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RBRYEYARBYHE

CLRXHEIENE, ravbo-5-—

DR 28 » BCAREEIC 0t 3 B 6315-S (Flomoxef) DE M, TN L LUHBRERNT
5 B8 T, Cefotiam (CTM) £ AM LTI RYLBREMERKEL 72 REHFEITEFE b 1
Blg%tlB2E MAELTI4EM, ABWMEETEYD, KOBERER,

1. AHMNEMRE LTHRASh /MMM - FHILMEX 150 6] (6315-S 8¢ : 77T,
CTM # : 82 ) T, MRAMOMEDHE, F£ip, N, HEEAHICIHELRDEAShLE -
tro BMESUEICL ZH®IL 63155 B 70.2%, CTM BE05.1%, THEHTEICL 2 HDEIL,
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BRORBRIE, £NEN26.0%, 22.1%ThHh b, mEMBMCHERZRIBHShLI 1,

3. ERIMNEL SRAKE, FHEHMESE DILEFAThOAYEFELRKLARRATHD,
HEA B HEEENED SN,

4. DIk, SEORBERICHNT, 6315-S DEYRIICTM icH L THEIKE 56D TH-
foo 5%, 6315-S OBEMHE 79.2% I MEDERLKRRIC B 2 B= €7 =« LREHARE
R OB % « LEICHT 2EDRERZESTH 120 EORBISDVTEFOEEEN

MAY 1987

Ato

6315 -S (Flomoxef : FMOX) %, Latamoxef
(LMOX) 22 UL \bW 3B £ 7 = ARHLEY
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TR B RRAAE IS 351 5 I RBEE HANCRIT L 7hf,
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CRBU BRI ER L o
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Table 1 Items and schedule of laboratory tests
n th day of treatment Before 4th 8th 15¢th
Items day day day
Chest roentgenography ¢} [e) [¢) o
Sputum culture o] (¢] o
CRP *] Q O [o]
ESR (1 hr value) o (o] o (o]
L . HA o [¢)
Mycoplasma antibody CF o) )
Cold hemagglutination o o
Erythrocyte o} o o]
Hemoglobin o [¢] fo)
Hematocrit o (e} o)
Leukocyte o o} o o
Basocyte o (o] (o) (@)
Blood analysis E Eosinocyte o] o} o (o)
& | Stab form leucocyte o) ) 0 o)
"‘3 Segmented leucocyte o} (o] (o] (o}
- Lymphocyte O o] o] o
Monocyte (®) O o (¢]
Platelet (0] (@) (o]
s-GOT o o (o)
Hepatic sGPT [¢] (0] O
function test Al-P o} o O
Total bilirubin (0] o 0
Renal BUN o} o o)
function test s-Creatinine o o 0
Prothrombin time (PT) [ ] ) °
Blood ] :
X Activated partial
coagulation test thromboplastin time ¢ o ¢
Urinalysis Procein o o °
Sugar (o] (o] o)
Direct coombs’ test [ o
Arterial Pa02 hd hd hd hd
blood gas PaCO2 hd hd hd hd
PH [ ] [ ] [ J [ ]
Blood culture ()

O : Indispensable, ® : Should be performed as much as possible

7. BREDOKRE

BEMMLET, 54 (8HHE) BLUBREKRTH GE
®i215 HE) CEBERTHEERBICLVEREET
W, ZOHERERANTEIEEL, FDOHSBELEEE
Fah b, BXFAEICER - HEERE, it
KERBARARFAR~RMG L, BORE, 6315-S
& CTM D R/NEBHIEREE (MIC) 2{t¥REE&E

BEICLDRAEST S EE LT

8. FHEICK 5

EXBEOHERMEIC LD, BpEFEL L TOEEEE
3B (EIE - PERE - B1F) I, WEFHHRELR
B (K% - B - RE - ) kK, &5, BRAREL
BB (EY - Y - POEY - W) HELRS XD
KRR EFIERL A MR, RREFOFALE
5B (BHTHME - B - POEM - GRTHRN &
AT ~RETEV) IHE L,
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Table 2 Criteria for evaluation of usefulness

