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MR SRRRGAE Xt 3 % Sisomicin(LLF SISO & Ws4) & Dibekacin(JAF DKB LE&3) D
K%E, BfEAR IUBERHC OLWTZETFREC X Y KRN L, UTo#ERELB 1,

1. 2ER 137 flo o>y, NEELEFWT B M, avie—5—rkb 18 GINEESE
BIXUOHFRAEONL LB & Ko ik, BIFRRERRROERS 1 %KL 136 FI Tt
Lo .
2. /NZRSHAG 102 $I(SISO 3 53 7], DKB B¥ 49 f) DHEAEFECIRKI iz 67 (SISO
7¥ 34 #, DKB %t 33 i), #t 7t PRERESIE 31 SI(SISO ¥ 18 B, DKB ¥ 13 ), ffifk
[RAE 4 $I(SISO B£ 160, DKB B 381 Thoto ThHD EMADOERRTFERHNLEE, ik
REFIC R 2 E4FHE LOCHEFIC I 5 HEEOFETEERRY AR bhlh, Zoftol
BRFROWCIEAREICAEEELREDR Ao T

a2y re—5—AF 119 FI(SISO 3 63 #, DKB # 56 f) Cx} 5FAHOEREFIILE

MAY 1980

BEXRDILIho T

3. NNZEESFASIEI ABERSE (NEESHE) 13, £fiTik SISO HoFsRiz 57%,
DKB BT 45% Thb, MHMCEEZLYRDII ol KENCRA LR, AR %
5 SISO BOFK%EN DKB HUREERER T foo HRMAETRBRYIES X OIH{LIRE
TR HBERBRICOVCTIHHERCEEERRDI - T

avber—5—KAMATE 20AKICKENCKTAEHOBERDE (TREHE) ChHEX

Xish o oo

4. EWWFAIR XUEERKRERE GO REFAE TR EN LI - T
5. =2V be—JFRAFICE\T, SISO BT 59%, DKB BT 64% DIEMMNERAESHD LY
EIhic, 2R IVCKENOMBEOERECEREIZDD bR, T

I. & H

Sisomicin(LL T SISO & #&3) 1%, Micromonospora
inyoensis "HLELEIhBZF LT I VERKEFTH
b0 KAIKE—KOHDHKY, ZTofER X Fig 1R
3+ & kb, Gentamicin(LAF GM L #3) Cla i@ ¥ 10
LTwaY% REGEHHEOMEA~7 bre FL, &
O/ 7 AaHBE S X, S aureus XL THEH
ClERT B, ¥, MEOT i /ERAEREL, X
hGREER TR /N B E B B (Minimal bactericidal con-
centrations) kT AREHREEX T T L\ 529,

4E, bhbhiXxFOFRBEPECN T 2HAH
¥RETHEMT, B 52 £1 A 6EM 53 £5 A
¥ T Tablel wR+4£E 34 BRITE VT, KA &
KW-1062 iz -> ¥ Dibekacin( A F DKB & B&3) # &t
BELTH»EFTREC X 5 3HAOBKERRR Y EE
Lo AL\ Tix DKB & SISO oo Higiigtic -
WTHET B, sk, DKB & KW-1062 & o H &Sk
COWTRHACRRENDTFETH %,

II. & 8 /5 &

APl ey, AFRBROREKE, S, A
BHEZFCOWTHEL, ROLBVEBELARL,

1. SEEE

K EPEEE, ML X OKEZINRE - 184K
B« KT « I« OV AMEAIGE 4 - Itz

e EfEis 5 AP RBRLIE, B XOMLREST
50, ENSEIRFIVEERMIBRATI L EL
o Ete, ¥4 275 A<tk X OERERRERD
BAZLEL®Bws &L,

2. XN&BEE

ABERABE &L UHARMb A, EHF s X OB
7 AAERRZORENA VS b o vEERR
R EDOMOMEEE, 7 I ERAERSB VTSV LT
YVIRBBIEDCHARETHE, BhH\ITTHERE
YETHERICEBLEBEED S VIZAHERFT
DEIRERENOBRATHE L L LT,

THi, RRERC X % BEHAMO 3 AR Kana-
mycin FER FURIBEM 7 § V BERALFNREE S h
TES, B XORRERSHGIOMERECIVTT

Fig.1 Chemical structure of Sisomicin

OH

HiC N 5'2,0 H:N72 )
HyCHNAZ ou- oK 0~ CHNH:
"R
HzN NH:
0-2, 6-diamino-2, 3, 4, 6-tetradeoxy-a-D-glycero-
hex-4-enoppranosyl-(1— 4)-0-[ 3--deoxy-4-c-me-

thyl-3-(methylamino)-B-L-arabinopyranosyl-(1
—6)]-2-deoxy-D-streptamine
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KERBHEZLOODBERAZERATEZ L2 T,

Table 1 Collaborator clinics

Department of Internal Medicine, Tokyo Women’s Medical College

The Second Department of Internal Medicine, The Jikei University, School of Medicine
Department of Internal Medicine, Kyorin University, School of Medicine
The Second Department of Internal Medicine, Faculty of Medicine, Kyoto University
Department of Internal Medicine, Tokyo Metropolitan Geriatric Hospital
Department of Internal Medicine, Sapporo Daiichi Hospital

Department of Internal Medicine, Sapporo Teishin Hospital

Department of Internal Medicine, Hokkaido Social Insurance Central Hospital
Department of Respiratory Disease, Sapporo Railway Hospital
Department of Respiratory Disease, Iwate Prefectural Central Hospital
Department of Internal Medicine, Kesennuma General Hospital
Department of Internal Medicine, Sendai Teishin Hospital

Department of Internal Medicine, Tohoku Rosai Hospital

Department of Internal Medicine, Ohara General Hospital

Department of Thoracic Surgery, General Iwaki Kyoritsu Hospital
Department of Internal Medicine, Tachikawa Kyosai Hospital
Department of Internal Medicine, Tokyo Metropolitan Fuchu Hospital
Department of Internal Medicine, Inagi City Hospital

Department of Internal Medicine, Mitaka Hospital

Department of Respiratory Disease, Fukui Red Cross Hospital
Department of Internal Medicine, Nagahama Red Cross Hospital
Department of Internal Medicine, Hikone City Hospital

Department of Internal Medicine, Moriyama Hospital

Department of Internal Medicine, Kyoto National Hospital

Department of Respiratory Disease, Kyoto City Hospital

Department of Respiratory Disease, Kyoto Katsura Hospital

Department of Respiratory Disease, Kitano Hospital

Department of Internal Medicine, Kansai-denryoku Hospital

Department of Internal Medicine, Saiseikai Noe Hospital

Department of Internal Medicine, Osaka Teishin Hospital

Department of Internal Medicine, Osaka Red Cross Hospital

Department of Internal Medicine, Kobe Municipal Central Hospital
Department of Internal Medicine, Himeji Red Cross Hospital
Department of Internal Medicine, Kurashiki Central Hospital

REEACOWTULIEL 7Y A, 1B 3EHETS

ek, NREBHFTIXTESLEFEBRRD BRS¢,
RAExBsz ikl i,
3 EHWIOHEHE
BREEFITELEDO2HTD 5,
HERFE SISO 50 mg(Hifi)/7 v 7 A (1 ml)
%tf@% DKB 50 mg(Hffi)/7 v 71 (1 ml)
LREEAGABRLBATRELL, LEMNS 465 77
eley bELT,
BEFER, MEERAC OO EEEAY 11
Tv7na, 1B2EGET S EE LA, MFIEHG

TEELt, ¥, HMEETRBREPIES X UMLERE
CoWTR1E17v 7L, 1B3EMETAZEEL
7o
BHEMMREERL T7 BTV, SHIEEY
MRTHILEDHHHET 14 BRBRE L L TCRA—FH
BRETHILE LT, ¥, BREERLED L HE
L, MFCEET B4 FAI L L TRGHAE 72 B
xR LI BicfTieo &L,
BEFREBREIFANER LB EIE IR EY
L, TORERY ER BFE, To%oFAERH
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Table 2 Procedure of laboratory findings

Item Pretreatment | After 3 days | After 7 days | After 14 days
Chest X-p o A o o
Hb, Ht, RBC o) o e}
Platelet o o e}
WBC e} O O
ESR (1 hour) o o o e}
CRP @) 0] o} (o}
CF-antibody O O
S-GOT, S-GPT, Alp (o} e} o)
BUN, S-Cr. e} ) o}
Protein in urine o o o
RBC
Urinary sediment WBC o o o
Casts
Isolation of organism e} o o
Fractionation of WBC A A A
Cold hemagglutination A A
Hemoculture A
Hearing test o* A* A*
O : Necessary
A If possible
O*: Carry out the examination by audio-meter, if possible
A*: When observed the abnormalities

EE;'?.ZQ Z k k Lf:o

4 avirE—5-—
ABKRBO2Y F o —5 —CRFRRFE BHKEE
BiZ L& T SERMRT ERBERELEnseD,
EHBAOTEENE, EIEAEIF, Key-Code DR,
Key-Code BAHE D7 — ¥ REFEDRIER TR0 Tco F
7o, ABREER IUHEEOSRIARBMAINIC2Y IR
— 5 —REEBREKEE - ¥ v POV TEYL T
AR CRBRET R VWHETH S LAHRE S hic,
5. BEAZEH
HEBARERGERIMMOEEEAIA LW &
L Utco MBGEURA], MIRER (R7 P4 FAl, WHoE
FEHLE) FREMELTHALRVA, 2B R
LicB&ixiEHE, 1085 HEHMNS IOGRE
HEEHTH & & Ui, EBERRA, ERAER O G
BAREREL, LI, BKR AMLHORERY, —i
BB S L OERER, SHECRTAABERTI- e
BEILTERTHZ LEL,

