AOHE, WK, EAE

IR - AOHE, SED BRI I 5 HE L
bR EBEL 2 AFEDH &L Table 38 3
XU 39 Dl h, MIEAFEICHEETELED Shich
-1

vi) BIEE

X5, CEZHSBTEEM, CS-117085HRE
GIRRLEH\ X 5 Th 2 TEABERNCH BELED D
nigh otz

vii) BRI

WRHE, BRAMHEDORE Lic2soflicowT
D, ERRGAOKE, WK, EEE ERER TR
B, Mo, Mo, #7 7 —+, Pa0, PaCOy, A
MEE, FRikfEds X 0 CRP 2, Table 41 wiTis)
TWTFhOERI BT, HEANMcEEZREY
15F (RS D

viii) RLH

S RBENHHEES MR AEI% Table 42 K7TL
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Table 33 Bacteriological effectiveness classified by sensitivity of causative bacteria
(Total cases judged by committee members)
Unchanged & ..
M/I‘C;l) Drug | Eradicated {Unchanged| Replaced | appeared Total Suatistical
(g new bacteria test
<01 CS-1170 0 0 0 0 0
’ CEZ 1 0 0 0 1
0.2 CS-1170 0 0 0 0 0
’ CEZ 0 0 0 0 0
CS-1170 0 0 0 0 1
039 CEZ 0 0 0 0 0
CS-1170 1 0 0 0 1
. N.S.
0.78 CEZ 1 0 1 0 2
1.56 CS-1170 0 0 0 0 0
CEZ 3 0 0 0 3
3.13 CS-1170 2 0 0 0 2
CEZ 0 0 0 0 0
CS-1170 0 0 0 0 0
6.2
’ CEZ 1 0 0 0 1
12.5 CS-1170 0 0 0 0
CEZ 1 2 0 0
Total CS-1170 4 0 0 0 4 N.S.
CEZ 7 2 1 0 10
Table 34 Backgrounds of patients
(All cases)
Sex and age groups
Drug Sex Age| < 19 20~29 | 30~39 | 40~49 | 50~59 | 60~69 | 70~79 80=< Total
Male 0 3 3 5 10 28 16 4 69
CS-1170 Female 0 1 1 3 10 19 18 3 55
Total 0 4 4 8 20 47 34 7 124
Male 1 1 6 10 11 22 20 6 77
CEZ Female 0 3 2 3 9 13 4 3 37
. Total 1 4 8 13 20 35 24 9 114
Statistical test N.S.

YT, MEABMCEEZRED SRILH - ko

b) HIELR

SODHE LY, 14 BREIOEENEIES Wi iE 6
1%, Table 43 b, CS-1170 £ b 124 ik 94 4,
CEZ #E 114 Bk 91 BITh Y, 3HLMCREDHE
ShIEFN 3G, 4~7 BCTHREMPIE X R IEMD
1851, 8~13 HCHIAHIE X RIS 32 PIFET

B, WRFIBECEEZIRD LRI, 5T

FHIMN 14 AR ThEZhioohb 53 FlOFHEFE
Ty, Table 44 RTER D TH 5o

c) PEAZEHR

A HGARE IR e, foREH, P, Bl
BEBEATwALN, EATwAL VHEWEEH, HREEFHE
#, Rl EboEFO A TIobh T EE B3,
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Table 35 Backgrounds of patients
(All cases)
Body weight (kg)

Drag 22U W <29 | 30~39 | 40~49 | s50~59 | 60~69 | 70=

Unknown

Total

CS-1170 2 23 44 38 13 1
CEZ 4 12 35 38 16 4

124
114

Statistical test N.S.

Table 36 Backgrounds of patients
(All cases)
Diagnosis

CS-1170

CEZ

o
w

Pneumonia

Bronchopneumonia
Panbronchiolitis + Pneumonia
Bronchitis + Bronchopneumonia
Chronic pneumonia

Obstructive pneumonia
Pleuropneumonia

PAP

Lung abscess

Lung abscess + Pneumonia
Upper respiratory tract infection
Acute bronchitis

Chronic bronchitis

Acute exacerbation of chronic bronchitis
Bronchitis

Influenza-like bronchitis
Fibrosing bronchitis

Fibrosing bronchiolitis

Chronic fibrosing bronchiolitis
Panbronchitis

—
w

—

O WO = WO =N HOMMORMIMWUMY - DO O ®MHMOO = = o

Diffuse panbronchiolitis
Chronic bronchobronchiolitis
Bronchial asthma

Infected bronchiectasis

Lung fibrosis with infection
Emphysema with infection
Chronic obstructive lung disease
Pulmonary tuberculosis
Pulmonary tuberculosis with secondary infection
Tuberculous pyothorax