Side effects and

Clinical efficacy

laboratory abnormalities

Excellent Good

Fair Poor Unevaluable

None ++
Mild
Moderate

Severe

++ : Markedly useful,

x : Should not be administered,

9. FHSK L A

1) RBX8B7 1 LLAORR

BHEENORDBONL2EF OB X |7 1 LA
20T, E0XEXES, BEG BMEEAQ KRE%E
ST, HFAREE L, | T EKKFROLELD, B
DHRBLVEROBRHFOFAL b LIS, RESOR
kb, 08 (EW) ~10/8 (REE) T 11
BRI TIRA L, 274« VLDREKRT®R, Ch
PERER LIRS O, EEEHE, ERYE
HEDEK L L,

2) EEE S L CEERYEHE

BEZNSRD SN LERDRERICOWVWT, 20
RHES, 258, HRE FHENEORERIES
ERIAT, BEMLIIORME X B 7 1+ VLADEKE
ABRIEMSNIERIEK - RO SEFEE S 3 BRE
(BfE « REFE ~BE) CHELR, 72, WV XK
T4NALADREF L RBERICTERINEBERER - TR
DEBLBMEL T, BRYRL 4B (FY-AY -
PEY - B IHE L,

3) MEEHZRuE

MEROYRIEREL BW LB EMOVT, F
ROBREI L7cht>T 4 BBEGHEE - B - RE - RR)
FEMIE L,

D) R ERENER LI DD, - BEEANEE
SNEB A, 18 10ml BT &7 D BEHIRIE
M-t bo,

@ % 0 E-EEEAESERSN, BRNIYHS
PRRD U7, BERORD, BEEROEBEH, 5K
BoMEsED St b,

@ R & : F—REEAENERS N, ERICE(L
RCRBER « Mt Ic B AERARD SN > 72 b D,

+: Useful, ¢ : Slightly useful, — :Useless,

? : Unevaluable

@) BRZR {5 RREEABREN, HrHOBEOR
HRELVEREROES N SEAEE OO EHES
hicbo,

4) BIEM - EERMAMBER

BIfERIC 2V T, FHREDCIEMEIA (ER, BE,
REN, BE5EHROTE, LR, E8F) cbLTH
THREX O EDHREHITE L1, BHRRAEMICOW
T, TOEMEBBROERBEEHELL, EBEDIC
EFHEEHE L CEBREHME oMM OEFELHEL
f:e

5) FREEDOHE

e - ERRBMEEROEELZ TiLoBRICL Y
EL, ChEBRDBROKTERRE LA YE, Table 2
KHETWTHRKEEBE (BATHA -8 - 0%
BH-HRATHEV - ERETNETRW) HELE,

(1) B F:&528F5H50VERTHRICEIEROH
BYERRBMOEH NS ONbOD, HGERS 2T
HETHNIEHEREELEL LI 7oA, BRI
PRIESH D LTINS bD,

(2) SEE: REEBTH VR TRICEEROH
BPERREBORBEN LD RREDORE L
L, BRI sHEREZLEBELE T A8 CBEREICHED D
LYl nz o,

(3) & K #588hH50 3 EE5RTRICHEL
LERBIEACERREMOREL®ICLD, BbIC
BHAEHIE LBBIEHERE 2T S b, RRENE -
oD, REICES I SERENCIERICRBES D &4 S
habo,

10. K - TR, EBRRERBOREE

FIRENHERICER L - BEFOER - R, B
DIE LI ZEHERBERKICO VT Table 3 DE#EIC
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Table 3 Grading of symptoms, signs and laboratory findings
Symptoms, signs and Degree
laboratory findings 1 2 3 4
Body temperature (°C) <37° 37°~<38° 38°~<39° 239°
Cough - + ++
Volume of sputum (ml) - + ++ +++
(<10ml/day) |(10~<50ml/day)| (250mi/day)
Property of sputum - M PM P
Dyspnea i + ++
Chest pain - + ++
Rale — + ++
Cyanosis - + ++
Dehydration - + +H+
CRP - t~+ 4~ 44 2++++
ESR (mm/hr) <20 20~<40 40~<60 260
WBC (X10*) <8.0 8.0~12.0 12.0~<20.0 220.0
PaO, (mmHg) 280 <80~60 <60~40 <40
PaCO, (mmHg) <49 249

bESVWT2~4 BREICHEL, RSMMEHT, 548
B. 8HE, 15 HEO#EBERFT L.

