Fosfomycin Na t Sulbenicillin Na o 8 &8 B G 5E
WSR3 % FRh HR R BR R

SAXH-NABE-AGEH - -EHES
RIRH L KEESERHE—AB
MBEEE BREAE - P —9-FH B -GNHEX
G ERFEFDE AR R X CBEERR
BWR R AR R EE - KT ALK E A
H 37 AL R IR B e % 23 B
& W ek R
WAL K FE PR E R R A
w ok B AW
AP REANR
® B #& ¥
R TERKREARR
ETEN-EHFZE-BEA—k
WRAKFERBEPEITAR
FH OBBAXK-FE OB
WREELERKRES A
)l 3 — - FTERIESER - PR
WRILFRBERN B
Bk ¥ —-W W O B
B @ PR Bene ik 25 ft
Wo A TR WU — T
JRRHEKFE BB
BEEE-FE B LKE—E
BT KREEETE—AR
MR — - H i
JIEs 7 3z )1 B R Be R &

BT %W E A &
EfvA g o A=
BROAT NG LM BARER - B2 XkFE
ELEg-RE T lffEsEH- AT ER
FRKRERERE _AH )
BY B ER-EEE KL ORE B M A
. EEBERERNE



2934

CHEMOTHERAPY

DEC. 1977

R 2B BHE R
REPRBEHREAR
KW BN HIER-HKEMF
EAE AP S A Ak
WA #® 2.8 W = BB
AHEHLRFEERH —PH

RAR

R i

BEERKRES—HH

VR H S B TR E — LB W
B 37 R bR BRI B s X OB Rk

A EE- LA A
Br R 4AFESRENR
WEBME- - LR AFER AR ER
WEREEFRHE=ZAH
AEMHE- HEEHE
N B R £

o

B -

v [ e S B P
B #PF-HA B-rEEX-7E E-H BH
BB KFEFRE AR

BABER FEREX- BTl - 48 W
R KRBT ERE TR RH

(FEFI524E 3 H 29 HEZA)

1. #% El

Fosfomycin i, 7 # Y #» Merck # & 221 v CEPA
HCRARBI R RIS EEEEL S S fiEHET
Y, FOHEARZ FJ 275 ABHRERET T
{, Klebsiella s D 75 raWBEE ¢k, Pseu-
domonas % Serratia L Thhic VT hi-HED
R TEACHY, CafiiEnRsexy, ¥ Naig
GEHAE LT SELBRACERE IR,

EHEBWTH, TTRELOWENTrbh, Ca
RTINS 220 H RLEEEFELB LRV H T,
¥ 7 Na 2w Tikss 22 H H ALFHRE F A H K
FHREIC BT, TRENFRY v EOY Ah B
BV VFT—=TNF 4 ADy Y a v e L TRENT
b,

SH, BiKERREYNRER & LT, Fosfomycin
Na (L\F, FOM :®3) & Sulbenicillin Na (L|F,

SBPC r M3) o a5 R L BIfe o k%, Tablelic
RLT 25 fiskic B8\ C, FRAIS04E 6 A2 HRRA514E 4
ABbhlc s TEBLIDC, TOREEHRET %0
1II. WEHMRBOTICHAREE

(1) PrRASER

RYue ff o L REIREREE, BMREZ S MBI
KBS R, Bt - eIiREE 7x & 18 1 KB RRYE
T, BHRoEH (FRIE LC1H 10mlLLE), 8,
BRI s ERRGFER OB S is BE LR E Lo
ABEBEFFAE L, F4 « HIIARREE Lichd, Xi
R TOBFBRRT ORAR S X b3 T iERM %
ELOOHDb0, EAREEOKBRESR - AOHELF
530, 7b U Penicillin 3 X 08 FOM 7 v ¥ —
DEEFEYHT 5 BEIRAEN LR L o

(2) #®5EH

BEFEF LR 1 ARGBITRED2HTH 5,
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Table 1 The list of collaborator clinics

The Second Department of Internal Medicine, Hokkaido University, School of Medicine and Related

Hospitals

Department of Respiratory Disease, Sapporo National Hospital

Division of Internal Medicine, The Research Institute for Tuberculosis and Cancer, Tohoku University
Department of Internal Medicine, University of Tsukuba and Related Hospital

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

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

Department of Internal Medicine, Tokyo Kyosai Hospital

Chest Clinic of Toranomon Hospital

Department of Internal Medicine, Juntendd University, School of Medicine

The First Department of Internal Medicine, Yokohama City University, School of Medicine
Department of Internal Medicine, Kawasaki Municipal Hospital

The Second Department of Internal Medicine, Niigata University, School of Medicine
Department of Internal Medicine, Shinrakuen Hospital

Department of Internal Medicine, Nagaoka Chuo Hospital

Depertment of Internal Medicine, Toyama Prefectural Central Hopital

The First Department of Internal Medicine, Nagoya City University, School of Medicine
The First Department of Internal Medicine, Kansai Medical Univertity

The First Department of Internal Medicine, Osaka City University Medical School
Depatment of Internal Medicine, Senboku National Hospital and Related Hospital
Department of Internal Medicine, Hoshigaoka Koseinenkin Hospital

The Third Department of Internal Medicine, Tokushima University, School of Medicine
Division of Respiratory Diseases of Internal Medicine, Kawasaki Medical School
Department of Internal Medicine, Chugoku Chuo Hospital

The Second Department of Internal Medicine, Nagasaki University, School of Medicine
Department of Internal Medicine, Institute for Tropical Medicine, Nagasaki University

RBIEH] FOM 1H4g
*REH SBPC  1H4g

FOM 3B K CTHRAT D8, BFEBE HTH9,
FOM % %\ i SBPC 2 FIRL 734 7 A% S R BT
AHEELTD, BE~NOHEERENLST, BEKER
i, BRELKE, X4 7AORENNDIEEL, B
MM FOM TH B SBPC TH A0 w#HATH
INAREL B, LichinoT, AILEHA % double
blind B X W EHTH L IEHTHBDT, Hbh
L»TiLavie—5—-cXh, HESMERKRTOHR
EIEF O EMFEAEM T 22T, & 0BT EREIRF TR
»T, FHWRTOHREOZZIAC FOM * foix SBPC %
#BETHZEE LT

frds, WMEFOEMTE, 4EFM L, FOM X
U SBPC »34% 2 FEFIT2&If T bh 5 X5 EE S h
bty

(3) aviwm—35-—

gwI3FDavrr—F— 3, FRKAFE BEHBOHET
LEHAY BEEEHBCSEVL, MEAHOSER
DEHN, HEIEFOEFELEMST, FERNLREE
FE IOEHREC X 2RRHABLEHRT S OTMD & 2D
o, BEEHA L DRHETEBS 2RO icRE
RNDOEEDEIEAM L L XD key code DREE LD

U BiEH, BIEEB DT — X REF s X OHEHLE O AT
P & DFFERREL 7o

(4) FEHBZS®

WA L b ThFh 2g % 300ml DR ¥ 1 X BMRE
WCHML, 1H2E, 128HIEK, 13T 2RKHETH
TERHEL oo

HHF DR EH OB EC LD, YEERICOWT
0.03% DA AWK 0.02ml %, §if bi K PN E4
L, 15~307# DR « EoFEC X h @itk o B
RHEL, BREOBAEXEEMELTRES > L EL
Too Elo, EMFT HIEIEH & R —FKFH A LLERBRT
BN T1HAUAR, TTRESEIRTWIHED,
FHRECIVHROBHLN BRI VO TLDE
FloBE#TibT, TOBEIARLEABRCI VTR
BEFE L TEZS I L E Lo Thb 2ODHEHBR X
H, TOBREXYREALTAERCIE, KOZLHEERC
3, ERESIEFCR > TROEH OB ERITIRS T &
<‘.'. L’f:o

(5) ZEHIB5HE

W RBR O D O EHH 5L 14 BEE L, RETH
RIS 275 T & & Lico 148 RILIE & ¥kt D
DEOHHHEE, A—FKHE5REHGTILEL
7oht, 4B S OBRERL, HERBRO BRI
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134 EBIfRIC IR L 7,

ks, BEFEFLEDEHEL, MOFEMCLEETS
AL, EROHETMRFER L SRR e L T2
R AR L IcBICiTied 2 & & Lo Fio, EERE
TEAEBOHA R, HbeHEEXrRIEToZEE L,
Tei2l, ThbEEPIEOHEG D, HEFIERCHED
BRI, FIEOEBES LOFTR % E #REZCE
WTro il