Lung cancer with infection

PIE syndrome

Suspected acute diffuse interstitial pneumonitis

—

O H = O O = W

16

-

—
N

:OHOOHOOQW

O = Vi = O O = O = =
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Table 37 Backgrounds of patients
(Allcases)
Grounds for diagnosing the presence of infectious symptoms

Purulent Fever Finding in Leucocytosis Others
sputum chest X-ray
Drug None Any None Any None Any None Any None Any
CS-1170 41 83 45 79 26 98 55 69 99 25
CEZ 37 77 39 75 22 92 49 65 100 14
Statistical test N.S. ' N.S. N.S. NS NS,
Table 38 Backgrounds of patients
(All cases)
Underlying diseases
Any
Drug Number of None
Group A &
cases p
Group A Group B Group B
CS-1170 124 8 15 94 7
CEZ 114 9 14 84 7
Statistical test N.S.
GroupA:  Lungcancer, Malignant tumor, Collagen diseases, Congestive heart failure,
Hematological disturbances, Central nervous disturbances, Nephrotic syndrome
ete.
Group B: Chronic tespiratory tract diseases, Diabetes mellitus, Cardiovascular diseases,
Renal disturbance, Hepatic disturbance, Bronchial asthma, Bronchiectasis,
Pulmonary tuberculosis esc.
Table 39 Backgrounds of patients
(All cases)
Pretreatment with antibiotics and
past history interfering with present illness
P ¢ with antibioti Past history interfering with
Drug Numberof | Pretreatment with antibiotics present illncss
cases
None Any Unknown None Any Unknown
CS-1170 124 87 34 3 82 42 0
CEZ 114 73 40 1 67 47 0
Statistical test N.S. N.S.
Table 40 Backgrounds of patients
(All cases)
Severity of illness
Drug Severe Moderate Mild Not noted Total
Cs-1170 23 75 24 2 124
CEZ 29 65 19 1 114
Statistical test N.S.
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Table 41 Backgrounds of patients
(All cases)
Initial symptoms and signs
Parameter Body temperature (°C) Cough Volume of sputum (ml) Property of sputum
= c g q
Degree g g g H
3 <37(37~ |38~ |39s| £ - + ++ | & 0 1~9 uz‘ 50 € - M PM| P §
No. of c < ~49 c
Drug cases =) =) =) 5
CS-1170 119 39 | so | 27| 3 | o | 4 |57 |s4| 4| 4| 34|48 | 21|12 |4 |18|6]3)]|;
CEZ 111 35 | 48 [ 22| 6 | o | 10| 44 | 47 | 10] 7 | 32|37 |28 7 | 7 |1t]|ss|3]s,
Statistical test N.S. N.S. N.S. N.S.
Parameter Dyspnea Chest pain Rales Cyanosis PaO2 (mmHg) PaCO2 (mmHJ
g : : : RE
D H
No. of cgree — |+ |+ + _§ - | + _§ — | + |+ + _g - | + E 80=< 196?) 194?) <40 E <49/49s _%
Drug cases 5 5 5 5 5 S
CS-1170 119 64 32|21 | 2 |88|28| 3 |18|56|41| 4 |102)15| 2|2 |25|14|1|77]36]56]|nm
CEZ 11 613317 076|305 |19|53|34| s |8]|21|2|1|25]8|0]|77|3]|4|n
Statistical test , NS N.S. N.S. NS, | N.S. | NS,
Parameter WBC ESR (mm/hr) CRP :
c < c
Degree £ 8 * g
No. of <8,000(8,000~[12,000~20,000< £ | <19 [20~39|40~59| 60s | & - eS|
Drug cases S 5 ~r z
CS-1170 119 39 46 29 4 1 1 25 19 52 12 11 s | 48 | ¢
CEZ 111 38 36 34 3 0 10 27 18 54 2 8 52 | 45 | 6
Statistical test N.S. N.S. N.S.
Table 42 Backgrounds of patients
(All cases)
Causative bacteria
Bactetia CS-1170 CEZ
Staphylococcus aureus 8 1
Streptococcus pneumoniae 9 4
Escherichia coli 0 4
Haemophilus influenzae 8 5
Haemophbilus, not identified 1 1
Klebsiella 6 8
Enterobacter 1 1
Enterobacter cloacae 1 1
Proteus mirabilis 1 0
Pseudomonas aeruginosa 3 2
Klebsiella & Enterobacter cloacae 1 0
Streprococcus pneumoniae & Escherichia coli 0 1
Staphylococcus aureus & Klebsiella 0 1
Streptococcus faecalis & Proteus 0 1
Mycobacterium tuberculosis 4 2
Unknown 81 82
Total 124 114