6. fER-FTROBE, BEKKREDENH

1 ER-TROBE

iR, IRk, R, B R (B R ER
OEE), TREY, E WESEF F7/-¥ M

Ere2nwTikFEl L L CERBRERWLRAIE LT
BTl dinl LLBER, #5553 RE,
5%, 7TH®%, 14 BEILTERTHILER L T
REDOE, B OWTIEENRGTOhBBEDLD
Z{) LU, BT (4) BIXOEHOENED (—)
D 3BT, BWRECOWTIX1 A 50ml B ERd,
49~10ml % (H), 10ml kKix (+), HH 2 T%
(=) &Lt BROMRICOWTIZIEY (P), BYH
(PM), HHEMD3EELL, BRIZOWTIE (),
& (—) Lo MEERHREETRYETHIREDD
D% (), BT (+) BIVPREED SO (=)
DIBREL LI 77 7—%, ROV TEE (),
&/ () D2BRMELL, B FXEHREOHMICLY
ZORBEY (), (+), (—) o 3RMHETH L
Clico ¥, &R, MK, PFRE mECOWTIL
ZARPERTHETHC L ELic, EHRFTEBIROV
Tk, EH, TORELBEXRERTHZLLELY,
2) HBERBREDEH

By v b F v BES X CBERRER VTS, R
L1LT Table2 Lk hEHTSHZ LR,

3) BAEDKREK
ERBOFEC LV BRAEORERT RV, BREE
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EOBARTHELL TERTAZ L LI, ¥, &
AEBENTRT% SISO 3 X Ut DKB o MIC ikfRA#MAE
BRMEST THIE I i,

7. BEESIVOHROHE

KRR THEREEAROWTEBER X b TEEHH
Fxh, IHLTEADEB X b BERCEERZ R H
EIxNt, BEEX (EE] TPEEL MBE] O3B
Bk L, BRERBR TER), [HR) ToRE%]) [E
%), Bl ©5BEeFTTHEI R,

8. HIEFMHR
BEXAEIBEELIBS, THRERCX ) MEENHREN
HEI i HERSE [HEL, TR (REL TH
K1 BIVTHETR] 05 EfEE LT,

9. EIfFR, BRREEOCRELER IVHELLE
D¥IE

BIfER L E XL OhBERNERL Io3B A%, X0E
R BE, REERSIVCEER, LERIUERAYFHHE
WEEHL foo

¥, BRBREBECREEDNLDRISEAL, £0
BORERKES JOCHERRCOWTOEBRED = 2V
b ﬂ;ﬁ'g }'Lﬁ:o

IHE, FRER L Y BEEHOBEREE T DOWT
FBIfEALL L, TEIWER % d ki), TBIfERD fod
k] D 3 B S & o

10. FREOHE

THREHE 2 DEFADOLERERFOE, BEFRAHD
FREZIERL R°FH]) MER) MFELfkw]
D 4 BHECHE L foo

1. DNERLSRIBYHE
ARBRTHRCLEADOBBRAEERS LN VE 7
1V h% 1 AFTCED, HRAEZRDOREENDLR B NE
B4 BRER  BKENR, FE B IHRET &
XRE, BH B MFEHVR7 VAT E R T
W, ILRFEEERLBEKER REFRCL LOE,
MEREEE LBERSELHEL To

k¥, MNERLRIBHECELD, 2V ir—5—
PREROTREC X 2B EEE, BERDE, 8
Wi L OHETRBMIETVERD, ThEFEEL I
D BBVEET 4 L ADFY

ZANADEHA, BEAREYRELLTIEFRAE
EL, MEBLDEHC I VFHEDCERELTH T 4 1 A
REE LT, L 1 KB LOBREOIND &R,
b, RYEVHIR® 10, EEX 0 L35 11 BfEwHE
Lic, £7 4 M ADHERTHE, EFARGCHEAIEC
BEL, YEERERIVEBREC L 2BHMEBOHRLTT
7‘&07‘&,

2) EEE, BRZFEOHE

B VIRBOFERER, BRERS XUCBRERFCD
LOWTHRRO BEEEY IEIE], MFE%ES MEiE]
D 3 BRECHEL oo BRI VRME, BKE
KRB IVBEREOHB LY, BETHKL 14 B
DEBHREE LBERTHOBAERSRE L O>WT [E
), TEZ), TRF%], TE%] SXU TE ] 05
&p%kti{i”%bf:o

IR BBV B ERSREDOHE TR VHEBOKY
FELDIBE LU, FHRMIFRERYE & MLIBE
BN\ TIRE 4 DIEFIBICIE R DB MRS B T,
i v iRz BB L Yo,

ek, HECBL L, MER2RD—E¥&HELL
THEL. ¥, ERBIBCOFBRT 5EEDES
DHBOBCIXNEREREREL, ZoHERNbLHT
B D BB D RS B T,

12. Key-Code BgH

FRDHER T, RNTINEELRC LY, EHE
AR E L TOBEIRE I NI, MERSTEV
T, UPED L hcHRRBCK T 5 HEF OHREL
BrBEchETA ERANEL, TRARHEEAL LW
EFN 2 TR LR L oo

B, 2V e —-5—-RIVPNERELT TR N
EGAMNBREIh, TREOBMEE, 22V bR IV
BIREAIHLRIEL, SEOEKAROBEHNALESL
BB 7o\ & Hl R M AEGI AT Tl ST R & hn %
bhio ThBLDEFICOWTIIERERR L 1B E5HEK
R E BRI OWTENTTAC LT,
LTOF—-XE2BEBCATIL, =5 —DEWZ L%
L 7c LT Key-Code #BHFHL 120

18. 5 — X DOFEWT

B OBIMI=2 v t v — 5 —RELORGFTH A5
ARREL, RBEHREES IOMBERSHOBREOE
BRTF, BABKSE, FHEFPEOLKRACEE, BEA
BSEES LOEIERC DWW THEFEER X 5 s
EiE X hico MEER O B X2 #E, MANN-WHITNEY
D UE, FISHER OEERRFEEC I VTRV, &
EiX 5% DHEEKETTIL- 1epd, 10% DBEEKET
DERIBERC LT ik, —HMOHEE (HMrvE7 4
NABOREE) TOWTiE=y 7 AHK () »E
iR AR IR o

III. & ®

KBEF N BENES I CEG AR 137 6l
(SISO #t 73 5, DKB % 64 §I) Thotco T D 5
b, INEBLRI\T 35 FICSISO B 20 £, DKB ¥
15 B MERDBROMFT1 BN I hi, ¥k, 2V
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TR=5—1kb, NEBLTTHERDEDBEFT, OB
iz 35 Blo 5 b 17 G RICmMZ bh, &
5t 119 (SISO £ 63 #l, DKB %f 56 f) =o',
FHREHATC X AHERSE L BERMOBITEITI - T
BERICOWTIR IR DBRAAD 5 B, OIAEF
CRBRERERAOERE L IGER 1 FIxER < 136 5
THEL 7= (Table 3),

Table 3

BAHEGI ORI Table 4 1Rk & &b, NERL
KENTL, FRERPFEROFENTE b L WERT
B, HRHEDOIRELTHHMBUET 4 v AREREN
ARG tcdBBERE L Bleh o ERA8H, 1EH
SR EBREFEERO AD, HENEE G Bk
30, A2 20, FF-IEKRE 26, MELA), fio
AR R R LICER 26, HMUVET 1 L 2RERD

Case distribution

No. of cases evaluated on 153123 i;
clinical response and usefulness Total 102
Cases adopted by
committee members
SISO 20
Drop out DKB 15
Total 35
. SISO 72
No. of
f? 0t cases evaluated on side DKB 64
effec
Total No. of cases Total 136
SISO 73
DKB 64
Total 137 No. of cases evaluated on Is)lzg gg
clinical response and usefulness
Cases adopted l- Total 119
by controllers /
SISO 10
Drop out DKB 8
Total 18
. SISO 72
No. of
ef(f)ecl cases evaluated on side DKB 64
C
Total 136
Table 4 Reason for drop out cases
R Committee members Controllers
cason SISO DKB SISO DKB
Insufficient or no clinical sign of RTI 4 3 0 1
2. Evaluation impossible because of insufficient 4 4 3 2
or no data '
3. Deviation from administration schedule 3 1 2 0
Diseases out of the object 4 3 2
5. Concomitant therapy with other chemotherapeutic 1 1 1 1
agents
6. Possible carry-over effect of chemotherapeutic 3 2 0 5
agents in prior to the test drug administration
7. Use of other aminoglycosides in 3 days prior to 1 0 1 0
the test drug administration (Except KM)
Total 20 15 10 8
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Table S Background of patients (1) (Cases adopted by committee members)