(6) PHAZEH

SEEGAB RIS S, oI ERANOPE L o
&, MREGH, PIREER (BEIREAT A4 FiET)
LIFEAE LTHELRWZ E B LEbE T,

(7)) ER FTROBL, WA OE

(a) ERFTROBE

GR, K WERER(E, MR, PRRIREE, Ko Kol
7%, F77—%¥, IE EfFfcovTiy, FlEL
THEREZRVCLIRAEL, B8TsoL L, &
Qw, #e5RT, 53 A%, 5H%, 7HK, 140
BOBZE MBI TIES 2L Lo SO, HiiE
ERER « TR 5 B, IO TIE, %R OREIR % 15
FHEEDLDOR(H), Thigl Thvwbor(+), &
WD DH(—) & Lo WKL S0ml/HLLE, 49~

10ml/H, 10ml/H K X OEKELL O 4 BECHTF,

B (P), BRKEYE (PM), Hhith(M) ORSG% Llco Mk
HE AR 2T A RED L0 (H), Fh X pips
DHDER(H), FolRREHEDONEOH(—), %
T 7 e oW Th ZoRBEw XL b 3BV, I
W, F7 7 =2 (+), (=)0 2BEEeG T,

EIfE oWk, ZofEE &£, XBA, LE,
ol Y R BAICRERCTRET L & L

(b) KB OFENE

Fatfv v by viRk, OEREE, BmREE 0S5
B, RMERE mMOER N2V oy ME MM
¥, k(1 R5RME), CRP, Mm% GOT-GPT, 7%V
PE7 x A7 » % —+ (Alk.P-ase), MAFRKEER, M
BRE, REA, REEZFENE U CEAREs IO
LeHBRA 7 Hit L 14 B (BE5KTH) i THr L
LT ks, RARFCEINRIDAY A (Pa0,, PaCO,, pH),
iR 7 V7 5= v OB b O KB SBE 3 B
[asB v iR, BRIy A, BMmERE, Kk MEERE
OWEED, FELMrEVEETH L &L, o

¥, Thb OBz XORENITED BICK AR
HERBAW, ZTOHRTEALIIIVETE FEBH
EhiTsoE e L, i, #HAKXbHE8 AL,
OBRBCEELBE L, UEBROBRE L HTERET
Brrlllio ” '

(c) EXRBERSR

FWHC BT HENITET, TEHRHIELLEL
WEIET B 2 LB, EENDOHHEA2TT
FHRCEBTHLE LD, OO BEAEHLEELLR
% % Do FOM, SBPC e 3 % RZ MR a2 23
LWL 1o 53, FOM itxi3 % iy, FOM MIC
WENERREY, SBPC i3 % Rz, BALE
TR AR XY PEL fo % o, MIC ELD
HERIET HDE, FRC R W TURZHEYE
W35 &AM, R—ERC o CBEE E R R
ERWTHEZHORE L FITL TEBL o

(8) WEREELD OWIRHE

(a) NEASKIDHE

GBI T, SIEGIOBRER AT, BREgO
TRTCDOVET 4 v 2% 1 IFTCED, iR d51k=
VIFRr—F7 X ) BEEREEFRET X DRHE
LREo 2 TI SR, FiEFACES L ShicH
HRE LD, PNEES WER : RS, ATK
B, Ba—K, PlE— TTHEZER, BARE— HHE
&, BER—F, MARER, HEES, =ARUE) Tk
T, LVEAECHTOMNELE L TERALE SN EM OB
HHafTiw, ARG O\ T, FZRHER Y EEL

CC BE, PRE BIECSHE ST, 4R BmR

%, CRP, wgIRo&E LR, B vRaR, "REHx
EOHFORE LHEDEILERRL, LOMOIER
BEMROERLIEB T AN T, BROEYZL, &
2, eRHR), EHD ABMCHE LT, Tols, EEE
HEILNEADBERO—FE b > THREL, BEME
HIBEEL TL, Bl d - THEERERZEST, £0E
BORBRIC LT, LVEFBCEBENHTE LT,
HINFEADHEREZED, RIS LHDHELS
> T, TOEFDERGEHERFEETHZLELT,
AR TE BT FRM L b e o ¥, HDER
13, HCORETAREDEMCOWTL, Ebbo¥
FC X b REEL e B RRIBL T B RTEREMED D B T,
£ HOFET Al COEADHECEL T EAS
wEFEL, BEEFANOEH, EABSI HECKEY
Lz b EwPBIEL, BIROFEBMORIFCE DI,

(b) FHBRERXZDHE

FEFAREL L LEBELCL T, Wb HEE
B OERSREOHEYR, ThEREHOEREC LD
KL 7o, FHERBIIATRO L Y ZEEREKC X
LPFRERL cic®, EBRECHER, X8, LARL
DAHNADRIEIB LR \ie®, Th b OBGEIT
RKBAL L TOMPTOREN LB Lo

(c) fExDFER, FTR, BERBEOKHFHEE DHE
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FHERED, BELRCTRL 7« DIEF O ZER
FiR, MERECOWT, 4R (1 BhoREaER, L
TR 13.39°C LIk, 38°C &, 37°C 4, 36°CHLTD
4B, R (), (F), (—) D 3B, mERE1
H50mlLl F, 49~10 ml, 10 ml s, 0 ml o 4 By,
MR P, PM, M o 3 BB, MRl EENS (H,) (),
(=)D 3BRS, Bk (+), (—)o 2Bk, K7 &
), (1), (D)DIEEM, F7 7 —¥i(+), (4o
2 Byf, PaO, |3 80 mmHg [l F, 79.9~60 mmHg,
59.9~40 mmHg, 40 mmHg 3 i o 4 By, PaCO, ik
49mmHg [l EE 49mmHg Ko 2 B, AfmEREI
20,000L4_F, 19,900~12,000, 11,900~8,000, 8,000
WD 4 BypE, FIEAELE 60 mm L I, 59~40 mm, 39~20
mm, 20 mm RO 4 BRE, CRP (4 +H)ME, (34)
~(1), (m)D3EBLThENGT T, ThbDHRH
BIOMEA, HEMR7 BERS IV 14A% ((REETIX3
A%, 7THEBIOVCUER) CED XS REBRTH
%ﬁﬁb‘/’:o

(d) HEFMBRHE

TR ORISR B L B TEMTO\WT, BRI
> RAHEDOMEDHET X b, MEFAHEOHE S
Tl - o

(9) Key code Dpg#H

LENRESR X AHEEHE, HRHASTEERL I
%, HWEHRONEENEEY, 2V r—F—0F
EDL LR, NEEAST XYL IIERAE FOR
H, EEEHEREOOCCHRHELTERLLES, 2V
Fr—F—icX b Key code 235f#H S iz,

10) 5 — % OFFEHTITR

TFRB MR S ED DR icf B ORARTRIFH
BIOWPNRALS X DHERMECS &3 v, FOM #
k., SBPC #5.0 2 B kT 5 BEOTRRAF, &ERE
B, SEE, BRGE, MEFENRRES X ORIEALE
D AR L o

s, ohb o ik, MANN-WHITNEY @ U-f&
5E9, X2~ (YATES O4§IE)", FISHER OB ZHERET
BHENC I DREL. BMEIX5% DHEBKETE IR

7o

Table 2 Case distribution

Total number of patients

FOM 65
SBPC 50 —

Total 115 1

Side effects —

| Patients included in statistical
| analysis
FOM 56
__ SBPC 46
Total 102
-~ Effectiveness—— B
‘ Drop out
—> FOM 9
_SBPC 4
Total 13
Patients included in statistical
analysis
(1) Sympioms
FOM 61
‘ _SBPC__ 49
Total 110
(2) Leboratory findings
FOM 57
__SBPC_ 47
Total 107
Drop out
(1) Symp tom
FOM 4
_ SBPC 1
Total 5
(2) Laboratory findings
FOM 8
_SBPC__ 3
Total 11
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L. & %

AHEREMIC 3\ T, FOM % 5\ 3 SBPC % b x
R4, Table 2 R Ltk b 115 4 (FOM
#5654, SBPC #4550 #i) THbh, LBIABEHZET
HBo

NNERERE\WT, Zhb 115 Ah&BET KT 5EE
HORYFERDOFEIEDGT DL L5 Fl, ALLE BN, fib
DHEHEIEE SRIERDOT TR ELODOH -7 3
B, fhoidmBEOHREIhI 26l BHEEL R Y DA
BHEofTichbhvish o7 36, FH13HIEEA L 7-10241
(FOM 56 #, SBPC 46 ) w2\ T, KR, ok
B T & O BIB AV RD R D e 2 4T s » Feo —F5, BIfFE
AR Y - T, BMEHEIFERERO HEOBE
X, MMOTIEHEHADO 26, FIVHEEDAr Yo —
NTEFAZEDITIbRith -1 38, &5 H%2E Wik
110 %1 (FOM 61 f5, SBPC 49 ff)ico\C, F7:, K