Statistical test N.S.
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Table 43 Backgrounds of patients
(All cases)
Duration of treatment
Durat
Drug 4raton) - Total =<3days | 4~7days |8~13days| 14days | Unknown
CS-1170 124 3 13 14 94 0
CEZ 114 0 5 18 91 0
Statistical test N.S.
Table 44 Backgrounds of patients
(All cases)
Reasons for discontinuation of treatment
Drug CS-1170 CEZ
Number of cases 124 114
Cured 7 1
Good effect (Peroral chemotherapy, 4 6
subsequently)
Poor effect 7 6
'§ Insufficient effect 1 3
£ Side effect 5 1
§ Pulmonary tuberculosis 2 1
& | Infection caused by Psexdomonas 2 0
Infection caused by E. cloacae 0 1
PIE syndrome 0 1
Serious condition 2 2
Unknown 0 1
Sub total 30 23
Continued for 14 days 94 91
Statistical test N.S.
Table 45 Backgrounds of patients
(All cases)
Combined drugs
—_—
Antibacterial | Antitubercul-|  Cortico- |. ofl Ant- Nonj.st;ro:dal Antipvreti Oth
Drag | No.of drugs ous drugs steroids | inflammatory| antiin dam- ntipyretics thers
cases enzymes |matory drugs
. None| Any |None| Any | None| Any | None| Any |None| Any |None | Any |None | Any
G170 | 124 | 121 18 | 6 | 123 10 | 14 [ 121 3 [ 122 2 | 73 | 51
CEZ 114 112 2 108 6 112 2 101 13 108 6 111 3 70 44
Statistical test N.S. N.S. N.S. N.S. N.S. N.S. N.S.
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Table 46 Clinical effectiveness judged by doctors in charge
" Good Fai P Evaluation Total .
Drug Excellent 00 air . Poor impossible ota . Statistical test
CS-1170 27 (22.7) 55 (46.2) 15 (12.6) 9(7.6) 13 (10.9) 119 p<0.010)
CEZ 14(12.6) | s4(48.6) | 19(17.1) | 18(16.2) 6(5.4) 111 CS-1170>CEZ
(1): U-test Numbers in the parenthesis indicate percentage,
Fig. 32 Clinical effectiveness judged
by doctors charge
0 50 1009
T T T 1
Statistical
CS-1170
test
’ @
P<0.01
CEZ CS-1170>CEZ

Excellent

Fair

Evaluation
impossible

Table 45 1Z;R3 Xk 5 ik, WFhotREAICOWT Y
FZEFIBERS CEBZ3IRDSAT Mol

d) EEIR%DE

AVER=F I HEAIh 230 Sl ovToE
BRI X 2 HRHER TR Table 46, Fig 32 wimt
#HT, CS-1170 85 119 b ER) 27 B (22.7%), &
%5561 (46.2%), ©LHEH 15 (12.6%), &%) 9§
(7-6%), ¥ & T HE 55\ IRHTERA L 13 6 (10.9
%), CEZ$5 111 Gich%%h 14 ) (12.6%), A% 54 B
(48.6%), ©°H% 19 61 (17.1%), &% 18 4 (16.2
%), HETES B\ IHETR L6 (5.4%) T,
FEFAFHICEEENAD bhis,

ETHREROHE LEEREC Y h BEYET L TEEBR %
RE B LIcpig Table 47 i3 L 3 DT, Bk
;U#%ﬁmkmru,ﬁ%ﬂ#ﬁmﬁﬁ%ﬁabbn

e ool BIETIE, CS-1170 58w 5 B A K,
CEZ BEH2h R L MGANPPEHEEL ¥
%, %, ©HL, KL, HENEOEMAROIHT
ZTh, EPHLEDRHRLAHRCLTD, ARIE
BICAEENTED bhic,

ERKE - AOHEO AR TES L CRRSELIRL
TeBUtix Table 48 i3+ % H G, group A DEBE
B AHEXETABERCH\T, CS-1170 4R
BRI, CEZRERE|HANPLRHFEL, A
ABECAEREORD SR, toBIILE A
AR BRIZED bhith ot '