11. EFOmD KV

£EBLB LT bo—3513, key code B AT,
KREBEMCEMT SEFICOVTIRERL, B - R
ZOBRDFEVERE Lo EAARRSIHMBHEMK - 6
{LIEIC T 2 EH LB TH D, KRER O IEBBEN»
SEATHHORIER WA 2T XeiRBLVORRE
HRBERICOVWTIIRIEIE L, W% - LR
FEELRBBLAEWIEE LT, 8B, 74357 X7iC
14 5 [HA $fidkflit L U CF fifEflico\WTid, X7
METCAEL LD ERABHIbD, L LIGERS 1
EoABREL TV SIS CF HEET 64 5L E,
THA #ifkfi T 320 L LA R L bDEBMEE LT,
F e ERBRRIGICOVWTIRSI2ELUEERLAEbDE
BBk & L7,

12. Key code DBt H L U'F — ¥ ORFr

FRL&BITa v bo—Fic kD, EFROEDEZEVA
REIN7zDD, BREROERERELUENREO, /)

EESHERHICOVWTHRE, H&ksh, TREGL:
2ERDF -5 %53 2 —FANL EELLDS,
a2 bo—Fh¢ Key code B3t L7,

F— 5 O IHEFENEKRASHRIE L 5 -2
XL, RITEB K LT Willcoxon MEGIfIRE, EE
REHEES 2V Y REEL AR L, HEROHM
HEEFHE -1, REREEKE0.05 &L, REDH
BAETEXERIERMCRTAHEERE (pil) £F
Wid5EE L, 55, BRARICOVTREDRL
M aEELBELTEIENH20T, BEETRE
NoDEERBHEEIC L 5 RYHBROHEE bEMLR
L7,

0.2 % & &

1. HRIERB L CERDOIMD TV
ALBARICEVT, RBREFHRSE SAERR
213 HIT&H 0, 6315-S B 105 i, CTM B 108 HTH~
to EBLBIUIY bo—F—DHHRIcLY, 0
B 21 GINKRAER, %7 6 PIOBEER & REENT .



CHEMOTHERAPY 757

VOL. 35 iS—1
Table 4 Case distribution
Case 6315-S CT™M Statistical test
Total No. of cases 105 108
No. of cases excluded 7 14 NS
No. of cases dropped out 3 3 X-’B gg;l&
No. of cases accepted for evaluation of efficacy 95 91 p= 0.
No. of cases accepted for evaluation of side effect 103 107
No. of cases accepted for evaluation of usefulness 96 91

B Bil: 6315—S AT B, CTM B4 14 B, BEER
REBELBIPNTHD, EHUEFHMENRIE 6315-S
#9548, CTMBOL A TH >/ (Table 4), CTM B¢
KRAPNZ L B ohiht, BAR, BER, HHEN
EMRAORHICIE, AEFBMCEERLRY ZED
SRt BATERONRIZHRAKSE 196
(6315-SE 64, CTM B 13 8)), £THREMMEICE
2RRPDER 26 (6315-SH 14, CTME 1)
THh, BREERONRIERBSER 2 (6315-S
Blo, CTME 1A, 58K 3BREDOEH 2 H
CTM B 28)), ERKENERTEA2EM L&
(6315-S 8 1 41D, thoEKIGEAER 1 # (6315-S
BLIPD THoto (Table 5), KLUFMIZ, EWE
ENERT T OFERETH - 72 1 fl L ERG
502 5%K< 210 $1(6315-S 2 103 £, CTM ¢ 107
B ZRETRRE Ul B EMENM A2 TR H 5
P L EYUFBE RRBH O S LEFREEREDS
nic 1 §&SMA 7 187 ) (6315—S 2 96 1, CTM B¢
814) #MB& Lo

B R ) 186 HI O BEIEL YT Z (3 Table 6
KR EEBD T, 6315-S BHZMEEM% 60 B, Bi{t
BESH, <1375 X<Wi%1TH, FREERML
L9, CTM BH3MHBEHER % 77 B, BEILARSE 541, <
13753 X2MiRTH, FRERBMBA2HTHD,
Bl5-SBice A I 75 X2 BARPPEM - 7o 2, i
RABMOEANHIREELR/D 3BD SN, -
To ABURIIHBEEIZ - BiLARE 1S3 2 BB S
Eﬂttﬁf:b. LoBYYH L UCE ORI IZE
WUEERGZ - B (LAREE 150 #) (6315-S & : 77 #I, CTM
B82f) £0KELTHML, <4375 X<fi%
BLURRE BB APV TIE, BEE LTRHT
AL,