Table 3 Cause of dropout

BRAEBCOWTL, BMONEHEAO 26, HELs
hEF G DI hich 5 12 3l T2RERIEBHCES) &
HEL, BEEOHED D VRMEKIGERDO Shi 26,
BLEEBEOER IR 46, F 11 AR\
104 | (FOM 57 g5, SBPC 47 i) ic o\ Tl o %
jﬁbf\:o

Ak o [ 5E 71 oD T S5 C o ek Table 3R L
TeEBHTHb,

UTF, chb/IhRRSEBECOWTORNKEREY
Eaﬁ?bo

A. ARDR

a. WHRBEOTFEARTFC,HAT B

(1) BEOUT, ELHRK

KRBEOWT, FAFIERL Table 4 iR LI L ¥
DT, MEAFECEEZIRDDR I, -1,

(2) # =

XRBEDKEDOLSAIL Table 5 1R L& %D T,
MEARCABEZIRDON L - oo

T Dru
Cause ——— \g FOM SBPC' (3) 2W4
[Z]
§ 'Wfitho.ut respiratory tract 4 1 MRS OECTER L el s b, KRB, 84
£ | infection T : . e
oy ) .%/L\.‘\k LT%»’@T% - & & 1/7‘\—7?7‘» %
2 The symptoms already im- 1 2 xu:_ * # -
‘é proved by pretreated antibiotic BRic FOM & %\~ SBPC ol Sh ik Table 6
© | Combined with other antibiotic 1 1 WRLicE 8D, BUKEREENI e, BioguEsE
8 With lower daily dose 3 0 B EAMBYSED B U ICRERD D ) S h A5ER L
5 Total o | 4 fotzo LML, ThbOBMIAILOT bR
= = ECHEEIEDLRE DT LI ORI BELT
& | Combined with other antibiotic| 1 1
g With 1 daily d 3 0 13, & IR ERYME & B RYYE R SR, —3EL
= ith lower daily dose
& e ey TR HE & & Lo
& Total |4 ‘ 1
‘g = S Table 5 Distribution by body weight
g .%0 Combined with other antibiotic 1 1 Body weight 30;T470~ so—leo—Foe Un- I
g | 2| With lower daily dose 3 0 Drums (k2)| ™39l " 49| 59| 69| 79 known Lotal
) i Against other rules 1 1 £ — .
& | Without findings after 3 1 FOM 912019 411 3 56
‘é administration SBPC 8 118| 9| 6| 0 5 46
[«] 0 0 E —
< Statistical
< Total 8 3 Sigmificance ‘ N.S.

Table 4 Distribution by age and sex groups

Drugs ’s;;\\\iée[>-?o~29 r 30~39 1:10~49 l 50~49 [ 60~69 | 70~79 | 80~89 ‘ 90~99 [ Total
M 4 3 2 6 12 7 2 0 36

FOM F 2 3 3 3 5 2 2 0 20
Total | 6 { 6 } 5 ‘ 9 17 1 9 { 4 [ 0 56

M 1 2 3 3 4 0 22

SBPC F 1 2 6 4 4 4 1 2 24
Total } 2 4 9 7 ‘ 8 ‘ 12 } 2 } 2 46

Sex : N.S. Age : N.S.
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Table 6 Diagnosis classified by committee

members
Drug]

' Diagnosis ———— "8 FOM | SBPC| Total

Chronic bronchitis 21 19 40

Chronic bronchitis with 3 4 7
bronchiectasis

Chronic bronchitis with 0 1 1
pulmonary fibrosis

Chronic bronchitis with 9 0 2
pulmonary emphysema

Chronic bronchitis with 3 2 5
pneumonia

Chronic diffuse panbronchiolitis 8 6 14

Chronic diffuse panbronchiolitis 1 0 1
with bronchopneumonia

Bronchiectasis with infection 12 8 20

Pulmonary emphysema with 4 4 8
infection

Pulmonary fibrosis with 0 1 1
infection

Lung abscess 1 1 2

Lung cancer with infection 1 0 1

Total 56 46 | 102
N.S.

(4) EPHEE - &0HE Ai¥E BEE

KPR - AOHE SEOBFREINC ST 5P EESE
Fo#s, $IOBHEDZHEBEORFFCOVTD, M
EHRCHE 21T - fehd, Table7 wiRd&kb, »
ThIFEEEIRDONIE -0

(5) MWZRHER

FRG SR OGRE, BW, WKkE BRER TRE
&, W, W35, +7 7 —+, Pa0, PaCO,, FKi
BIMmERE, Kk, CRP 1% Table 8 iRtk b T,
FitfEc s\~ C, FOM 581z 39mm LI T DIERN %
{, —7J SBPC #4538ty 60mm Ll E&/RTREMI S
{ BEENRDORILSN, foWTFhoEBIRK
Th, MEABCEEZEIRDORIEh 5%,
TSRERZEL LT PMRASCRVWTHELCE
fEE 1L Table SR Lic b b, WMEFIMCHEZIXR
»Hbhilshot,

(6) AL KT

Mg E LI 102 i, 7" 7 AR B 14 61,
Pseudomonas ¥ Yhkgy 15 5, Hemophilus By 8
B, ZToMD 77 AEHREO KRG 16 4, 278
U EDBEDRAEG 25 6, RBEETH 24 41THH W3
FIFERTO4HAE Table 10 wRLick b, BEEL
BoObhithot, Tk, BARKSE 25 Flo iy,
Pseudomonas L OB & DREA LM 17 IFHET D
T, Th# PseudomonasEiih&Yuz inx , Pseudomonas
DRERNFEE L B D 2B 55 T5 & Table 11
D &3 b SBPC HEFACH L T FOM #5341 Pseudo-
monas BHEMNE S FEENE DDl ¥k, BH—F
BRI BA RGO 2T, HEAMTOLE S
ERLick Zh, SBPC #EFICRERLBIND L,
HFEENBDDORI,
BEECOWT, T FOM % X 0% SBPC o535
BEURNETH L2 TFORLAbE LR HbLL
T, EEICERE ERE IhCECOWTRZRRED
FHE X NIFRERIL 24 Plic E E & ol ThD DRI
DWW, BHEOTlehh iR T 5 BAEORZH:
% 50ug/ml [ k& 50ug/ml KD 2 FEC 51T 154,
Table 12 W3 L&) WEHMICH E2E X L, 100
ug/ml B k& 100ug/ml KD 2 FES T B A I,
FOM #5811y MIC 100ug/ml Ll_b %R fEpatis
, BBENEDDII,

b. HBIEMkFER

HELRD, 14 BREU EOEENT 7 b b 1B
Table 13 & %&b, 102 flH 75 FITHY, 7 HRMT
BIEH IR SNIERD 6§, HBIAK 7 B~13H DfE
FIDs 21 BIFFAET B, ThOLEERFEOWTD,
FHAMCAEEZIZRD bhviah o 1o

7ods, BN 14 HREGTHR S hic 27 flicounwT o
g % Table 14 R Lo

c. FRIRZIR
INERSTOMRHEZBRL Fig. LitRLcE D,
FOM #5. 56fsh 2% 5 51(8.9%), &%y 2261(39.3%),
A% 8 4l (14.3%), #&h 21 6 (37.5%) THh,
SBPC #4546 By 7 51(15. 2%), H5h 17 B (37%),

Table 7 Backgrounds of patients

Underlying diseases |Pretreatment with Past history interfering
Drugs | No. of cases and complications chemotherapeutic agents| with present illness
Yes No Yes No Yes No
FOM 56 7 49 30 26 15 41
SBPC 46 8 38 19 27 17 29
Statistical significance N.S. N.S. N.S
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Table 8 Comparison of initial symptoms and signs among two groups
NS Para- Body temperature (°C) Cough Volume of sputum (ml)
meter
. > Degree 38.9 | 37.9 Un- bl Un-
No. of\\ 239 | oo | Yoy l 37> H |+ | — | fnown | 250 49~109~>0 0 | M
Drugs . cases | ‘
FOM 56 2 | 10 | 17 | 27 | 25 | 29 1 1 22 | 20 | 11 ] 0
SBPC 46 1 9 22 14 21 22 3 0 13 18 11 ‘ 2
Statistical
significance ‘ N.S. N.S. N.S.
Para- ) . N
~_ meter Property of sputum Dyspnea Chest pain Rales
Degree Un- Un-
D No. of P PM M | ynown | 1T + - + ~ |known | T + -
rugs \_cases -
FOM 56 19 29 7 7 25 24 15 39 19 34 3
SBPC 46 13 27 3 9 19 18 10 35 17 28 1
Statistical
significance ’ N.S. N.S. N.S. N.S.
\ - .
\ Ir;?el;:r Cyanosis PaO, (mmHg) PaCO, (mmHg)
No. of\D{ree + — | Unknown| =80 7368 ?348 40> |Unknown| =49 49> | Unknown
Drugs cases
FOM 56 7 48 1 3 12 10 1 30 6 20 30
SBPC 46 8 38 0 4 10 1 1 30 1 15 30
Statistical
significance ’ N.S. ’ N.S. N.S.
= Para-
L e WBC (x100) ‘ ESR (mm/1hr.) CRP
199 | 119 Un- 59 39 Un- 3+ Un-
2200|2120 ~80 | 89> |known | Z80| Z40 | <20 |20 [known| 24+ ~i’ ~ | known
7 19 27 3 12 7 14 17 6 14 29| 6 7
5 18 19 3 20 8 5 8 5 9 24| 6 7
Statistical
significance \ N.S. } P <0.05 ‘ N.S.