All cases Pneumonia Secondary RTI Lung abscess
, - Statisti- Statisti- Statisti- Statisti-
Characteristic SISO |DKB| cal |SISO |DKB| cal |SISO|DKB| cal |SISO|DKB| cal
analysis analysis analysis analysis
No. of cases 53 49 - 34 33 - 18 13 - 1 3 -
Male 29 34 19 24 10 9 0 1
Sex N.S. N.S. N.S. N.S.
Female 24 15 S 15 9 8 4 1 2 S
<60 27 27 18 16 9 8 0 3 |sIso<
N.S. N.S. N.S.
A | o< 26 | 22 16 | 17 9 | s 1 | o | DKB*b)
<40 6 4 2 2 4 2 0 0
. <
Body weight 405, <60 36 33 N 23 20 N 12 10 N 1 3
ke) | 60< 9 | 12 - 8 | 11 S- 1 1 S0 o | NS
? 2 0 0 1 0 0 0
Mild 13 12 7 9 6 3 0 0
Severity Moderate | 36 32 N.S. 24 21 N.S. 11 8 N.S. 1 3 N.S.
Severe 4 5 3 3 1 2 0 0
Underlying No 15 | 17 15 | 16 0 0 0 1
diseases & Y N.S. N.S. N.S. N.S.
complications es 38 32 19 17 18 13 1 2
Good 17 20 15 18 2 1 0 1
Condition of | Inter-
patients mediate 26 22 N.S. 12 9 N.S. 13 11 N.S. 1 2 N.S.
Poor 10 7 7 6 3 1 0 0
<3 13 12 10 5 3 6 0 1
Duration of 4~7 21 14 13 12 7 1 1 1
: N.S. N.S. N.S. N.S.
disease (days) | g~14 8 13 S 7 11 S 1 2 S ¢] 0 S
215 11 10 4 S 7 4 0 1
. . 100 25 22 18 17 7 4 0 1
Da‘l(’,’ng;’jg) 150 27 |24 | NS. |15 |14 | NS. [ 11 | 8 | NS. | 1 | 2 | Ns.
Others 1 3 1 2 0 1 0 0
<3 1 1 1 0 0 0 C
Duration of 4~7 8 5 4 4 3 1 1 0
treatment N.S. N.S. N.S. N.S.
(days) 8~14 31 30 20 19 11 9 0 2
215 13 | 13 9 9 4 3 0 1
Pretreatment
with chemo- No 34 37 N 25 27 N 9 7 0 3 SISO<
therapeutic Yes 19 | 12 5. 9 6 3. 9 NS. 1 0 | DKB*b)
agents
-b): X?-test
#: P<0.0S
N.S.: Not significant
Table 6 Basal disease of secondary RTI
o No. of Chronic | Bronchiec- Lung Bronchial | Pulmonary Statistical
Drug cases bronchitis tasis cancer asthma tuberculosis Others analysis
SISO 18 11 4 1 1 0 1 NS
DKB 13 4 1 2 1 -

N.S.: Not significant
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BRENLHEL, ARBRBEBENONERESTLID
B E I REEANED SHIIER 5 6, F XVUFR
EARERART 3 ARNCMLD 7  BERIIAEFIZ AL EES
1GlnE 35 BITH B,

2V e =35 -, fMORAFHEAR XUCARRARN
WEEIT T 3 ERFARIMERE I h TV B EARNER
£ LABCBIIL, FOOEACOWTIEREDNE
MAEEL, YMORWREDL ERTHENUME
ETHEFRREL T

1. BRER

1) PNEELSEBACRT R

(1) BEOHERET
INEBRLRAM 102 FIORABIARIE, sk 67 Fl
(SISO %t 34 ], DKB Bf 33 ), #t %tk /P RERREY:
fE 31 BI(SISO # 18 fI, DKB ¥ 13 ), FifLIRiE 4
BI(SISO 2£ 14, DKB F 34 Th-ico MiZthlicix
IBERID <A 275 X<kl XORBEREMA
LM I NIEAN, £x30L 1FMNE TR, M
BEHUHAERBELBEVWOTSEIR AL DEADED
THREL 10

ZheDERAET B 20E Y UCEKESHIOBEDOE
ERFEEH L. £HRRTEERNTIE, F4HE0

Wik 60 YLl EEFhERME, 4 E X 40kg FiF,
40~60 kg i, 60kg LA Eo 3B, BRHMLER
BEMME 3 ALIA, 4~7 H, 8~14 H, 15 Alto
AR BRI oo Eho, EBRED D WVIXAHHEN LY
L, BEARTEZOEEES, BER L7172, $§
HREE T CRPIEOER - FRERIETEENAZL
LEZ O AEBEBRI LA ELXF THEMAR
(“Poor Group”), @& K EHRE, HEFRK, LE0E
7, BB MRS, sk REREEL CRRE
DB FREEERPRIFTEELOhIERER .
A BHERY BT HIERRE (“Intermediate Group”), @
EWMERFIAHEOKRVLD, FhuiF > THRS
FEOFR - FHRERALHEYRIEINRVLEELLRD
3D (“Good Group”) o 3FIBHIL THRHL 2
FofER, Tables5 KRT LD, £0K IVESRT
DRFCE T, PEATHDHILRES T 60 K
WOREFF X OARREBAINCLFRE R Ticbich -
#-FEGIH, DKB BREBRS o7, # &4, #
&, EiEE (MERSHE), BEREBREIAHED
&, BEXNRF, BHEEME 1EREE R5HH,
SEOEBETTOCFREDOHECIHHEMCEREYR
Bich ot i, HREUTFRIBREGEDO LA DOAR

Table 7 Initial symptoms and signs (Cases adopted by committee members)

All cases
No. of Body temperature Volume of sputum Property of sputum Odour of sputum
Drug 0.0 <2g0 ° ° ° [>4n0] Un- Un- Un- Un-
cases |S36°| 37° | 38%| 39° |1240°| 1nown | — + | H | en| M| PM [P - +

SISO 53 |14 | 17 | 16 5 1 0 2 19
DKB| 49 9 |23] 13 4 0 0 2 18

19 | 13 0 16 | 22 | 15 0 47 6 0
18 | 11 0 201 19 | 10 0 44 N 0

Statistical

test N.S. N.S. N.S. N.S.
Cough Dyspnoea Chest pain Riles Cyanosis
No. of
D _ Un- Un- Un- Un- Un-
TUE | cases + |l known| ~ + | known | ~ * | known | ~ + | known | ~ * komim

SISO | 53 1 22 | 30 0 23| 17| 13 0
DKB | 49 0 20 | 29 0 26 | 16 7 0

35 | 18 0 12 | 25 16 0 44 9 0
33 | 16 0 16 | 15 18 0 40 9 0

Statistical

test N.S. N.S. N.S. N.S. N.S.
WBC ERS CRP

No. of 8,000~ | 12,000~|> Un- - - > Un- Un-
Drug |2z | <8,000 $12,000| <20.000| 220,000 | 1 | <20 | 20~<40| 40~<60 | 260 |yt |~ | e~3+ 244 |l
SISO | 53 23 19 10 1 0 3 10 11 27 2 4 19 |26 | 4
DKB | 49 19 15 14 1 0 7 9 20 4 2 17 |26 | 4
Statistical
oy NS. NS. NS.

N.S.: Not significant
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Table 8 Initial symptoms and signs (Cases adopted by committee members)
Pneumonia & secondary RTI
No. of Body temperature Volume of sputum
Disgnosis | Drug | “cates’ [ ol a7 [ 380 | 30° | 240° |« U | Test | = |+ | o Jowe | U7 | Tost
= = known known es
preumonia | S50 | 34 | ° 8 |11 | 5 | 1 0 |siso< |2 |15[12)5 | 0 |
nevmon2l pkp | 33 [ 3 |18 | 9| 3| o | o |DKB+|2 [15|10]6 | o0 >
Secondary | SISO | 18 | 5 9| 40| o 0 | s |0 TI8 ] 0 g
RTI DKB 13 5 4 3 1 0 0 - 0 3 713 0 -
No. of Property of sputum Odour of sputum Cough
Diagnosis | Drug . Un- Un- Un-
cases | M |[PM | P known Test | — | + Kknown Test | — | + | + known Test
SISO 34 14 | 15 5 0 3212 0 117 |16 0
i N.S. N.S. N.S.
Poeumonia | g | 33 |16 |11 | 6| o 312 o 0o|16]17] o S
Secondary | SISO | 18 | 21 6 /10| 0 o 144 ) 0 | [0 414} 0 |
RTI DKB 13 41 7| 2| o0 . 1211 0 1o 4] 9] o .
No. of Dyspnoea Chest pain Riles
Diagnosis | Drug : Un- Un- Un-
cases | _ + +H | hown Test | — | + Kknown Test | — | + | + known Test
SISO 34 18 9 7 0 21 |13 0 8 (16|10 0
P i N.S. N.S. N.S.
neumon |\ pk | 33 |19 |11 ]3] o 21 (12| 0 Sli2l10f11] o S
Secondary | SISO | 18 | 4| 8| 6| 0 13/ 5| 0 31 9|1 6] o0
N.S. N.S. N.S.
RTI DKB | 13 5/ 5|3 0 11 0 3] 4| 6| o0
No. of Cyanosis WBC
Diagnosis | Drug |~ < Un- 8,000~ [12,000~ Un-
cases - * | known Test | <8,000 <12,000{<20,000 220,000 known Test
SISO 34 28 6 0 14 12 8 0 0
Pne i N.S. N.S.
eumoma ks | 33 |28 | s | o 9 11 12 1 0
Secondary | SISO | 18 | 15 | 3 0 9 7 1 1 0
N.S. N.S.
RTI DKB 13 9 4 0 S 8 4 1 0 0 S
No. of ESR CRP
Dia, i D : -
BROSS | P8 1 cases | 220 | 20~<40 [40~<60 | 260 [, UT | Test | — | ~3+ | >4+ | Un | Tet
4
Pneumonia SISO 34 0 6 8 19 1 N.S. ! 10 19 N.S.
DKB 33 S 5 7 14 2 2 9 20. 2
Secondary | SISO 18 3 4 3 7 1 3 9 6 0
N.S. N.S.
RTI DKB | 13 4 2 1 4 2 S o 7 4 2
Diagnosis | Drug No. of Xtay findings
cases 2 3 4 5 6 7 10 | Test
Pneumonia SISO 34 0 0 7 10 5 2 3 0 0 NS
DKB | 33 0 5 7 7 3 4 2 1 0 0 -

N.S.: Not significant
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2Tk Table 6 iR &3kbh, SISO BETIXEHER
B KM, DKB ¥ Tk BMKEEZ K L KRG ZIREMN
LD 70~80% FhHDT Wik, FEEREDL, -
oo