B. ElIfeA

PERLTORIERRNNREG 281 fish, FLPO
BENEIFAS X CERRERKO REEORD b
FEBIE Table 49 iR LIz g b, CS-1170 5345 1206
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Table 47 Clinical effectiveness classified by severity

(All cases)
Severity: Severe
Drug Excellent Good Fair Poor Fvaluat.lon Total Statistical test
impossible
CS-1170 6(28.6) 8 (38.1) 0 6 (28.6) 1(4.8) 21 NS
CEZ 5 (18.5) 12 (44.4) 3(11.1) 5 (18.5) 2(7.4) 27 h
Severity: Moderate
Drug Excellent Good Fair Poor Fvaluat,wn Total Statistical test
impossible
CS-1170 18(24.7) | 32(43.8) | 14(19.2) 1( 1.4) 8 (11.0) 73 NS
CEZ 7 (10.9) 38 (59.4) 7 (10.9) 9 (14.1) 3 (4.7) 64 -
Severity: Mild
Drug Excellent Good Fair Poor ?valuat.lon Total Statistical test
impossible
CS-1170 3 (12.5) 15 (62.5) 1(4.2) 2(8.3) 3 (12.5) 24 p<0.051)-@
CEZ 2(10.5) 4(21.1) 8 (42.1) 4(21.1) 1(5.3) 19 CS-1170>CEZ
(1): U-test Numbers in the parenthesis indicate percentage.
(2): x*test

#1316 (25.8%), CEZ #5111 fish 25 ) (22.5%)
'C’b 50

ohb 56 Gl o, EIfER - RAEREODIE
¥& e X hicESIT CS-1170 # 5 8 T3 56 (4.2
%), CEZ#LEBTIZ14 (0.9%) Thoto

EifER & LTHBE LERORRIZRE, RE, &E
B VD7 VA ¥ —-KIEACS-1170 #5881z 4 i, CEZ
BEBR 2 fRD bR, HLEREEY CS-1170 55
1214, CEZ #5834, HimfER» CEZ 57
1FZED LI

BEMBREE L LTREHE D0, miE GOT-
GPT, Alk.P-ase © LR ThH Y, HEHARGHFEhE
h 13 FED b, DWTEHE % ) DL FRATRA
£Thb, CS-1170 HE5 8w 10 B, CEZ 55w 3 4
ZFvbh, BUN bawifFsv7F=v 0 ERIH
EHBcFh Fh 3 AR bh, KKK, mEaRE,
~< b2V y FMEOHANL CS-1170 B 53 1 4 B,
CEZ # 53w 2 AR» Sh, £0f, CS-1170 # 53¢
K187 — s A7 A+ OBEMEAENBED LR,

FHRECL VEWERL A WVIIREBEREXIBHE L

D3, Table 49 40 X 5 1z CS-1170 $ 5 124 Firk 14 £
(11.3%), CEZ #5114 fis 11 61 (9.7%) THh %o
Zh oo 5 bEIWERAD e i 2 ik T h IEMI,
CS-1170 B 58Tt 5 4 (4.0%), CEZ # 5 #Tix1
B (0.9%) TH %o, ThHEREIR X VIEHINE
EF, BEMERBEOMN R, Tabledd CLBDLED
Th 5o

ZhBNER RN S8 X OCSEAThiz o
T, BIEAE LTHB LER: SO REBRT O
HEBERCIHEAHB CTEEEYRD b o1

£, SEOLBERBRCES T, BIRCERE LI
KEHF LI HERROSE LRAKK, BEEEFI
1% GOT -GPT 0 LR AN ) BRRZED b h 7D
T, BEREL 7V AT § F—¥ D ERANEARSCE
BRGAL B 1ES, RPMEAS L OBEENFE LR
WHhERHTHEMNT, P IVATIF—YEREEY
<4 275 X=Hithilidh 5\ I REBRERMO LRA &
EERACST, TORXOEZEAXEEENCHT TR
HLcE R, Table50 WRT ISR, M 27/FX~
Bl 5\ VIZEARERM EAACEST B 7V A7
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Tzble 48 Clinical effectiveness classified by underlying diseases