Table 9 Comparison of severity among two

Fig.1 Comparison of clinical effectiveness

groups judged by committee members among
i)rugs @f\, Severe }Moderate‘ Mild | Total two groups )
0 50 10075
FOM 6 30 20 56 R ‘
SBPC 4 24 18 46 Fou 5 | 2 ;;‘gff%n:ss
B 4 et
Statistical N.S.
significance ‘ N.S. — 7 g
SBPC| 7 l 17 ! 11 1/n=46
_— i 5
RRHLY 11 41(23.9%), 4D 10 B1(21.7%), HIERAE

141 (2.29%) Th b, SBPC LR Esiniees <,
NN R R e, BEETED bR S

o

BEZTIELR], BERITORBOBRE, BIITORIL
fif, FIEEAS Pseudomonas Th B h{Ens, H—EES

(e

E S

MRATEYD, B D\ IL E L REEOKZTEIIL

T, WEEFI DR DI & L 7225,

Table 15~22

(Figures in the graph indicate number of cases.)

AT ERD, WTFhOE IR T b WA RS
DA FFEFELED BRTLH - oo

d. HIEA%ENE

BEHBE SR OERBEAC X W REE > e L8 78
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Table 10 Comparison of causative bacteria among two groups (1)
Causative . . .
bacteria Single infection Mixed
Drugs Other - - Unknown
No. of Gram (+) | pseudomonas | Hemophilus | Gram(—) | infection
cases bacteria
FOM 56 7 8 3 5 20 13
SBPC 46 7 7 5 11 5 11
Statistical significance N. S.

Table 11 Comparison of causative bacteria among two groups (2)

Pseudomonas infection Mixed infection
Drugs No. of cases

Yes No Yes No (Single infection)
FOM 43 22 21 20 23
SBPC 35 10 25 5 30

Statistical significance

P<0.05

P<0.01

Table 12 Comparison of MIC against causative

bacteria
bruge | Novot MIC( sg/mb)
cases | >s50 | 50> | =100 | 100>
FOM 15 2 13 0 15
SBPC 9 5 4 4 5
Statistical ‘
significance } N.S. ! P<0.05
Table 13 Duration of treatment
Duration
(days) >14| 14 [13~7| 7> |Total
Drugs
FOM 11 28 15 2 56
SBFC 13 23 6 4 46
Statistical
significance 1 N.S.

Table 14 Cause of discontinuance of medication

o -—-\Dl’f‘_\ FOM | SBPC
Cured 8 4
Poor effect 5 5
Side effect 1 1
Good effect obtained, but other
antibiotic used orally for main- 1 0
tenance
Discharged 1 0
Unknown 1 0

Total 17 10

7] (FOM #¢5-3¢ 43 5, SBPC $y5.7% 35 f)) b, JRHIH
L7 BB LEAEREIMTIvbh i 56 4] (FOM #4533
@, SBPC #¢5. 23 ) 7 bUNC 14 HE S EAEBRRD

fifebhic 55§ (FOM #5- 30 f, SBPC $:5- 25 §i)) i
DN, BEIBOBAEOHEEN D, MEENZREE
BZEL, TORBEEXHEFB THB LI,

7, EXAHOEECERCL, MEENHRLARD
L, Table23 TiRT&EY, THERRCETH 14A%E
CE\WTh, FOM #EFICTSHRERTH RS,
FRE CHEENRD Do ZOMFHERERLT
H#ED 9FE X 14 HED 8 G+ 1 £h 5 GlikF—
EFAITH Y, R 12 AINTFHERERLICZ LIRLS
M, T TREL KE L Pseudomonas 6 |, Hemo-
philus 3, Klebsiella 2 5, Serratia 1| THh %o

Hemophilus BREBIIS T DONTHB &, Table 24 0
LD, 7THHRIEEAE CTHEEZEN L, 4AKX
SBPC #5Hc RS, —F FOM #5 20k &
BT Klebsiella WA RE /RLTED, BEEENED
bhice

DX, Pseudomonas fEYus| (Pseudomonas Biphi&
Huds X O Pseudomonas LfWDOEDOBEEREEYEL)
DN, FEFIFE 7 HEIs XU 14HHE D Pseudomonas O
HEEHRB L, Table2s O Lish, HERE2EH T
Pseudomonas D% UICFERA, FOM #58Ti1x, 7
H#& 47.1%, 14 B# 40% Th b, SBPC HHEBTOR
M, THH28.6%, 14 H#£22.2% X b dEERERLK
2, BEEXZBD Lot ks, TOBHE, BX
RERUICEERIZ, FOM #55% SBPC #58d, &
BT Klebsiella WAz Licz L3 H &b, Pseudo-
monas PAS OB DR ONT 7 HER IO 14 B
DOHIEEIRY &tk Uic23, Table 26 o & 35 b B
KBlD 5L SBPC FHHEFETIR TN TELEMEKRATHY,
FOM #HEFETIIHSHEROABFEE LI, WEHECE
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Table 15 Clinical effectiveness classified by initial severity

Severity : Severe

N p Efficacy rate (%)
Drugs cao.e oY |Excellent| Good | Fair Poor Undecided
Ses Excellent-Good Excellent-Fair
FOM 6 0 0 5 0 16.7 16.7
SBPC 4 0 0 3 0 25.0 25.0
Statistical
significance N.S. N.S. N.S.
Severity : Moderate
No. of Efficacy rate (%)
Drugs cc; So Excellent | Good Fair Poor Undecided
ase Excellent-Good Excellent-Fair
FOM 30 4 8 4 14 40.0 53.0
SBPC 24 3 9 6 5 1 50.0 75.0
Statistical
significance N.S. N.S. N. S.
Severity : Mild
No. of Efficacy rate (%)
Drugs cao'e 0 Excellent | Good Fair Poor Undecided
ses Excellent-Good Excellent-Fair
FOM 20 1 13 4 0 70.0 90.0
SBPC 18 4 7 5 2 0 61.1 88.9
Statistical
significance N.S. N.S. N.S.
Table 16 Clinical effectiveness classified by initial body temperature
Body temperature : >37°
Drugs ’ No. of cases Excellent Good Fair Poor Undecided
FOM 29 5 13 3 8 0
SBPC 32 7 14 6 4 1
Statistical significance N. S.
Body temperature : <37°
Drugs ‘ No. of cases Excellent Good ; Fair ‘ Poor l Undecided
FOM 27 0 9 5 13 0
SBPC 14 0 3 5 6 0
Statistical significance N. S

BERRD LRI o7

Fio, B—ERLEGICOWT, 7HEEIC4EED
MRSy, Table 27 k3 h FIEF B A
ZIXRD DT, —HEEKEBICDO\WTHB &, Table
28 oLk, SBPC HEFTIE, 7HEOHER T
WiB 26, MBEREMCEST, FOM #5850
M EEEZNED bR, 4AEROHETY, MEMOE
BEIBRDLRIV S DD, SBPC #45 4 b 2 FiHiHl
EFMEHORELYR L