MLREOH - R ROBRE OV THFER O LY
fTotco ARBOBHIABRFEDOR TRRAEEER
PETT e o fohd, BB DOWTIE 36° B5~40° BD 5 B
Pz, B Mo ERETiC o\ Tk 20, 000 BA_E, 12, 000~20, 000
i, 8,000~12,000 #i#, 8,000 KD 4 B, 7K
YkfEx 60 mm L)}, 40~60 mm ki, 20~40mm k
W, 20mm R D 4B, CRP 1% 4+0E, £~
3+, —DO3BEEERIL oo

ZTDFER, 2605 Table 7 wRrTEED,
ETORARK W THBRICEEEZRDI - oo B
LR IER BRI LD\ Cid Table 8 iwRkT & %
b, MEFOMBEARCIWTRRREL (P<0.1) A
RBdBIIH, TOMOEE TIRBEEER LT I
LRBEE DN TI A BB D Fe b FRIZEBE L 7obl, £T
DRBECEEZIZLD - 70

BABCOWTUL, FRECI VHEIRCIMHEY
NEEEVPBEFHO L, BRERYHEEL N, HRERD
4% E Table 9 wind kb, VEGITH b, »ol
REORXEDEHI AL D, SEORBITE T
BEFMICREI T I B e o T

BSOS BINIEEDS b, BEEEEZEZLIRD
BBEBRL I 42 B 0 &/ REE I BERIE R
Fig.2 KXV RTER D Th b, FHEOHE
Staphylococcus pifx b %<, R\T Klebsiella, Stre-
ptococcus, Ps.aeruginosa D)ETH» o REFHAIE
B x4 B L, SISO DA DKB b2 Fh
DEBETHoTco Fio, EEZEMEBITOWTiX SISO A3
DKB X b BRI ST L T BEEA S D 5 oo

Table 9 Causative organisms

Isolated organisms SISO DKB
Ps. aeruginosa 2 2
K. pneumoniae 1 1
K. aerogenes 0 1
H. influenzae 2 2
S. aureus 1 2
B-streptococcus 2 1
S. pneumoniae 2 0
E. coli 0 1
Mixed infection 1 3
Total 11 13

(2) REBRHE

INERSEAG 102 Bk BEEREI R Table 10
CRTERYTH S, PEESHERME TIX SISO B
BWTER6 G, 2246, RXER8H, EHF L
Ei 14 Bl, HERE1HT FHULOELRIL 57%
THhHh, DKB BixE2 161, F% 21 6, 2REL 15
B, &k XOBL 12 FIT, HHRIX 45% Tho T
SISO HDOEHENED - LNEEERZEDS hitho
o

RN TH L, AR5 SISO B 34 4
DHITRETER 6 B, B 17 Fl, LLBEHLH, &
s XOEAL 6 B, FIEREL1FTHb, DKB B 33 i
TWXES LG, FR 13 6, LLEL 10 41, Bk k
UEILIFIT, SISO HAFEC Bh T\ T HREHT

Fig.2 MIC distribution of Sisomicin and Dibekacin
for 42 strains

(%)
100 -
Klebsiella : 9 strains
Streplococcus © 9 strains
e Ps. aeruginosa : 6 strains
g Staphylococeus © 11 strains
5 E. cloacae : 3 strains
2 Serratia : 1 strain
® 50 E. coli : 1 straip
= Proteus 1 strain
k| H. influenzae : 1 strain
ic]
8
=
Q

| 1 1 1 1 1 1 1 1 1 1
Drugs | 0.2 0.39 0.78 1.5 3.12 6.25 12.5 25 50 100 >100MIC(“M)

SiIso| 3 8 3 9 11 3 5
DKB| 4 4 5 7 6 7 5 2 2

(Number of strains)

Fig.3 Correlogram of MICs between Sisomicin
and Dibekacin

MIC (ug/ml) (42 strains)
>100
i T 9l
0 i 4
Ps. aeruginons © lg ::::::
5 : g
N 2 S L
H ']
g Ok e e
3 65 1(4|2
-~
a 31 3
1.56 25
0.78 41 Y
039 |4
s0.2(,3 1

£0.2 0,39 0.78 1.56 3.126.2512.5 .25 50 100 >100
MIC (ug/ml)

Sisomicin
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Table 10 Clinical effectiveness judged by committee members (All cases)

Excel- . Poor & . L.
No. of Good | Fair Un- | Efficacy| Statistical
Item Drug cases lent +H) | (+) Agravated known | rate (%) analysis
(++) (=, X)
SISO | 53 6 24 8 14 1 57
All cases DKB | 49 1 | 21 |15 12 0 45 N.S.
| siso | 34 6 17 4 6 1 68 |SISO>DKB*a)
Pneumonia| pkp | 33 1 13 | 10 9 0 42 |SISO>DKB+b)
(2+)
. . Secondary | SISO 18 0 7 4 7 0 39
Diagnosis RTI DKB 13 0 5 5 3 0 38 N.S.
Lung SISO 1 0 0 0 1 0 0 N.S
abscess DKB 3 0 3 0 0 0 100 -
SISO | 15 1 9 3 2 0 67
Underlying Ne DKB | 17 | 1 8 | 4 4 0 53 N.S.
diseases &
complications Yes SISO | 38 5 15 5 12 1 53 |SISO>DKB+b)
DKB | 32 0 13 | 11 8 0 41 (++)
SISO | 17 1 10 3 3 0 65
Good DKB | 20 1 |10 | 4 5 0 55 N§.
Condition of Inter- SISO 26 3 11 3 9 0 54 N
patients mediate DKB 22 0 7 10 5 0 32 S.
Poor SISO | 10 2 3 2 2 1 50 N.S
DKB 7 0 4 1 2 0 57 e
Mild SISO | 13 0 9 2 2 0 69 SISO>DKB*
DKB 12 0 2 5 5 0 17 U, 2+)
Severity Moderate SDII§}(3) ;g i 12 g lg é gg N.S.
SISO 4 2 0 0 2 0 50
Severe DKB | 5 0 31 1 0 60 NS.
SISO | 13 3 4 3 2 1 54
3 DKB | 12 1 8 | 2 1 0 75 NS.
47 SISO | 21 1 10 2 8 0 52 N.S
Duration of DKB 14 0 6 5 3 0 43 e
disease (days) .
8~14 SISO 8 2 5 1 0 0 88 |SISO>DKB*a)
DKB 13 0 5 4 4 0 38  |SISO>DKB+b)
2]
SISO | 11 0 5 2 4 0 45
>
215 DKB | 10 | 0 2 | 4 4 0 20 NS.
SISO | 25 4 12 4 5 0 64
100 DKB | 22 | 0o |10 | 7 5 0 45 NS.
Daily dosis SISO | 27 2 12 4 8 1 52
(mg) 150 DKB | 24 | 1 | o | 7 7 0o | 4 NS
SISO 1 0 0 0 1 0 0
Others DKB | 3 | 0 2 |1 0 0 67 NS.
SISO | 34 5 16 6 6 1 62
Pre-treatment No N.S.
“}Ilith chemon DKB | 37 1 17 | 11 8 0 49
therapeutic SISO | 19 8 2 8 0 47
agents Yes DKB | 12 0 4 | 4 4 0 33 NS.

a) : Mann-Whitney’s U-test

b) :
E3

+ :P<0.1

N Q

* Nat cionificant

X2-test and Fisher’s exact probability test
: P<0.05
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g5 R YE Crd SISO B FZhE L 39%, DKB BT
38% TCHEBERBICEILIRD - Too HLABEE T3 SISO ¥
O 173 4E%), DKB B0 3L BIER THo bl
HECAEEREDRD - o

20 oNWT, EREBR IR AHECEE, BEM
BY, EEE, BREE, 1858 ABRECIE
RETOLFREOBE TBIIL CHRSFE L LKL icff
R, EEEFNBECECR, ERE 8~14 H DOES
FEIZ 3\ T SISO Bt DKB BICHNEBER T W
Too Fio, EBMEBICRAMELEL T AEMARC
BTk SISO FHEOEHRAFECEWEE (P<0.1)
CHotco TOMDBAIEE CIEBEMCEREZILRD
Lo teo

MREISBAL THHL IER% Table 11 iR

To kD & ¥, FgMALFICE W TIX SISO Fn
DKB it L FERENR TV BHEEZE b, £E0
BAGHCRECCORBDER ThHo o Tiebd, £
BERARELIAIHEEETHEANR - BEAEFO S
“Intermediate Group” ¥\ T SISO ' DKB #i
WLEBRERTEY, IHR1HEH 100mg XV
150 mg #55, ARBBAINCLEREN Titbhic
h o TEFIBRC BT, SISO BEAERRENS fHH
(P<0.1) #/RL T

BER TR BRYFECDOWTRBFISHL Iep, £2To
HERBWTABZIED bhicho o (Table 12),

FHLBIE I DWW T A BB D 7 bR L Tedr» Toit,
RO HTino IR, BEMCEEZEIRDLA
h oo

Table 11 Clinical effectiveness judged by committee members (Pneumonia)