(All cases)
No underlying disease
. Evaluation
Drug Excellent Good Fair Poor impossible Toul
CS-1170 2(33.3) 3 (50.0) 0 0 1(16.7) 6
CEZ 0 5 (62.5) 2 (25.0) 0 1(12.5) 8
Statistical test NS,
Undertlying diseases: Group A
. Evaluation
Drug Excellent Good Fair Poor . . Total
impossible
CS-1170 0 7(50.0) 3 (21.4) 1(7.1) 3(21.4) 14
CEZ 0 2(14.3) 3 (21.4) 7 (50.0) 2 (14.3) 14
Statistical test P<0.01(1)
CS-1170>CEZ
Underlying diseases: Group B
Drug Excellent Good Fair Poor Evaluagon Total
impossible
CS-1170 25 (26.9) 41 (44.1) 12 (12.9) 8 ( 8.6) 7(1.5) 93
CEZ 12 (14.6) 45 (54.9) 13 (15.9) 9 (11.0) 3(3.7) 82
Statistical testN.S.
Underlying diseases: Group A + Group B
Drug Excellent Good Fair Poor Fvaluat'ion Total
impossible
Cs-1170 0 4(66.7) 0 0 2(33.3) 6
CEZ 2(28.6) 2(28.6) 1(14.3) 2(28.6) 0 7
Statistical test N.S.
(1): U-test Numbers in the parenthesis indicate percentage.

IF-YLABENEEILE L, Cephradine ¢ Amo-
xicillin O HERBRD 3 4V K1) % LR h bHis
O ERAXBIRERRPE LY SVATIF—Y LR LOME
L FEbh e, BEELNS VAT IF—F LR
LD, & BEMNBED bhich - T,

C. 5K

FEBREME x DIEFUCOWT, BEHELEIERD
WED DHE LIcHA #12, Table 51, Fig.33 1R L
ek sy, CS-1170 $¢5. 119 Gich A Ftk % b 846 (70.6
%), RRXAFMEESLY 146 (11.8%), HRMLL 14 4

(11.8%), ¥ R HH\VXERL LT A (.9%)
CEZ# 5 111 Bich A At b 67 B (60.4%), *PHR
HH D176 (15.3%), BRI L 23 A (20.7%), #
ERED BRI L 46 (3.6%) T, T XKAHH
CHEBENTD bhi,
V. BERSTCER

£H 38 HRCE\WT, PRERPELIRERLL
T, CS-1170 } CEZ o iafeshRrs b Elfe A=k
BRER X b B L,

CS-1170 i3 B-lactamase o LCREwBRTLL
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Table 49 Side effects and laboratory abnormalities

Cases adopted by committee members Cases adopted by doctors in charge
CS-1170 CEZ CS-1170 CEZ
Number of cases 120 111 124 114
Number of cases without 89 86 110 103
side effect
. Continued | Discontinued | Continued | Discontinued | Continued | Discontinued | Continued | Discontinued
[Number of cases with side effect
26 (21.7) 5(4.2) 24 (21.6) 1(0.9) 9(7.3) 5 (4.0) 10 (8.8) 1(0.9)
Rash 0 2(1.7) 1(0.9) 0 1(0.8) 2(1.6) 1(0.9) 0
Fever 0 1(0.8) 0 1(0.9) 0 1(0.8) 0 1(0.9)
Itching 1(0.8) 0 0 0 1(0.8) 0 0 0
g | Diarthea 0 1(0.8) 0 0 0 1(0.8) 0 0
o .
. | Upperabdominal
a 0 0 1(0. 0 0 0
g | discomfort ©9) 1(0.9) 0
@ | Nausea 0 0 1(0.9) 0 0 0 1(0.9) 0
Nausea, Anorexia 0 0 1(0.9) 0 0 0 1(0.9) 0
Tendency of
hemorthage 0 0 1(0.9) 0 0 0 1(0.9) 0
Elevation of GOT, 5
GPT, Alp 2(1.7) 0 23)(1.8) 0 1(0.8) 0 0 0
Elevation of GOT, GPT | 34.7)(2.5) 1(0.8) 36)(2.7) 0 18) (0.8) 1(0.8) 1(0.9) 0
Elevation of GOT, Al-p 0 0 1(0.9) 0 0 0 0 0
Elevation of GOT 1(0.8) 0 4(.6) 0 0 0 2(1.8) 0
' Elevation of GPT 1(0.8) 0 2(1.8) 0 0 0 0 0
g Elevation of Al-p 52) (4.2) 0 1(0.9) 0 1(0.8) 0 0 0
5 | Elevation of BUN, Cr 12 (0.8) 0 0 0 0 0 0 0
E | Elevation of BUN 19(0.8) 0 2(1.8) 0 0 0 0 0
| § | Elevation of Cr 1(0.8) 0 1(0.9) 0 0 0 0 0
& | Decrease of Hb, Ht,
3 b 1(0.8) 0 29 (1.8) 0 0 0 0 0
g
| 8 | Decrease of Hb, RBC 2(1.7) 0 0 0 0 0 0 0
3 | Decreasc of H, RBC 19(0.8) 0 0 0 0 0 0 0
Anemia 0 0 0 0 0 0 19 (0.9) 0
{ | Posidvein Coombs 108 | o 0 0 19.0.8) 0 0 0
Increase of cosinophile | 101.%(8.3) | 0 39(2.7) 0 4(3.2) 0 1(0.9) 0
Dectease of WBC 0 0 0 0 0 (] 19 (0.9) 0
Number in parenthesis indicate percentage. Statistical test N..S.