DO¥W, BEEO, BELCEHCK T 5 RZHY
100 pg/ml A £ & 100 ug/ml Fjif7s HONC 50 pg/ml L
L& 50 ug/ml Koo, MEERZE L e
3%k, Table29, 30 >t % b, MIC 100 ug/ml Hi
DI4AHDOBFRC I\ T, SBPC HEFETIR 4 HF 24
LAWK, 2B NRERLLOR N LT, FOM
5 10 fiF 2 FRISELMRER LI, 5 FNLIRSHE
&, o 3FTEBREL T LUEEENZD bhillist,
L DBRILE TIEBEERD Lh - 1o
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Table 17 Clinical effectiveness classified by initial ESR
ESR : =60 mm
Drugs No. of cases Excellent Good Fair Poor Undecided
FOM 12 1 5 4 2 0
SBPC 20 7 5 1
Statistical significance N. S
ESR : 59~40 mm
Drugs No. of cases Excellent Good Fair Poor Undecided
FOM 7 1 3 1 2 0
SBPC 8 2 2 2 0
Statistical significance N. S
ESR : 39~20 mm
Drugs No. of cases Excellent Good Fair Poor Undecided
FOM 14 2 6 1 5 0
SBPC 5 1 0 1 3 0
Statistical significance N. S
ESR : <20 mm
Drugs No. of cases Excellent Good Fair Poor Undecided
FOM 17 1 5 2 9 0
SBPC 8 1 4 2 1 0
Statistical significance N. S
Table 18 Comparison of clinical effectiveness in the infections caused by Pseudomonas
Drugs No. of cases Excellent Good Fair Poor Undecided
FOM 22 1 5 12 0
SBPC 10 1 3 5 1
Statistical significance N. S.
Table 19 Comparison of clinical effectiveness in the infections caused by bacteria
other than Pseudomonas
Drugs No. of cases Excellent Good Fair Poor
FOM 21 2 10 6
SBPC 25 6 10 4
Statistical significance N. S.
Table 20 Comparison of clinical effectiveness in the single infection
Drugs No. of cases Excellent Good Fair Poor Undecided
FOM 23 2 9 2 10 0
SBPC 30 6 10 6 7 1
Statistical significance N.S.
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Table 21 Comparison of clinical effectiveness in the mixed infection
Drugs No. of cases Excellent Good Fair Poor
FOM 20 1 6 5 8
SBPC 5 0 1 2 2
Statistical significance N.S.
Table 22 Clinical effectiveness classified by initial MIC against causative organisms
MIC : =100 ug/ml
Drugs No. of cases l Excellent Good Fair Poor Undecided
FOM 0 0 0 0 0
SBPC 4 1 1 1 1 0
MIC : <100 uzg/ml
Drugs No. of cases Excellent Good Fair Poor Undecided
FOM 15 1 5 1 8 0
SBPC 5 1 3 0 1
Statistical significance N. S.
MIC : =50 pg/ml
Drugs No. of cases l Excellent Good ‘ Fair . Poor Uudecided
FOM 2 0 0 1 0
SBPC 5 1 2 1 0
Statistical significance ‘ N.S.
MIC : <50 ug/ml
Drugs No. of cases Excellent Good ' Fair ‘ Poor ‘ Undecided
FOM 13 1 7 0
SBPC 4 1 0 1
Statistical significance N.S.
Table 23 Comparison of bacteriological effectiveness
7 days later 14 days later
Drugs Eradicated Eradicated
Changed| Persisted | Total Changed| Persisted | Total
Com- . Com- .
pletely Partially pletely Partially
FOM 9 9 5 10 33 9 8 4 9 30
(27.3) | (27.3) | (15.2) | (39.3) (30.0) | (26.7) | (13.3) | (30.0)
SBPC 10 2 11 23 10 0 2 13 25
(43.5) (8.7) | (47.8) (40.0) (8.0) | (52.0)
Statistical
significance P<0.05 P<0.05

(Figures in the parenthesis indicate percentage.)
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Table 24 Comparison of bacteriological effectiveness against Hemophilus
7 days later 14 days later
Drugs )
Eradicated | Changed | Persisted | Total Eradicated | Changed |Persisted| Total
FOM 1 1 3 0 2 2
SPBC 1 1 1 3 4 0 1 5
Statistical
significance N.S. P<0.05
Table 25 Comparision of bacteriological effectiveness against Pseudomonas
7 days later 14 days later
Drugs
Eradicated ‘ Changed ‘Persisted Total Eradicated | Changed | Persisted | Total
FOM 6 2 9 17 4 2 9 15
(35.3) (11.8) (52.9) (26.7) (13.3) (60.0)
SBPC 2 5 7 2 7 9
(28.6) (71.4) (22.2) (77.8)
Statistical
significance N.S. N.S.
(Figures in the parenthesis indicate percentage.)
Table 26 Comparison of bacteriological effectiveness against bacteria
other than Pseudomonas
7 days later 14 days later
Drugs Eradicated Eradicated
Changed| Persisted | Total Changed| Persisted | Total
Com- ; T Com- .
pletely Partially pletely Partially
FOM 14 3 3 6 16 6 3 2 | 4 15
(25.0) | (18.8) | (18.8) | (37.5) (40.0) | (20.0) | (13.3) @ (26.7)
SBPC 8 0 2 ‘6 16 10 0 0 6 16
(50.0) (12.5) (37.5) (62.5) N (37.5)
Statistical !
significance, N.S. - N.S
(Figures in the parenthesis indicate percentage.)
Table 27 Comparison of bacteriological effectiveness in the single infection
7 days latef 14 days later
Drugs N r
Eradicated | Changed | Persisted | Total Eradicated | Changed | Persisted | Total
FOM 5 4 9 18 7 3 7 17
(27.8) »(22. 2) (50.0) ’ o (41_._2) (17.6) (41.2)
SBPC 10 2 9 21 9 1 11 .21
(47.6) (9.5) (42.9) . (42.9) (4.8) (52.4) ;
Statistical :
significance N.S. N.S.

- (Figures in the parenthesis indicate percentage.)
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Table 28 Comparison of bacteriological effectiveness in the mixed infection
7 days later 14 days later
Drugs Eradicated Eradicated
Changed| Persisted | Total Changed| Persisted | Total
Com- . Com- .
pletely Partially pletely Partially
FOM 4 9 1 1 15 2 8 1 2 13
(26.7) | (60.0) 6.7) 6.7) (15.4) | (61.5) 7.7 | (15.4)
SBPC 0 0 0 2 2 1 0 1 2 4
(100.0) (25.0) (25.0) | (50.0)
Statistical
significance P<0.05 N.S.

(Figures in the parenthesis indicate percentage.)

Table 29 Comparison of bacteriological effectiveness classified by initial MIC (1)
MIC : =100 ug/ml

7 days later 14 days later
Drugs Eradicated Eradicated
Changed| Persisted | Total Changed| Persisted | Total
Com- . Com- .
pletely Partially pletely Partially
FOM 0 0 0 0 0 0 0 0 0 0
SBPC 0 0 1 1 2 0 0 0 2 2
MIC : <100 ug/ml
7 days later 14 days later
Drugs Eradicated Eradicated
Changed| Persisted | Total Changed| Persisted | Total
Com- . Com- .
pletely Partially pletely Partially
FOM 2 7 1 4 14 2 5 0 3 10
SBPC 2 0 0 1 3 2 2 0 4
Statistical
significance N.S. P <0.05
Table 30 Comparison of bacteriological effectiveness classified by initial MIC (2)
MIC : =50 ug/ml
7 days later 14 days later
Drugs Eradicated Eradicated
Changed| Persisted | Total Changed| Persisted | Total
Com- . Com- .
pletely Partially pletely Partially
FOM 0 1 0 1 2 0 0 0 1 1
SBPC 0 1 1 2 0 0 1 2 3
Statistical
significance N.S. N.S.
MIC : <50 ug/ml
7 days later 14 days later
Drugs Eradicated Eradicated
Changed| Persisted | Total Changed| Persisted | Total
Com- . Com- .
pletely Partially pletely Partially
FOM 2 6 1 3 12 2 5 0 2 9
SBPC 2 0 0 1 3 2 0 1 0 3
Statistical
significance N.S. N.S.
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Fig.2 Degree of improvement of body temperature

10

Initial : 239°C

20 . 30 cases

3 days [ F O M [E0050.0]
later | SBPC{100.9

7 days [ F O M [00.9
later | SBPC [[00.3

" d.ys{FOMl T

later | SBPC
Initial © 38.9~38

3 days [ FOM[IIERT w0 T
later | sBPC RIS X —
7 days (FO MMM "800
—|

later { SBPC [TTI[

14 days [FO M -
later | SBPC [T671

Initial :37.9~37

N.S.

N.S.

N.S.

N.S.

3 days [ F O M [[IT]

N.S.