Excel- . Poor & . . ..
No. of Good| Fair Un- | Efficacy| Statistical
Item Drug | “cases (lf_ﬁ_t) NG A%g_ra\;(a)ted known | rate (%) analysis
. SISO 7 0 50 1 1 0 71
Mild
DKB | 9 0 2| 2 5 22 NS.
Severity Moderate Is)llig %‘1‘ ‘;’ ig 3 ‘; (1) g; N.S.
Severe SISO 3 2 ol o 1 0 67 NS,
DKB 3 0 1] 1 1 0 33
SISO | 15 1 9| 3 2 0 67
No
Undelying DKB| 16 | 1 | 7| 4 4 0 50 N.S.
disease &
=& SISO | 19 5 g8 | 1 4 1 68 |SISO>DKB*a)
Ye
compliation's * DKB | 17 0 6| 6 5 0 35  |SISO>DKB+b)
(+++, 2++)
SISO | 15 1 9 | 3 2 0 67
Good DKB | 18 1 4 5 0 50 N.S.
Conditions Inter- SISO | 12 | 3 511 3 0 67 %IZSS;DKBH))
of patients mediate DKB 9 0 1 6 2 0 11 SISO>DKB+2)
SISO 7 2 300 1 1 71
Poor DKB 6 0 4| 0 2 0 67 N.S.
SISO | 18 4 9 | 3 2 0 72
, +
Daily dosis 100 pkp | 17 o 0 | s 3 o 53 |SISO>DKB+2)
(mg) 150 SISO | 15 2 8 | 1 3 1 67 |SISO>DKB+a,
DKB 14 1 3 4 6 0 29 b) =+)
SISO | 25 5 12 | 3 4 1 68
Pre- +
wriihtrce;érr:gnt No DKB 27 1 12 8 6 0 48 SISO>DKB+a)
therapeutic SISO | 9 1 s |1 2 0 67
agents Yes DKB 6 0 1 2 3 0 17 N.S.

a) : Mann-Whitney’s U-test
b) : X2-test and Fisher’s exact probability test

* . P<0.05
+ : P<0.1
N.S. : Not significant
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Table 12 Clinical effectiveness judged by committee members (Secondary RTI)
Excel- . Poor & . .
No. of Good | Fair Efficacy Statistical
Item Drug lent Aggravated :
cases (++) (+) ) -, X) rate (%) analysis
. SISO 6 0 4 1 1 67
Mild DKB 3 0 0 3 0 0 NS.
) SISO 11 0 3 3 5 27
Severity Moderate DKB 8 0 3 2 3 38 N.S.
SISO 1 0 0 0 1 0
Severe DKB 2 0 2 0 0 100 NS.
SISO 2 0 1 0 1 50
Good DKB 1 0 1 0 0 100 NS.
Conditions of Inter- SISO 13 0 6 2 5 46 NS
patients mediate DKB 11 0 4 4 3 36 =
SISO 3 0 0 2 1 0
Poor DKB 1 0 0 1 0 0 NS.
SISO 7 0 3 1 3 43
(mg)
SISO 11 0 4 3 4 36
150 DKB 8 0 4 3 1 50 NS.
SISO 9 0 4 3 2 44
Pretreatment No DKB 7 0 2 3 2 29 N.S
g SISO 9 0 3 1 5 33
therapeutic
agents Yes DKB 6 0 3 2 1 50 NS.
N.S.: Not significant
(3) £BUEE BIDE 2 o T BEHECEEZERRD Tk,

PNERETETHREHBT ARSIV 14 A0
BEEELHE L, HEXFE L CREEE 7+
1 BRI 1422 HEOF— 22 ERfT RV, 7
= ZHBRML T BEFNTHEREE & Ut MR
3~5 ARIDERACOWTITILA & bER F 2 XEBILT
BHHcwH, TOBEXTHBRHAEELTHRAL 7o ¥
fe, F—ZEFOLE, 14 B BHENEDE 7 138D
EFNL 7 B BHERDWT S ABEEH - 0

BERA 7 BET KT 5 LM EE X Table 13 R
TEEYVTH B, £2HIDOWTHRB L, SISO F 53
TEEFBEHL LOELRIT 34%, DKB BHOELIRIE
2% THYH, SISO HOBEIHRIE - e HEEICE
BERRED Lok o T,

KBRS T5 L, MAGITix SISO # A DKB £
CHLERCERL TN, MREPRBEGIETIE, £
Pz 5D B HERER DL AL, SISO FED 125 K%
o teo FBHEFICOW T & B LEECESHMT
<, SISO #Tix 12 BIFHE%) 14, DKB B T1Z 11 4
BER AP TH - oo FHLIREE TVX SISO #o 1 fix
&% THy, DKB BEHETIIHRHEA 2HAFR LANER
Thoto ThHDORBHETIIVThd DKB FHieH%)

20RO WTEEMNRT, EEE, 1ERFENICE
L ThoBEARKS WA HRRCEEELAD
b oo

BEBAE 14 B Bo2RERIFEALT8AMUE
BERTRSTEART RS E LD THY, BR
% Table 14 RL ek B Y THBo £FAICDONWTHD
L, SISO,DKB #HDOAEZRITAE 4, 69%, 50% THHH
BT EBEZRRD Mo T BBHICARD L, ik
BTz 7 B B OISR L Ak SISO #4: DKB FHic
HLABECER OO, HAESFRERYIES X Ot
BRECRAERZIRD bR hoto 7 HBHEDHE
LRBDOBHGH 2T - IR, BEMRF D “Inter-
mediate Group”, EEE MNEEDEFARC I\ T SISO
2\ DKB H L ABERERL TV,

(4) BRERK IUCREREOREE

®E5M3 HE, 5HE, 7R, 14 B#% OBKE
RE LUORERBCOWTHZR OIER, WERENIE
FOEARKRE, HERIEEEH 1 BMEL EREL 2
Ba%k [hE] LUTEHB LR, ik, EHBEOEEE
BRI BEEERFoOMIMCE VD EA— LT,
ZFC T OERKRIEROHERL Table 15 R
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Table 13 Global improvement judged by committee members (On the 7th day)
Excel- : Poor & . .
No. of Good | Fair Un- |Efficacy | Statistical
Item Drug | * aces (lf_f'_t) HRED Aggiavated known | rate (%) analysis
SISO 53 6 12 9 14 12 34
All cases DKB | 49 1 | 13 |13 14 8 29 NS.
Pneumonia | SISO | 34 6 11 | s 6 6 50  |SISO>DKB*a)
DKB 33 1 8 9 10 N 27 SISO>DKB+b)
. 2+)
: - Secondary | SISO 18 0 1 4 7 6 6
Diagnosis RTI DKB | 13 0 4| 3 4 2 31 NS.
Lung SISO 1 0 0 0 1 0 0 NS
abscess DKB 3 0 1 1 0 1 33 .
SISO 17 1 6 4 3 3 41
d .
Goo DKB | 20 1 4| s 6 4 25 NS
Conditions of Inter- SISO 26 3 4 3 9 7 27 NS
patients mediate DKB 22 0 6 7 6 3 27 o
SISO 10 2 2 2 2 2 40
P S.
oot DKB | 7 0 3| 1 2 1 43 NS
. SISO 13 0 3 4 2 4 23
1d S.
Mi DKB | 12 0 1| 4 5 2 8 NS
s SISO 36 4 9 5 10 8 36
t d S,
Severity Moderate DKB 3 1 10 9 8 4 34 N.S
SISO 4 2 0 0 2 0 50
Severe DKB | 5 0 2] o 1 2 40 N.S.
SISO 25 4 6 4 5 6 40
100 DKB 22 0 4 5 6 7 18 N.S.
Daily dosis SISO | 27 2 6 5 8 6 30
(mg) 150 DKB | 24 1 7 7 8 1 33 N.S.
Others SISO | 1 0 ol o 1 0 0 NS.
DIB 3 0 2 1 0 -0 67

a) : Mann-Whitney’s U-test
b) : X?-test and Fisher’s exact probability test
*

: P<0.05
+ :P<0.1
N.S. : Not significant

LBV THD, R, FREHCOWTL, MofERK
HURMcHERA OGN, #5 3 BBRS\WTIAHE
BT 60% L EDOHERERLIco F7 7 —EIRDNWT
SHFFENID IR CAREM BEER R BRI, Z£Ofth
DERIERCOWTIE, 5~7 BECHHE D 60% Ll E
DIEFICHENH b, &FHERIIC 3T 5 Dk
ERTITHEEETID 5 o
FEEBICBIL ez Table 16 3 X8 17 R
TERYThbH, MELKTAHBEKEROKERIT—
TOBMAIELT, FEEIRDILM o1,

I BN 2N TR v 4R FT RO & SR e 31 A E
SEEDHR X OFLH & B L fetk BB o\ TR
Lico ZDfER, Table 18 wabhb b K v, #B

¥ L OEFHERE 313 % BIEE O 57 IR D 1335
bhichotee FMBh Lol X AHREES LV
HERE LB &, BERAT BB\ T, SISO B
DKB B REECENRT 1o B EBIAS BB L
O 14 BER BT HHERIL, WPFhd SISO 24 DKB
B UEL - ERFBEZRED b ikt
BMERY, HikE, CRP woWTi5Bm3 K, 7
BB LU 14 AROBERERHF L, TORR
Table 19 wRT LD, 2ADHHTIEEZTIRED
bhieh o e, Wikt s CRP o gk ¢ SISO
EAFRCER TV, BIEREKC DLW T2 AR X T
BRBINCAILBE LB, FEZEIED b hitho
Too FRUMERDWTIXIHLBIC T B SISO 8 0 HHF
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Table 14 Global improvement judged by committee members (On the 14th day)
Excel- . ' ..
No. of Good | Fair Poor Un- |Efficacy | Statistical
Item Drug |” 2ies (lmt) ) | @ (=) |known [rate (%) | analysis
SISO | 36 3 |22 | s 6 0 69
Al cases DKB | 38 1 |18 |13 6 0 50 NS.
Pneumonia | 5150 | 22 3115 | 2 2 0 82  [SISO>DKB*a)
DKB | 26 1 13 4 0 54  |SISO>DKB+b)
. (2+)
Diagnosis
Secondary | SISO | 14 0 71 3 4 0 50 NS
RTI DKB 9 0 2 5 2 0 22 -
Lung SISO | 0 0 o] o 0 0 — NS
abscess DKB 3 0 3 0 0 0 100 =
SISO | 13 1 9 | 2 1 0 77
Good DKB | 15 1 10 | 2 2 0 73 NS
*
Conditions of Inter- SISO | 14 0o |10 | 1 3 0 71 SI(SZCZ)DKB b)
patients mediate | pep | g6 0 4 |10 2 0 25  |SISO>DKB+a)
SISO 9 2 3| 2 2 0 56
Poor DKB 7 0 4 | 1 2 0 57 NS.
Mild SISO | 11 0 9 | 2 0 0 82  |SISO>DKB**a)
DKB | 10 0 2 | 4 4 0 20  [SISO>DKB*b)
(2+)
. SISO | 23 2 |13 | 3 5 0 65
Severity Moderate DKB 25 1 14 8 ) 0 60 N.S.
SISO 2 1 0] o 1 0 50
Severe DKB | 3 0 2 | 1 0 0 67 NS.
SISO | 17 1 11| 1 4 0 71
100 DKB | 19 o |10 | 6 3 0 53 N.S.
Daily dosis SISO | 19 2 |11 | 4 2 0 68
(mg) 150 DKB | 17 1 71 6 3 0 47 N.S.
SISO | 0 0 o] o 0 0 —
Others DKB | 2 0 1|1 0 0 50 N.S.