Number of reference marks indicates same case.

Table 50 Relation of severity and transaminase and that of transaminase and mycoplasmal
antibody and cold hemagglutinin titer

Mycoplasmal antibody titer and cold hemagglutinin titer
Severity of illness : Total
ElcvatAlon of'both Normal Unknown
or either titer
Severe 0/0 0/4 1/9 (11.1) 1/13 (7.7)
Moderate 3/13 (23.1) 1/32 (3.1) 2/21( 9.5) 6166 (9.1)
Mild 4/18 (22.2) 5/58 (8.6) 1/19( 5.3) 10/95 (10.5)
Unknown 0/4 1/32 (3.1) 2/14 (14.3) 3/50 ( 6.0)
Total 7/35 (20.0) 71126 (5.6) 6163 ( 9.5) 20/224 ( 8.9)

Number of patients with elevated transaminasey Total number of patients. Numbers in parenthesis indicate percentage.

«2-test x2-test

0. levati
1726 | 0.0296 | 0.1382 | Severe 1.3323 | 5.4038° E evation of.both
or either titer

Li707 0.0010 |Moderate

0.5060 | Normal

0.3612 Mild

Unknown *.P<0.05
Unknown N.S.
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Table 51 Clinical utility judged by doctors in charge
. Evaluation ..
Drug Useful Slightly useful Useless impossible Total Statistical tegt
CS-1170 84 (70.6) 14 (11.8) 14 (11.8) 7(5.9) 119 P<0.050)
CEZ 67 (60.4) 17 (15.3) 23 (20.7) 4(3.6) 111 CS-1170>Ckz
(1): U-test Numbers in the parenthesis indicate percentage,
Fig. 33 Clinical utility judged by
doctors in charge
0 50 10095
T I A 4 ]
CS-1170 = Statistical
= test
0]
P<0.05
CEZ CS-1170> CEZ

Useful

Slightly useful

Evaluation

Useless

@D : U-test
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BOMBEELR 4g &, BRABLYLPHVEEAY
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TEIE LI L, ERDX 5 kgiBotEL
BMichic» TEIBREAT w4 Foiamossy
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w13 41 (&%, A% O wIERE 62.8%) &,
CS-1170 p ¥R CEZ DGl v, FEH
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* Writer

In order to compare the efficacy and side effects of Cefmetazole (CS-1170) with those of cefazolin
(CEZ),a comparative clinical trial has been carried out upon respiratory tract infections at 38 insti-
tutions all over the country by means of a double blind method.

CS-1170 as well as CEZ were intravenously drip-infused twice a day for 14 days at a daily dose of
4g to 238 patients with acute or chronic respiratory tract infections.

A statistical analysis between the two drugs was made on the efficacy in 176 cases, excluding the
cases departing from rules of the protocol, and on side effects in 231 cases excluding the cases which
infringed rules of the protocol.

Furthermore, a statistical analysis between the two drugs was also made on the efficacy and side
effects in almost all cases according to the judgement by doctors in charge.

The conclusions obtained were as follows ;

1) The clinical efficacy of a daily 4g of CS-1170 was significantly superior to that of CEZ in the
treatment of respiratory tract infections.

2) Regarding the degree of improvement in body temperature on the 3rd day and in volume of
sputum on the 14 th day, the group treated with CS-1170 was significantly superior to the group tre-
ated with CEZ in pneumonia and lung abscess. In addition, regarding the degree of improvement in
cough on the 3rd day, the group treated with CS-1170 was significantly superior to the group treated
with CEZ in the diseases other than pneumonia and lung abscess.

3) No significance was observed in the occurrence of side effects in both groups.

4) The clinical utility of CS-1170 was significantly superior to that of CEZ.