" vt —
"o | Sorc IS ]
Initial : 37>
" er {557 [IEAT e - ns.
"o | S e O —" m NS,
e P e — ns.
. JHEE 70 s s.9~38  (OONOD : 37.9~37 [ :a7>
(Figures in the graph indicate percentage.)
Drugs| [nitel 38 93 ZYZ s 38 97 C:;': e 38 ;4 ia;’: e
(°C) 239" Tagl” gy 37> | Total | 239 ™7 Tag™" Tan 87> | Total | 239 °% Tag™"” Tar! 87> Total
=39 1 1 0 0 2 0 0 1 0 1 0 0 1 0 1
38.9~38( 0 0 2 8| 10 0 0 2 8| 10 0 0 0 8 8
FOM | 37.9~37 | 0 0 7 10| 17 0 0 7 10| 17 0 0 6 7| 13
37> 0 0 3 24 | 27 0 0 1 25| 26 0 1 0 20| 21
Total 1 1 12 42| 56 0 0 11 43 | 54 0 1 7 35| 43
=39 0 1 0 0 1 0 1 0 0 1 0 0 1 0 1
38.9~38| 0 1 3 5 9 0 0 1 8 9 0 0 1 5 6
SBPC| 37.9~37 | 0 3 8 11| 22 0 0 5 15| 20 0 0 5 13| 18
37> 0 0 2 12| 14 0 0 3 11| 14 0 0 0 13| 13
Total 0 5 13 28 | 46 0 1 9 34| 4 0 0 7 31| 38
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Fig.3 Degree of improvement of cough
30 cases
Tnitial ©
7 days | N.S.
later
14 days
]atzr N.S.
Taitial © +
7 days 2L I ns.
later
14 days N.S.
later
Initial © —
7 days{FOM NS,
later
14 da;
lnti{ NS
e 1 [ ]: —
(Figures ia the graph indicate percentage.)
7 days later 14 days later
Drugs Initial
mn ' + \ — | Total | # + — | Total
H 3 13 8 24 3 7 9 19
-+ 1 18 8 27 0 15 6 21
FOM — 0 0 1 1 0 0 1
Total 4 31 17 52 4 22 15 41
+H 1 16 20 1 10 7 18
+ 2 13 21 0 12 3 15
SBPC - 0 1 3 0 1 2 3
Total l 3 ] 30 ‘ 11 1 44 ’ 1 23 1 12 ‘ 36

&R U fESIE, SBPC B 5-HT 26 (4.3%) ©xiL
T FOM #53Tix 44 (7.0%) &oeBmRER LI,

BMEREELRLUICEAD > b 1A THRIZE LICiE
FThBOT, BMEEROBEIEMLREREMEL L
TEIfE A RETEFBUL, FOM 5 61 4l 16 4 (26.2
%), SBPC #¢5. 49 b 16 ) (32.7%) &75%,

chb, BEfFHBRC, WEFAKTEEEYED
by 1o

IV. ®FLS>VlCER

£H 25 BRCEWT, BESERIYEL N RER L
LT, FOM ¢ SBPC %R 7t b O EIfE % single
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FOM o# x5 L LT, BHESKEKRIYE % EIRT5
LDZENRIIFTH DD LH LI

—7, HEFRBCHKT 5 FOM ot 3EH 0 ERIC B
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FIE 35 LT, SBPCEAVBZ & & L,
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@D R s\ Tk, SBPC i —iisH AR L L
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Fig.4 Degree of improvement of volume of sputum
Tnitial : 50m! 10 20 _cases
1:.‘,;{;:;; _Em s I ws
1 days (FO M T W R
hler{SBPC 50,0 0 N.S.
Intial £ 910
" o Save : 2 xs
14 days (FO M ET] |\I5I|IIIIIIVI1IIIIII I IWI(Itl)IIII!mtIlINhI!I!IVIWm
later {SBPC '''''''''''''''' ¥ Bl N. S,
& ";Idz lFO M mnmwmunmulmmumnlnnn|m||m|m|mummmmn-1!.
later | SBPC 0 N.s.
14 days { F O M [T 7 T
it I‘T‘:)r SBPC T¢I 2] NS,
15:’:{2:?2 m
4 days (FOM ]
later \ sepc [E0.9]
I =50 EEiee~10  [IMOD: o~t  [C—)o
(Figures in the graph indicate percentage.)
- 7 days later 14 days later
Drugs Initial
(m) | =50 | 49~10 | 9~1 0 1 Total | =50 |49~10| 9~1 0 | Total
=50 12 7 2 0 21 1 6 1 1 19
49~10 1 9 4 3 17 1 0 8 % 11
9~ 1 0 0 9 2 11 0 0 6 9
FOM 0 0 0 0 0 0 0 0 0 0 0
Total 13 16 15 ‘ 5 49 12 6 15 6 39
=50 7 3 1 1 12 3 3 3 1 10
49~10 1 g g 2 16 0 6 8 2 16
9~ 1 0 4 10 0 1 4 2 7
SBPC 0 0 0 1 1 2 0 0 1 1 2
Toal | 8 | 15 | 9 | 8 40 3 1 10 ’ 16 6 35
Fig.5 Degree of improvement of property of sputum
Initial P 10 20 _cases
e { FOM N.S.
later | SBPC
e pivtd ns.
lﬂ;l;.%‘ FoMm 7K 3.3
1 ur{ SBPC —] N.S.
" l‘::i: { ::X:} ¢ : - : N.S.
m;ldr: FOM[_____ 1000 7]
laf ter{SBPC [ N.S.
14 days ([FOM
later { SBPC [03]
B3 [T PM | — )
(Figures in the graph indicate percentage.)
7 days later 14 days later
Drugs Initial
p PM | M | Total | P PM ’ ‘ Total
P 8 6 4 18 8 2 4 14
PM 1 14 9 24 2 7 8 17
FOM M 0 0 6 6 0 0 4 4
Total 9 | 20 | 19 48 10 9 16 35
P 4 8 1 13 - 4 3 5 12
PM 0 11 8 19 0 7 8 15
SBPC M 1 0 0 1 0 0 1 1
Total 5 ’ 19 o | 3 ‘ 4 ‘ 10 14 28
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Fig.6 Degree of improvement of dyspnea
Initial s 4 10 20 _eases
= ‘; .;.y. { FOM 35T N.S.
later | SBPC IO 2507
" -':Z: { ;:P}é fﬂ_}tﬁzg—‘i‘ 750 N.S.
'l_"Lh;l!d._yT: conk 12.5 - |
later { SBPC 0 i ] N.S.
M e src g e — —  ns
Initial : —
11.::::{:3;2 R w.m — !y,
" 11:1:{§:p,é 1 9.9 = ] ! N.S.
- k3 B + —:-
(Figures in the graph indicate percentage.)
7 days later 14 days later
Drugs Initial
H + — Total +H + — Total
H 1 1 5 7 0 0 3 3
+ 0 8 17 25 0 7 13 20
FOM - 0 0 22 22 1 0 19 20
Total 1 9 44 54 l 1 7 35 43
H 2 2 4 8 1 1 6 8
+ 1 8 9 18 1 6 8 15
SBPC - 0 1 17 18 0 13 14
Total 3 11 30 u | 2 8 27 | 37
Fig.7 Degree of improvement of chest pain
Initial : 4+ 20 30 cases
7 days { FOM [ N.S.
later | SBPC [ 40.0:7]
ays 2000 I
" li‘ir { ]S;BOP% NS,
lm;n:l‘;: FOM 100.0 ;|
later { SBPC - 100.0 |
M Serc i = NS
t+ /-
(Figures in the graph indicate percentage.)
7 days later 14 days later
Drugs Initial
+ —_ Total + — Total
+ 2 12 14 2 10 12
FOM — 0 38 38 1 28 29
Total 2 50 52 3 38 41
+ 4 6 10 2 7 9
SBPC - 0 33 33 0 28 28
Total 4 39 43 2 35 37
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Fig.8 Degree of improvement of rales