a) : Mann-Whitney’s U-test
b) : X*-test and Fisher’s exact probability test

*#k . P<0.01
* ;. P<0.05
+ :P<0.1
N.S. : Not significant

R DKB BTl LEh o B EBEIXRD LI » 1o
(5) FHBER X DHEK
NNERESBARFTAERER X 21B8EREEH

ERSL Table 20~22 TR TEEHTH %,
LHOREE, SISO B &\~ TER8HI, KL 23

B, 2ER 10 4, ELHE IOCEL 12 FITEHUL

DERRKI 58%, DKB BETIXER 60U, A% 28 fl,

RRER 9B, B LIOE6FITERDRIL 69% T

Boto DKB BEDAZRA SISO B LhL A fopt

BREERLD - T

FEREINCEIL I5E, M To Bk SISO
Bt 71%, DKB ¥ 76% L WBERMICELLh » Too RIER
VT8 FE PRI, SRR B E TIk SISO B, DKB B B4hR
1% 4 39%, 46% THHBICABZEXR DI, I
MR LA T3 SISO B 1 fli %)<, DKB F¥3 i
OB TH o I BEZZRADIh o T

20 X O RBHINCHLR & RO BN 2T -
ok h, 1H 150mg #EFLADFHIC B\ T,
DKB oAz EOFEM S SISO FHT LEREEIC
Biotco EEINDSN TRERERRDILE - 1o
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Table 15 Improvement of symptoms (All cases)

3 days later 5 days later 7 days later 14 days later
Symptom | Drug No- of I1yp %) | Test | No: o [P ()] Test | NO: OF | IMP (%)| Test No. Ofl MP (%)| Test
e o 218 2] 9] 2] 8w B 2
st (30| e s g w2 8w ] 5] 5 ]
e (i | 0 [ o s B 2 ] B 8 v B 8l
Odour of Sl I Ol DY S 3y |Ns. 13 s : > Ins.
Cough SO a | B INs | | N 2 Ns | 3B INs,
Dyspnoea SDI}ig ;2 2:1; N.S. ;(3) gg N.S. ;2 gg N.S. i,l] Zg N.S.
Chest pain ]S)I;g f(’; Z? N.S. %g g(l) N.S. i?/ gi N.S. ii ;g N.S.
Riles SOl 2 Bons| B Zins| B S ns| BODINs
cyomoss | S350 [ 10 |70 T a0 o T Toao [0 g e [aoo g

N.S. : Not significant

Table 16 Improvement of symptoms (Pneumonia)

3 days later 5 days later 7 days later 14 days later
Symptom | Drug No- of | 1mp () | Test | NO- O v ()| Test | NO: OF | mp ()| Test | NO: OF | 1P (%)| Test
Foer | SISO| 28 e oo | T g 28 T g e e g
st | oke | 32 | a1 S| 3 | se NS 3 | ose NS | 36 | a1 NS
o | oks | 17 | a1 NS D7 [ s NS B | gs |NS| a5 | e NS
Cough Dol M dINs ] | 2 Ins | 3D ns| 2% Ins
Dyspnoea SDIIEICSJ ig g; N.S. ig g; N.S. ig gg N.S. ig zg N.S.
Chestpain | o0 | 131 Do ns | 13 S Ins | 13| 8 ns | B D s
e oel ml s B p e E] g el 8]
Cyanosis ]S)Ilgg Z 2(7) N.S. Z ‘g; N.S. z ;; N.S. g 128 N.S.

N.S. : Not significant
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Table 17 Improvement of symptoms (Secondary RTI)

3 days later 5 days later 7 days later 14 days later
Symptom | Drug | No. of No. of No. of No. of
cases IMP (%) | Test cases IMP (%) | Test cases IMP (%) | Test cases IMP (%) | Test
SISO 14 57 14 64 14 57 11 64
Fever DKB 10 60 N.S. 10 60 N.S. 10 60 N.S. 6 67 N.S.
Volume of SISO 18 44 18 56 18 61 14 71
sputum pkB | 13 | 38 NS | 13| 62 NS 13| e [NS| o | 75 [NS
Property of | SISO 16 38 16 63 16 63 13 69
sputum pkB | o9 | 44 |[NS| o | a4 |NS| o | g7 |NS| 7| 57 |NS
SISO 18 33 18 50 18 56 14 64
Cough DKB 13 54 N.S. 13 62 N.S. 13 62 N.S. 9 78 N.S.
SISO 14 64 14 79 14 79 11 64
Dyspnoea DKB 8 63 N.S. 8 75 N.S. 8 75 N.S. 4 75 N.S.
. SISO 5 40 S 60 S 80 3 67
Chest pain DKB 2 0 N.S. 2 100 N.S. ) 100 N.S. ) 100 N.S.
. SISO 16 19 16 38 16 44 12 50
Riles DKB 10 40 N.S. 10 60 N.S. 10 70 N.S. 6 83 N.S.
. SISO 3 100 3 100 3 100 2 100
Cyanosis DKB 5 60 N.S. p 60 N.S. 5 60 N.S. 5 50 N.S.
N.S. : Not significant
Table 18 Improvement of X-ray findings (Pneumonia)
1. Distribution of severity
SISO DKB Fest
0i1(2(3(4|5/6|7|8|9({10|Total |0|1]|2|3[4|5]|6|7|8|9]10| Total
Pre 0({0|7(10|7|5]2|3|0(0|0 | 34 |0|5|7|7|4|3|4(2(|1|0|0]| 33 N.S.
3 dayslater ([0[(0|9| 4(0|0|0(0O|1(0|0O | 14 |1|3|2|2|2(2|1|2]|0|1]|0]| 16 N.S.
7dayslater (47 |8|4(0(1|0|2]1({0|0 | 27 [3|6|/6|5|/3|0|3|1|0|1|[0 28 N.S.
14 dayslater (8 (82| 0(1]|0|1(1|1({0f0 | 22 |5|4|4/10/2({0|(0|(0|0|O|O]| 25 N.S.
N.S. : Not significant
2. Degree of improvement
Improved Un- Aggravated
D
"B [10]+9 [+8 [+7 | +6 [+s[+4[+3[+2[+1 |changed [ 1| 2 [ 3] 4] s Test
Pre-3 day SISO |0 |0 |0 [(O0O|O0O|O|O[1|3]| S 4 1 (0|0 |0]O0 NS,
DKB |0 |0 [0 |O 0jo0|1(2]| 2 9 011 110]0
SISO>DKB**b)
Pre7 day SISO ([0 |0 |O (O] O ]|1(4(2|4|11 2 1/0(1[1]0 (IMP %)
DKB [0 [0 |O |O| O |1f1|3|3]| 4 10 2 (1|3 |0 ]| 0 | SISO>DKB*a)
Pre-14 day SISO |0 [0 |0 |O|1[1|3|5|4]| 6 0 o|jo0f(2|0]O0 NS.
DKB |0 |0 (O [O}| 1]1]1|5]|3]| 8 4 2|10(0]0]0O
a) : Mann-Whitney’s U-test
b) : X2-test and Fisher’s exact probability test
** . P<0.01
* 1 P<0.05
N.S. : Not significant
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Table 19 Improvement of laboratory findings
1. All cases
Ite Dru 3 days later 7 days later 14 days later
m Tug No. of cases | IMP (%) | Test | No. of cases |IMP (%) | Test | No.of cases |IMP (%) | Test
SISO 36 25 36 50 25 64
WBC DKB 34 38 N.S. 34 56 N.S. 25 76 N.S.
SISO 47 19 47 30 33 67
ESR | pkp 39 5 NS. 39 33 NS. 31 4s | NS
SISO 44 27 44 55 31 77
CRP DKB 4 19 N.S. 42 45 N.S. 32 66 N.S.
2. Pneumonia
It D 3 days later 7 days later 14 days later
°’m Tug No. of cases | IMP (%) | Test | No.of cases |IMP (%) | Test | No.of cases | IMP (%) | Test
- SISO 23 26 23 52 14 79
WBC DKB 2% 38 N.S. 26 54 N.S. 20 80 N.S.
SISO 31 16 31 32 20 70
ESR DKB 27 7 N.S. 27 26 N.S. 22 41 N.S.
-~ SISO 27 33 27 56 18 94 SISO>
CRP 1 pkB 28 14 NS. 28 39 N.S. 22 68 |DKB*a)
SISO>
DKB+b)
(IMP %)
3. Secondary RTI
3 days later 7 days later 14 days later
Item Drug
No. of cases | IMP (%) | Test | No.of cases [ IMP (%) | Test | No.of cases | IMP (%) | Test
SISO 12 17 12 42 11 45
WBC DKB 7 29 N.S. 7 57 N.S. 4 50 N.S.
SISO 15 27 15 27 13 62
ESR DKB 9 0 N.S. 9 33 N.S. 6 33 N.S.
SISO 16 19 16 56 13 54
CRP | pkB 11 27 NS. 11 55 NS. 7 a3 | NS
a): : Mann-Whitney’s U-test
b) : X*-test and Fisher’s exact probability test
* . P<0.05
+ : P<0.1
N.S. : Not significant
2 avie—-3-HRAMRETSRE BERHELBRIL 70