2. WRETF

1) BEER

AN EN R E L THRA & 6315-S B 77 4,
CTM # 82 FlDFEBMEM % - Mi{LABEICH>W\WT, BE
D, Fi, FE, BEF, ERKE -  SHEOHRES
BVIETREAOEROIHORO ERM LI, 10F
ULoflEs LUERESYIEICL 2 EEFH 6315-S #
2, $¥7:(kE60kg LLEOFMNCTM Bz v »PEL 45
nicht, MEHBEMCEELROIBHON LA L
(Table 7 ),

2) BEHEL L URSHM

HEBERNORBHME LUHAEFOHEREDODTIC
DVWTREARKBMICHERZRED SRS - 125,
6315-SB¥ T3 CTM Biclh L TR ED EFINS <,
6315-S OB/ EMMII CTM B2 ht h HEICE
M7 (Table 8), 5 FEHIE, 6315-S B 22
Fleh 11 BIATEE DI, 9 FINEYLE L LIZYHRR+
ROIBTHD, Bb 2HANAHTILEBRDEKRT
ICU NEHOHDRER L EEREN AT 5 X2
ROBENS O KM LADDRIERTH - 12,
CTM #0 13 flohitBHIz, 9 PNEEBDLD, 3
FINEY DI, B0 1 FIABIERRBDIDTH -1
(Table 9 ),

3) BSMEEOER, FRPLUEHRREE

BEMMEHOER - MIRBLUEDHOISEL 128
BEDAF% Table 10 ISR L7, BB IUSFicH
WT, CTM #13 6315-S Bt L W BEDH WVEFHNE W
A %R LA (p=0.065, p=0.063) —4, F¥7/—+
IKBWTIZHIC63I5-SHIZCTM BLVEEOH W
EFANE VEREZR LA (p=0.001); % DD WM,
R, WkHER, IFREK M BKER, CRP,
#ik, BMKEY, PaO,, PaCO, ic MEFIBMI-H&
RRED BB SN,

BEMSEHIIOMESE X REoFAOEEIC >\ T,
ZRATHRRLA X RABEBVTHE L2, &
FIBMICEERERO IS OSNEAM -7 (Table 1),
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Table 5 Reasons for exclusion and dropping out from evaluation

1. Exclusion

Reason

No. of cases

6315-S CcT™

Disease not included in protocol

Lung cancer

6 13
(2) o)

Chronic respiratory tract infection (3)

Acute bronchitis

Cardiac insufficiency

Pleurisy

Pulmonary infileration wich

eosinophilia syndrome

Interscitial pneumonia

Pulmonary tuberculosis

Improvement due to prior therapy

(1) (1)
(2
(1) (1)
(1)

(1)
(1)

2. Drop out

Reason

No. of cases

6315—S CT™

Irregular administration (two fold doses) 1 1

Discontinuation of treatment within

72 hours

Serious underlying disease

Concomitanc therapy with other antibiotics 1

Table 6 Classification of diagnosis

Diagnosis 6315—-S | CTM
Bacterial pneumonia 69 77
Pulmonary suppuration 8 5
Mycoplasmal pneumonia 17 7
Primary atypical pneumonia 1 2

Statistical test N.S. ;:1: gf;z

4) BREDONH

RBRMGAICEE s o AR I N EHO S BERLNE
REERBDDIL 42 8k 41 5] (BLIBR 40 ), WA
R 1 fl) Tho7, BMEHTIE Table 12 IKRT L)
IC 10 B TH Y, S pneumoniae, H. influenzae, K.
pneumonige A BRI RIES W TV,

3. RASHE

1) BSERZER

FEB2IC L B¥E T, Table 13 KRT&LIK
6315-S B3 ER 8 4. B SIM, PPEMH, &K
%84, CTMBZER 128, BR66 8, PPEY!
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Table 7 Patients characteristics