Initial © 4+ 10 20 30 cases
7da;'s{FOM N.S.
later | SBPC
14 days ([FOM 0.5
e | SopC N NS
Initial © +
7 days {F O M Bl 37.5 |
latir { SBPP(AJ £ 29.6 | NS
14 d FOML: 37.0 ]
teter { SBPC[ ] NS
Initial : —
7 days ([FOM [ 100.0
later {SBPQ [Jr00.0
14 days {F O M [ 100.0
later | SBPC [_]i00.0
I BT +  E—
(Figures in the graph indicate percentage.)
7 days later 14 days later
Drugs Initial
+H + — Total H + — Total
+H 7 10 1 18 4 5 4 13
+ 1 19 12 32 0 17 10 27
FOM - 0 0 3 3 0 0 3 3
Total 8 29 16 53 4 22 17 43
+ 4 9 3 16 3 6 6 15
+ 1 18 27 0 16 6 22
SBPC - 0 0 1 1 0 0 1 1
Total 5 27 12 44 ‘ 3 22 13 38
Fig.9 Degree of improvement of cyanosis
Initial © + 10 20 30 40 cases
" Tays(FoM
et sBPC. NS
" .fti:{Zﬁp’é s.
hi.;‘:i-:y: FOM - 100.0 1
later { SBPC 0.0 ]
1 dlys{FO M 160 1
+ later | SBPC 0.0 ]
S e £
(Figures in the graph indicate percentage.)
7 days later ‘ 14 days later
Drugs Initial
+ — Total { + — Total
+ 1 6 7 0 3 3
FOM - 46 46 0 39 39
Total 1 52 53 0 42 42
+ 3 4 7 2 5 7
SBPC — 0 37 37 0 31 31
Total 3 41 } 44 t 2 ‘ 36 38
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Fig.10 Degree of improvement of PaO,
AU 5 cases
Initial : 40>mmHg T
7 days [ F O M [100.0]
later { SBPC [in0] N.S.
14 days{FOM [00:]
later | SBPC |g
Initial : 40~59.9
7 days ([FOM
later { SBPC |0
14 days { F 0 M 07400 TGO
later | SBPC |0
Initial : 60~79.9
7 a;;{?GM IS S T 209
later | SBPC |G- N.S.
14 days { F O M [ o]MMEeeMMM20-0] N, s.
later | SBPC [16.7JM[3E3MMI s00 ]
Initial * 280
7 days [FOM 100.0
later | SBPC u;m]
14 days { F O M [[67]
later { SBPC |0
B 0> EETTTTC40~59.9
IO = 60~79.9 [ 1: =80
(Figures in the graph indicate percentage.)
Initial 7 days later i 14 days later
Drugs (mmHg)
40> |40~59.9|60~79.9| =80 Total ' 40> | 40~59.9/60~79.9, =80 Total
40> 0 0 0 1 1 0 0 1 0 1
40~59.9 0 4 1 0 5 1 2 2 0 5
FOM 60~79.9 0 0 4 1 5 0 1 3 1 5
=80 0 0 1 0 1 0 0 1 0 1
Total 0 4 6 2 | 12 | 1| 3 7 1 12
40> 1 0 0 0 1 0 0 0 0 0
40~59.9 0 0 0 0 0 0 0 0 0 0
SBPC 60~79.9 0 0 3 0 3 0 1 2 3 6
=80 0 0 0 0 0 0 1 0 0 0
To*al 1| oo 3 o | 4| o 0 2 3 6
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Fig.11 Degree of impravement of PaCO,
Initial : 2 49mHg_ 2 1P cases
7 days { FOM [T
later { SBPC |o
l4days{FOM-~"
later | SBPC |,
Tnitial : 49>
Ari;lidays { FOM 100.0 ]
later | SBPC [oi80.0..]  50.0 | N.S
14 days [FO M 100.0 ]
latex‘{ SBPC [ N.S
1249 [ 049>
(Figures in the graph indicate percentage.)
Initial 7 days later 14 days later
Drugs (mmHg)
g >49 19> | Towl | z49 49> | Total
=49 3 0 3 3 1 4
FOM 49> 0 9 9 0 8 8
Total 3 [ 9 12 3 9 12
=49 0 0 0 0 0 0
SBPC 49> 2 2 4 1 0 1
Total 2 2 s |1 o 1
Fig.12 Degree of improvement of WBC counts
Initial : 2200(X100) 10 2 _cases
ays (F O 0
! Ijtir { saplg 00,0
1 days{FOM 0
later | SBPC EZ3100.0
Initial : 199~120
| SapC e NS,
£ S
Initiel : 119~80 ,
ays [F O M [ 56.3
! l‘:tir { SBPC [ 50.0 — 1 N.S
ays 1250 87.5 1
" ldatir { SI;)PIg 15,01 L %00 ] N.S
Initial : 80> ]
! l‘intﬁ{l;lfl’g o 100.0 22 ] - N.S
" | seve ey = 1 ns
I 199~120 ETETITTDC 119~80 (080>
(Figures in the graph indicate percentage.)
Ini.ial 7 days later 14 days later
Drugs .
(X100) =200 {199~120| 119~80 | 80> Total | =200 |199~120| 119~80 | 80> Total
=200 0 0 0 0 0 0 0 0 0 0
199~120 0 1 4 1 6 0 0 3 2 5
FOM 119~ 80 0 0 7 9 16 0 0 2 14 16
80> 0 1 1 16 18 0 0 2 12 14
Total 0 2 12 26 40 0 0 7 28 35
=200 0 0 1 0 1 0 0 1 0 1
199~120 0 0 1 1 2 0 0 1 1 2
SBPC' 119~80 0 0 6 6 12 0 0 1 9 10
: 80> 0 0 0 13 13 0 0 2 14 16
Totd | 0 | o | 8 | 20| 28 | 0 0 5 24 | 29
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Fig.13 Degree of improvement of ESR
10 15 cases
Initial : 260mm v
7 days { FOM RRRRACIERRA 11111 ERENIHINY N.S
later | SBPC
14days{FOM N.S
later | SBPC
Initial : 59~40
T da&s?‘;o M B 50] NS
later | FBPC ]
14 days{F O M [250]2 0] s0.0 ] N.S
later | SBP C 36 7 IMIES 7 I 6 7]
Initial : 39~20
7 tja;'§ { F O M i)z 2 ina] 55.6 N.S
later | SBPC A& 2]
14 days { F O M SRR 72.7 1 N.S
later | SBPC
Initial 1 20>
7_“5?“57{}*‘ O M 889 ] N.S
later | SBPC :
14 days [ F O M 7.8 ]
later { SBPC [T 3{13] 714 ] N.S.
N =60 o 59~40  [MIMIM: 39~20 [____J:20>
(Figures in the graph indicate percentage.)
Drugs Initial 7 days later 14 days later
(mm) 260 |59~40 | 39~20 | 20> | Total | =60 |59~40 |39~20| 20> | Total
=60 5 3 3 0 11 5 1 3 0 9
59~40 1 2 1 1 5 0 1 1 2 4
FOM 39~20 1 2 1 5 9 0 1 2 8 11
20> 0 1 0 8 9 0 0 2 7 9
Total 7 8 5 14 34 5 3 8 17 33
=60 8 1 2 1 12 6 3 3 1 13
59~40 2 2 2 1 7 0 1 4 1 6
SBPC 39~20 1 0 2 1 4 0 1 1 1 3
20> 0 0 2 3 5 0 1 1 5 7
Total 1 3 8 6 28 6 6 | o | 8 | 2
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VOL. 25 NO. 10

CHEMOTHERAPY

2955

Fig.14 Degree of improvement of CRP

Initial : 4+

T dm{FOM
later

14 days {ro M JITT
later | SBPC
Initial : 3+~ %

7 dlyu{FOM

later | SBPC

bt dn)‘l{FO M 1 NS
later | SBPC [ "
hm;l;-;_.{l-'o M 100.0
later | SBPC [_100.0
u;.t:{::?n; S NS
e CEEier -
(Figures in the graph indicate percentage.)’
7 days later 14 days later
Drugs Initial
=24+ |3+~% - Total | =24+ |3+~+ — Total
=4+ 3 8 0 11 1 7 1 9
3+~ 0 16 6 22 1 11 7 19
FOM - 0 0 5 5 0 3 2 5
Total 3 24 11 38 2 21 10 33
=4+ 2 4 1 7 0 1 7
3+~= 0 11 4 15 1 5 6 12
SBPC - 0 0 2 2 0 5
Total } 2 ) 15 7 24 1 11 12 24

Fig.15 Clinical effectiveness judged by doctors
in charge among two groups

DExcel]ent DGood Fair - Poor

(Figures in the graph indicate number of cases.)
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Table 31 Side effects (Cases adopted by committee members)
Drugs FOM SBPC
No. of cases 61 49
No. of cases without side effect 57 (93.4) 46 (93.9)
Continued | Discontinued Continued | Discontinued
* No. of cases with side effect
g 3 (4.9) 1 (1.6) 2 (4.1) 1 (2.0)
o
g Rash 1 (1.6) 20 (4.1)
& | Fever 1® (200 1 (2.0)
Head heaviness 10 (1.6)
Chest discomfort 10 (1.6)
Vomiting 14 (1.6)
Diarrhea 2A% (3.3) 1® (2.0)
No. of cases 57 47
No. of cases with normal value 47 (77.2) 34 (72.3)
- Continued Discontinued Continued | Discontinued
by No. of cases with abnormal value
;é 13 (22.8) 0 13 (27.7) 0
< | Blevation of GOT and GPT 6> ACI(10.5) 4 (8.5)
8 | Elevation of GOT 2 (3.5 5MX(10. 6)
§ | Elevation of GPT 1 (18 2 (4.3)
'S | Elevation of BUN 1 18 . (2.1
Anemia 440 (7.0) ol (4.3)
Eosinophilia 1 (1.8) 13X (2.1)
Thrombopenia m (2.1)
Albuminuria X (2.1)
The same mark indicates the same case. )
(Figures in the parenthesis indicate percentage.