(1) BEOERREF

¥jEfERix Table 24 RT Lk h, £BEFHR

av te—5—FAMA 19 AOEREFTOWTHRE
LR, HANZHCRRmY Bxbhic (P<0.1) L
L, 4, hE, 24, EREEI XA HEDE
&, BEXARF, EEEGEBENSE), BRBM, 18
BEE, MREREFOFREOVCThOBEERC FEE

B ish» fo (Table 23),

(2) HBEHBKHE

av ber—5—AFOWTEEBEHER X 513

#&ix SISO 2 63 BIFREZ 9 F, B 28 Fl, °XEH
12 B, &E%E X OB1L 13 B, HERELHAT B
Ll kD BRpEIiL 59% TH-tco —F, DKB ¥ 56 fl
TIXER 6 61, B%) 30 B, AR 11 fl, KPR
CBEALT B, HETEE2HT, BHRIL64% Thoto
MHOHEKDHRICEREZLTZDI A 5 oo
BRI A D L RBI <12 DKB BEoFXIEH,
RV IPIR B RUFE TI3 SISO BEDARRANE 2 2%
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Table 20 Clinical effectiveness judged by doctors in charge
(All cases adopted by committee members)
Excel- : Poor & " . L.
No. of Good | Fair Efficacy Statistical
Item Drug cases (lmt) (+) ) Ag(g_r:,iv)ged rate (%) analysis
- SISO 53 8 23 10 12 58
All cases DKB | 49 6 | 28 9 6 69 N.S.
Pneumonia SISO 34 8 16 5 5 71 NS
DKB 33 4 21 3 5 76 e
. . Secondary | SISO 18 0 7 S 6 39
Diagnosis RTI DKB 13 1 5 6 1 46 N.S.
Lung SISO 1 0 0 0 1 0 NS
abscess DKB 3 1 2 0 0 100 -
. - SISO 15 2 8 3 2 67
Underlying No DKB | 17 2 12 1 2 82 NS.
discases & Siso | 38 6 15 7 10 ss
complications
Yes DKB 32 4 16 8 4 63 NS.
SISO 17 2 9 3 3 65
Good DKB | 20 2 | 14 2 2 80 NS.
Condition of Inter- SISO 26 4 9 6 7 50 NS
patients mediate DKB 22 2 12 5 3 64 -
SISO 10 2 S 1 2 70
Poor DKB 7 2 2 2 1 57 NS.
. SISO 13 2 6 3 2 62
Mild DKB | 12 2 4 4 2 50 NS.
I SISO 36 4 17 7 8 58
Severity Moderate DKB 32 4 21 3 4 78 N.S.
SISO 4 2 0 0 2 50
Severe DKB 5 0 3 2 0 60 N.S.
SISO 13 3 5 3 2 62
<
53 DKB 12 3 6 2 1 75 N.S.
SISO 21 3 9 2 7 57
4~7 DKB 14 2 8 2 2 71 NS.
Duration of
. SISO 8 2 4 2 0 75
disease (days) 8~14 DKB 13 0 8 2 3 62 N.S.
SISO 11 0 5 3 3 45
>
15 DKB | 10 1 6 3 0 70 NS.
SISO 25 4 11 7 3 60
100 DKB 22 1 14 2 5 68 NS.
Daily dosis 150 SISO 27 4 12 3 8 59 SISO<DKB*b)
(meg) DKB | 24 4 12 7 1 67 =+
SISO 1 0 0 0 1 0
Others | pyp 3 1 2 0 0 100 N.S.
Pre-treatr SISO | 34 6 16 7 5 65 s
with ctomert | No DKB | 37 s | 23 4 s 76 N.§
therapeutic
SISO 19 2 7 3 7 47
agents Yes DKB | 12 1 5 5 1 50 N8,

b) : X2-test and Fisher’s exact probability test
* : P<0.0S

N.S. : Not significant
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Table 21 Clinical effectiveness judged by doctors in charge
(Cases with pneumonia adopted by committee members)
Excel- . Poor & . ‘e
No. of Good | Fair Efficacy Statistical
Item Drug lent Aggravated p
cases (++) (+) +) -, X) rate (%) analysis
. SISO 7 2 3 1 1 71
Mild DKB | 9 2 4 | 1 2 67 NS.
. SISO 24 4 13 4 3 71
Severity Moderate DKB 21 2 15 1 3 81 N.S.
SISO 3 2 0 0 1 67
Severe DKB 3 0 ) 1 0 67 N.S.
SISO 15 2 8 3 2 67
g_nderlygiLng No DKB 16 2 11 1 2 81 NS.
1sease
complications SISO 19 6 8 2 3 74
Yes DKB 17 2 10 2 3 71 NS.
SISO 15 2 8 3 2 67
Good DKB | 18 2 12 2 2 78 NS.
Conditions Inter- SISO 12 4 5 1 2 75 NS
of patients mediate DKB 9 0 7 0 2 78 e
SISO 7 2 3 1 1 71
Poor DKB 6 2 2 1 1 67 NS.
SISO 18 4 9 4 1 72
Daily dosis 100 DKB | 17 1 |12 | o 4 76 NS.
(mg) SISO | 15 4 7 1 3 73
150 DKB | 14 3 7 | 3 1 71 NS.
SISO 25 6 11 5 3 68
Preftreatment | No DKB | 27 3 | 18 | 2 4 78 NS.
therapeutic SISO 9 2 5 0 2 78
agents Yes DKB 6 1 3| 1 1 67 NS.

N.S. : Not significant

WITR A BEEEY RO - foo MLRLE T3 SISO
cABFIE S, DKB BTk 3L MNERE IciiF
%’cé - 1o

¥7, 1BHRGEHCHRFELCER 18 150mg &
L@\~ T DKB BB EOFERH SISO B
CHLAEBCE - teo £ DO BFIEE TR
ﬁﬁ%%ﬁbf&ﬁ‘ - 1o

2. ElfeR

INEBREKIVav tr—F—RIVBIEhic 16l
2H 16 HADI B, THRECIVEIFALLTHRES
niciERIL Table 25 iRT LD ThDHo ERDOMR
BEE, HEW, SHHO, BEMRET I ERIEH
CRDOLNBIERTH - o

¥, EHBPHECOWTIIEBREOHE Lixlic—
FBORKELXRT, BHBOFELTOBELFHEL o £
DfEE, SISO BTk 7 # »%, DKB BETI% 9 fl 23K

b b LEHE X iz (Table 26),

3. BERREEOED

IREC L VERREBOREER D) LBREShL
FEADRBSEES Table 27 1R U foo HERIAENR
VEEBIRZFS VAT IF—¥ LERMATH - T FHER
BB RELB IO CTHRBED LR E R TR » i
B, ToRBHPECEBELRDIE1 o1

BEED BHE 2RO RicHE § $ ik SISO 2% 10 A,
DKB % 11 fITH %o £D 5 b, FEAEKEMGIA SISO
#, DKB Bric& « 1 fl#E X h T\ % 4%, DKB #0O
1SV TRIBRER X Y RBRERR L ShTVv,e
R e R % Fli SISO BT 5 @, DKB BEC7 Mp#E
XhT\W Do £D 5% SISO FHD 3 FlicoWTiRERE
kb, ThFlo M), Ty sy 7 ER WM, 0EE
Frexsbol TEE, BECHEENFEL T L]
Eoa AV P RFERY D, RBIERRE LY Ehi



VOL. 28 NO. 3 CHEMOTHERAPY 463

Table 22 Clinical effectiveness judged by doctors in charge
(Cases with secondary RTI adopted by committee members):

Excel- . Poor & . .
No. of Good | Fair Efficacy Statistical
Item Drug | *iies (lmt) ) | @ Ag(g_ra\%ced rate (%) analysis
. SISO 6 0 3 2 1 50
Mild DKB 3 0 3 0 0 NS.
ISO 11 0 4 3 4 36
Severity Moderate SDKB 8 1 4 2 1 63 N.S.
SISO 1 0 0 0 1 0
Severe DKB 2 0 1 1 0 50 N.S.
SISO 2 0 1 0 1 50
Good DKB 1 0 1 0 0 100 NS.
Conditions of Inter- SISO 13 0 4 5 4 31 NS
patients mediate DKB 11 1 4 5 1 45 e
SISO 3 0 2 0 1 67
Poor DKB 1 0 0 1 0 0 NS.
SISO 7 0 2 3 2 29
100 N.S.
Daily dosis DKB 4 0 1 2 1 25
(mg) SIso | 11 0 5 2 4 45
150 DKB 8 0 4 4 0 50 N.S.
SISO 9 0 5 2 2 56
Pre-treatment No N.S.
with chemo- DKB 7 1 3 2 1 57
therapeutic SISO 9 0 2 3 4 22
agents Yes DKB 6 0 2 4 0 33 N.S.
N.S.: Not significant
Table 23 Backgrounds of patients (Cases adopted by controllers)
fops Statistical - Statistical
Characteristic SISO DKB analysis Characteristic SISO DKB analysis
All cases 63 56 - Good 20 22
Conditions of Inter-
Sex Male 33 38 le}ggfa %) patients mediate 31 25 N.S.
Female 30 18 Poor 12 9
Age <60 3030 1 g Mild 12 13
60s 33 26 Severity Moderate 43 37 N.S.
<40 7 7 Severe 8 6
Body weight 40s,<60 | 44 34 NS <3 16 17
(kg) 60< 10 13 > . N
N Duration of 4~7 22 14 NS
: ? 2 disease 8~14 10 13 >
Pneumonia | 42 42 215 15 12
Secondary
Diagnosis RTI 19 11 N.S. 100 31 24
Lung ) 3 Daily dosis (mg) | 150 30 29 N.S.
. abscess Others 2 3
Underlying N 8 18 Pre-treatment of
disease & © 1 N.S. chemotherapeu- No 40 39 N.S.
" complications | Yes 45 38 tic agents Yes 23 17

a) : Mann-Whitney’s U-test
b) : X?-test and Fisher’s exact probability test
+ :P<0.1

N.S. : Not significant
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Table 24 Clinical effectiveness judged by doctors in charge
Excel- . Poor & . .. .
No. of Good | Fair Un- | Efficacy | Statistical
Item Drug |° ces | lent ) | @ Aggravated| y o0 | Tate (%) analysis
(++) (=, X)
SISO | 63 9 |28 | 12 13 1 59
All cases DKB | 56 6 |30 | 11 7 2 64 NS.
Proumonia | SISO | 42 8 19 | 7 8 0 64 NS
neumona | pyp | 42 5 24 | 5 6 2 69 -
R Secondary | SISO | 19 1 9 | 4 4 1 53 N.S.
Diagnosis RTI DKB | 11 | 0 4| s 1 0 36
Lung SISO 2 0 0| 1 1 0 0 NS
abscess DKB 3 1 2 0 0 0 100 -
No SISO | 18 2 8 | 5 3 0 56 NS
Underlying DKB 18 2 12 2 2 0 78 e
Qleease s SISO | 45 7 20| 7 10 1 60
complications
Yes DKB | 38 4 18 ] 9 5 2 58 NS.
SISO | 20 2 9 | s 4 0 55
N.S.
Good DKB | 22 2 |15 | 3 2 0 77
Conditions of Inter- sIso | 31 5 13 ] 6 7 0 58 NS
patients mediate DKB 25 2 12 6 4 1 56 s
SISO | 12 2 6 | 1 2 1 67
Poor DKB 9 2 3| 2 1 1 56 NS.
. SISO | 12 2 5| 4 0 1 58
Mild DKB | 13 0 1| 2 0 0 85 N.S.
. SISO | 43 4 | 22| 6 11 0 60
N.S.
Severity Moderate DKB 37 6 16 8 6 1 59
SISO 8 3 1] 2 2 0 50
Severe DKB| 6 | 0 3| 1 1 1 50 NS.
SISO | 16 4 6 | 3 2 1 63
< .
=3 DKB | 17 | 3 g8 | 4 1 1 65 NS
SISO | 22 3 9 | 3 7 0 55
Duration of 4~1 DKB | 14 2 8 | 2 2 0 71 NS.
disease (days) SISO | 10 2 6 | 2 0 0 80
8~14 DKB | 13 | 0 8 | 2 3 0 62 NS.
SISO | 15 0 7| 4 4 0 47
z15 DKB | 12 | 1 6 | 3 1 1 58 N.S.
SISO | 31 5 15 | 7 3 1 65
NS.
100 DKB | 24 | 1 |14 | 2 6 1 63
Daily dosis 150 SISO | 30 4 12 | s 9 0 53 |SISO<DKB*b)
(mg) DKB | 29 4 14 | 9 1 1 62 =)
SISO 2 0 1] o 1 0 50
Others | pep | 3 | 1 2 | o0 0 0o | 100 N.S.
SISO | 40 7 19 | 8 5 1 65
) NS.
Pretreatment | No DKB | 30 | 5 |23 | 5 5 1 72
therapeutic SIso | 23 2 9 | 4 8 0 48
NS.
agents Yes DKB | 17 | 1 71 6 2 1 47
b)

*

N.S. : Not significant

¢ X2-test and Fisher’s exact probability test
: P<0.05
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Table 25 Concomitant symptoms observed during treatment with test drugs

s Treatment of
Drug Symptom Degree test drug Remarks
Systemic eruption Moderate Discontinued Disappeared spontaneously after
discontinuation of drug.
Probably due to concomitant drug,
Cefapirin.
Head pressure (Headache) Severe Discontinued Disappeared following treatment with
Hearing decreased Moderate Vitamedin, ATP and Nicametate.
Injection site pain Moderate glormahzed after discontinuation of
SISO Tug.
Dizziness Severe Discontinued Disappeared spontaneously after dis-
Dull headache Moderate continuation of drug.
Vomiting Moderate
Injection site pain and Severe Continued Induration was still in existence after
induration 3 months.
Local eruption Moderate Discontinued Disappeared spontaneously after dis-
continuation of drug.
DKB Fever Severe Discontinued Alleviated on the next day after dis-
continuation of drug.
Dizziness and Light-headed | Moderate Discontinued Disappeared spontaneously after dis-
feeling continuation of drug.

Table 26 Cases with injection site pain
judged by committee members

Drug No. of cases with Degree

injection site pain| glight |Moderate| Marked
SISO 7 5 2 0
DKB 9 9 0 0

*Criteria for evaluation

Slight: Slight pain (+) was observed during adminis-
tration, or marked pain (+) was observed in
less than a half of treatment period.

Moderate: Marked pain (+) was observed in more than
a half of treatment period.

Marked:  Administration was discontinued.
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Table 27 Abnormalities of laboratory findings
ips No. of No. of cases with Due to Statistical
Abnormalities Drug | easured cases | abnormal change | test drug Not clear analysis
SISO 61 1 (2%) 0 1
Eosinophili N.S.
osinophilia DKB 51 1 (2) 1 0
SISO 66 4 (6) 1 3
E ion of GOT N.S.
levation of GO DKB 60 6 (10 ) 1 5
SISO 66 5 (8) 1 4
i f GP N.S.
Elevation o T DKB 60 4 (1) 1 3
SISO 60 2 (3) 0 2
E i f ALP N.S.
levation of AL DKB 59 2 (3) 0 2 S
Abnormal change SISO 56 2 (4) 1 1 NS
of s-Cr. DKB 55 0 (0) 0 0 >
) SISO 62 3 (S) 1 2
E f BU N.S.
levation o N DKB 57 2 (4) 1 1 S
SISO 66 0 (0) 0 0
Albuminuri N.S.
uminuria DKB 59 1 (2) 1 0
N.S. : Not significant
Table 28 Overall safety
Drug No. of cases | No side effect | Side effect case Doi?crgre’gi'g;;t;‘r’ln Unknown S;:gls;;f:l
SISO 72 68 2 2 0 NS
DKB 64 59 1 3 1 -
N.S. : Not significant
Table 29 Global utility
No. of Slightly Un- Utility | Statistical
Item Drug cases Useful useful Useless desirable Unknown %) analysis
SISO 63 37 13 11 2 0 59
All N.S.
cases DKB | 56 36 9 10 0 1 64
Preumoni SISO 42 27 9 6 0 0 64 NS
monia S.
new DKB | 42 29 5 7 0 1 69
Diagnosis | RTI DKB 11 4 4 3 0 0 36 -
Lung SISO 2 1 0 1 0 0 50 NS
abscess DKB 3 3 0 0 0 0 100 -
N.S. : Not significant
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Sisomicin (SISO) and Dibekacin (DKB) were compared in a randomized, double-blind study of 137
patients with respiratory teact infection ; and the results were as follows :

1. In a total of 137 patients, 35 patients were excluded from the evaluation of clinical efficacy and
usefulness by the Committee members (who are representatives of the investigators of the study),
and 18 patients were excluded by the controllers.

The safety of the drugs was evaluated in 136 patients, excepting 1 patient whose treatment was
remarkably deviated from the protocol.

2. One hundred and two patients (53 SISO-treated patients and 49 DKB-treated patients) were
evaluated for clinical efficacy by the Committee members consisted of 67 patients with pneumonia (34
SISO-treated patients and 33 DKB-treated patients), 31 patients, with secondary respiratory tract
infections (18 SISO-treated patients and 13 DKB-treated patients) and 4 patients with lung abscess (1
SISO-treated patient and 3 DKB-treated patients).

As to the background characteristics of these patients, there were significant differences in age-
distribution and in pre-treatment chemotherapy in the patients with lung abscess. In the paticnts
with pneumonia of secondary respiratory tract infections, the two treatment groups were comparable
as to the background characteristics.

One hundred and nineteen patients (63 SISO-treated patients and 56 DKB-treated patients) were
evaluated for clinical efficacy and usefulness by the physicians in charge. There were no significant
differences in the background characteristics between the both treatment groups.

3. The overall favorable response rate in all patients evaluated by the Committee members (102
patients) was 57% with SISO and 45% with DKB, without significant differences between the both
treatment groups. SISO was significantly more effective than DKB in the patients with pneumonia
and was as effective as DKB in the patients with secondary tract infections or lung abscess.

There were no significant differences in clinical efficacy evaluated by the physicians in charge (119
patients) between the both treatment groups.

4. No significant differences were observed in the frequency of side effects or abnormal laboratory
findings between the both treatment groups.

5. The rate of usefulness in all cases evaluated by the physicians in charge (119 patients) was
59% with SISO and 64% with DKB, without significant differences between the both treatment groups.