A HEARICEBEZLED bhich - T
BAECOWTARD L, FEOFEOHEMRY, 28H
DEDOBEDOBARKRYE, IUCEXRERAHST THEIER
FICHE Licn, BAEOMBCEREZIRD bhioh
oilto AHBRBONRT LicBSERMEDBE
1%, Pseudomonas J&EGud 5\ M3 BA KL & Q CRIE
it h DT, Pseudomonas ¥ijh s X8 Pseudomonas
LMOBEDEARY ey —FE L C, Pseudomonas JRYFEE
L1, —J, Pseudomonas DEJHEL TGS 1
PELT, WEARSHRBOME T TAHB &,
FOM #y 5. #Ec Pseudomonas EHuh %  BEEMNED B
h, FBE—ERELIBEARPO 2HCTTTADLEL,
SBPC 5B CBERGI V7, ARENRD LR
tro Efe, LB O MIC T3 SBPC #5.#ic MIC 100
ug/ml Ll EDIERINE L, BEENRD bhi,
RS RHEREL, WEAR G EHTOELY A
%, ©XFR, EY, HEREOSEMOBREIELL

THE LY, AEAMTEEZERRD bAT, %1,
=%, BRw —fHCL e ERHR (FOM 48.2%, SBPC
52.2%) B IVRXLHHULOBRBEEER L LicEHR
(FOM 62.5%, SBPC 76.1%) T3\ T, & »IHE
FIFE THEEZIRAD bhitd - fo
ZOMKSRY, BEOEEE THEAL THE LS
B, BRYSEOBRERMD 1 ODIFE L U TIEEER DR E
OEF/ETREILTHE LIHE, Hb0iE, BEOER
RAFE L T—HEEEDORD bR KtE RBEEEE
DREFZHT, ThEXNBHETI- THE LSS, W
Thi, MEABCEEZRIRD bhich ol
EHBERORLEL DR SIHT LEBL 78 fif,
FH 55 LEIROMBERIBR BN Tlebh, BECH
e BABEOHEER B LB EMS, 7H% 56 4
14 A# 55 Bl M BRORITERC L EE S, Thb
DEEFICONT, BAEOBECEIfRI  FEHBERM T
WEY AR OB YT - 1ok R, FOM #E5Rwk
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7H%, M4B®EICBIERANEL, XP-RETH
BENED BRI, UL, 7 BHEOLEI 3s1F5SBPC
B HRE 23 B A REHIL 2 Bl TH b, —F, FOM
#ERCIZ 3B BIF 15 AINNRAERRTH Y, %, 14H
# o g Tk SBPC 5.5 25 FIHREA BRI 4 BT
T, FOM #58Cix 30 Bl 13 SO RA RN FEL,
DX 5w FOM B 5HCBERPMEAVSK L D
ZED, COFEEYRLEIRLELOR D, BA
T, BARPMIZFoONTHRSBE, SBPC HE5HTH
BORMT, 26V ThIFEIBRFEL, FOM £ 55
OECAEBENZD LR, Z0BEL, BERED
JEBIX FOM 5.8 15 ), SBPC #5828 & K2
Bhoto ThHEAEBRLCHAL TOBEEHETO
HEZOERSFTIIEHETH 5,

AR E DS Hemophilus Th - TERIT, HEZHIZE
BB LB, THHE66, 4% 7 HEAKBT
Hotleh’, H4AEOBART, SBPC HEFF T, 56+
AGINENER R LD LT, FOM #E55 T,
21k % Klebsiella\C BZz B R L, WEMICHEEEN
HHbhie LaL, =026 Hemophilus iyt T
BHEMERERLIChITHD, ¥, FHHLLHAKRDOD
BN EbHoT, ZORE» LHEHIDOREOESL L
RTDZELIRAETH 5o

ik & ¥ b Pseudomonas OLyEEFIHY SBPC #5.5%
X v FOM 5%, BRENRDLRAOT, &
@ Pseudomonas FBREHCo\T, FOM & SBPC il
BRIl UckE R, SBPC #53%X h FOM #
LB Pseudomonas DEKFDERCTTED by,
BFEXIZDOhichole T, AT
Pseudomonas LA DEW x5 WIEH] O MIEFERIZIER
CHFEBENRD RIS - o

EREORZHRE OE IS W IEFNE, FiRo L
D, LEOCLEE ST, MICRXOBALT, HME
R R OB R Tlinotco TOB, W bo MIC %
b o TRBAT S0 HECLS2, Wbl 5 MIC
100 ug/ml L & 100 ug/ml Kif, 72O 50 ug/ml
k& 50 pg/ml KiorhLh 2 B THEE L
#8, MIC 100 pg/ml FKiEDBEBC I\ TRIHE
FIBERIT X-HEC X b, MEFMSRCERENRD
bhich, = DHAED SBPCEHEFHDOEZN 2 ML,
LEIBAEIMELL DL EL D L, FERAFEC
EBEXIRDOAL Y, ¥, PEBATOHETY
HBHDT, FOERSFTIEEEL VX X 50

FEER, FFIROBECHES 7 RS X0 AR OBE
EoREYFTEAMCHE LD, WTFhoFEBRDW
THHEEEIRDORAEI T BIfFA ROV T RS

L, BB, RBOIOSK, EHTVAF-LELZDLRD
fEBIL SBPC B 55 3 (6.1%) wxfL T FOM #5458
TIX 16 (1.6%) LR°RERER LI, ok, Thbo
FEFILMMCIFBIR I S XA LACRDbhl, ¥
7o, WERCHES PSS VAT IF—¥DERY SBPC#H5
B 11 61(23.4%) &3t LT, FOM HB5RETI1L 94 (15.8
%) LRRBERER LI, LhLl, —HEHWT, #ill
¥, MmEREOREA SBPC #5455 2 6 (4. 3%) it
LT, FOM##5HTIZ46(7.0%) LX°PHRTHEDHD
Rico ¥, BWEA O HEELEFRIE L EMMIHEHE
1BIFE LI ThHOREWERD 2V IREARFEOH
BHEIL, MEABTEEERRD s T

Lk, &[E%ERK L FOM L SBPC o HikRRIC I
T, BRFEHROETHEEZRZZED LT, EfFAOET
b, MEAMCE QIREXRD DRI DT, Bk
SOERYECS LT, FOM 1 SBPC [, FEfRic
WELERTHD L\ LD

V. #% £

B SERYUEIC X35 FOM & SBPC oiEahR &
BRI a3 5 & L2 B9 & L T1156 D 3w,
FOM » %\ % SBPC zhZXh 1@ 2g ¥21H 2@ ©
BRI, BIRR, MEEHLR, ER -
Ro¥EE e bOWEWER I© 2\ T o HEF o Liky
single blind JKIC X h E i L IR, AT o2 B ko

1. EBHSERYYERCK3 % FOM & SBPC D R%)
BRIBEENRDLhIg,

2. MIEFHZHRLCOUCRER TR, HBKRZEED
HEECE VT, BEAMCHEFODRY LE TS E
THIEL LB EBERXZED RIS,

3. EfFfoHBEECE VT, MERMCERZE
li?g&b rohf&\/‘o

(KT OEE L4 24 Bl B RLFEEEF AT HRZH
e B WTRELK,)
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In order to compare the therapeutic effects and side effects of fosfomycin Na (FOM) with those of
sulbenicillin Na (SBPC), a comparative clincal trial has been carried out in 115 patients with chronic
respiratory tract infections at 25 institutions in Japan. [Each of the patients was assigned to either
of the drugs at random. Both drugs were administered as intravenous infusions at a dosage of 2g
twice daily for 14 days.

In each patient, on the basis of detailedly recorded subjective and objective symptoms, laboratory
test results and chest X-ray film findings, committee members consisting of several physicians who
had not been informed of the drug actually given to each patient made an assessment on the severity,
therapeutic results, and presence or absence of side effects. Subsequently, the key code for the drug
abministered to each patient was opened and statistical analysis was carried out by making a com-
parison between the two groups (one received FOM and the other SBPC) with respect to background
factors, clinical effectiveness, bacteriological effectiveness, degree of improvement and observed side
effects.

Out of the 115 cases originally admitted to the trial, 13 cases were excluded because of failure to
observe the treating regimen initially established, leaving 102 cases (56 from FOM group and 46 from
SBPC group) for analysis. It was indicated that regarding background factors there was no signifi-
cance between the two groups except that more cases of SBPC group had highly accelerated ESR
value and that there were more cases in FOM group which had infections due to Pseudomonas and
mixed infections, both with significance.

The clinical effectiveness were classified as excellent in 5 and 7 cases in FOM and SBPC group,
respectively,as good in 22 and 17 cases ; as fair in 8 and 11 cases, as poor in 21 and 14 cases ; and as
undecided in 0 and 1 case, respectively, with no significance. In the bacteriological effectiveness and
the degree of improvement, there was no significance which is of importance in a comparison of both
drugs. In regard to the incidence of side effects no significance was observed.