Characteristics 63158 CT™M Statistical test
No. of patients 77 82
Male 48 51 N.S.
Sex Female 29 3 pn1.000
-19 3 1
20-29 4 2
A 30-39 11 19 N.S.
g¢ (years) 40 -49 1 14 2=0.727
50— 59 14 16 p=0.467
60 — 69 12 14
70~ 79 19 9
80 - 3 7
-39 4 3
oo | 2 | Ns.
Body weight (kg) Z=1.421
60 - 69 15 19 =0.156
70 - 4 9 P
Unknown 1 2
Severity Mild 18 20 N.S.
(Evaluated by committee members) Moderate 54 61 Z2=0.696
' Severe 5 1 p=0.486
Severity Mild 26 21 N.S.
(Evaluated by physicians) Moderate 45 57 Z2=0.722
Severe 6 4 p=0.470
: . . - 60 62 N.S.
Underlying disease + 17 20 p=0.851
. - 56 59 N.S.
F""‘"h““m" + 21 23 p=1.000
Pretreatment with antimicrobial agents : :‘1) gg N.S.
Unknown 6 4 pr1.000

—: Absent, +: Present

Table 8 Combined drugs, infusion times, duration of treatment

and withdrawal of treatment

Characteristics 6315-S CT™ Statistical test
No. of patients 77 82
: - 42 39 N.S,
Concomitant drugs + 35 43 p=0.429
-6 7 1 *
Duration of treatment (day) 7-13 15 12 Z=2.083
14 -15 55 69 p=0.037
SRR
Infusion time (min) 2=0.483
61— 90 10 4 =0.629
91— 1 4 .
 Withdrawal of treatment N :; :; p=0.?058

— : Absent, + : Present
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Table 9 Reason for withdrawal of treatment

Reason 6315-S | CTM

Suspicion of mycoplasmal 1

pneumonia
Treatment of complicated 1

disease
Side effect 1
Cured 11 9
Poor effect 9 3

., EpIPTHH, MRABEMCEEZNRHoNL
(p=0.013), - HUPLEHHAEANLBAYERIL
6315-S# 79.2%, CTM B 95.1% Th b, MRHIEHM
icEERESREB SN (p =0.003),

WK, EWEKS - SOHEOEED WV IIETHRER
ORFICEYLTHURT L, ERABOB WhEE(p=
0.032), BMEBLL (p=0.026), LITHEH LD
A (p=0.015) ©, CTM B DR R 2 6315-S # D
eh&h bEEICEMN > (Table 14),

2) ME¥HIYHR

BEMEFIOBEIMEN CERBEHEL, 1O%
DHEZBWH LBLEME, Table15ic/RLALIIC,
6315-SEHTIL 184, CTMB T 23HATH-1o £
N5b, 6315-S B Tix 16/ (88.9%), CTM BTt
194 (82.6%) Bk EHEEN, 6315-S B0k
ROHNPPEMN - b, ERFBEICHFEZRIEZDHS
niih-71,

3) BIfERl, BERREBRE

6315—S BHICIIBIfERRERFIBHD ShiEh - 7o,
CTM BT TH, RBNE1HASH2H (1.9%)
iK@vohn, RBMEIEESPECEIDERLL (Table
16)0

EEREMOBRHER I Table 17 iIRT &L IS,
6315—S 8% 26 # (26.0%), CTM B¥23 % (22.1%) i
Eyohn, MEABEICEEZIBZDON M1, B
LEN->DORIERABE DICHRERBEERY TH
0,6315—S B¥ 19 #)(19.0%), CTM & 17 & (16.3%)
icHShi, IFREROME 1 6315—S &9 £ (9.0%),
CTMBTIZ6H (5.8%) Th-1, BREREMD
REQE, 6315-SETRIALED NI DTN
L, CTM#Tid 38l (2.9%) K& sht, Uk, BK
REBORBEH O DB EEPEH T 5EBUI -1
ERHEERBE DiIcBDohEh-T,

ERAFOECH I HRMBICE | flS>a 501,
6315-S MOEMIZLRL2ICLARLETHD, CTM B
OEFRIIMBH TRBMICLAECTHD, WIhblg
SXFHIcBET A bOTRENS T,

e, Gk (1E82g 1 H2E) BEOEMNNTEEM
BELLIFIS2B-720 MIERAHHVIERRERD
RUTRIIEH ShiEh -1,

4) ARk

BEREREIHADHENREL T2ERELLHRLTY
ELIh, BBEUCREDEREORR L RM L 7l
W >ht, Table 18 iCRT &5 i, 6315-S BTt
BATHRESH (10.3%), HA 524 (66.7%), $»
BFROM (11.5%), BHTHKWIH (11.5%) THy,
CTM BT3B THA 12 M(14.6%), 5 63 M (76.8
%), COPERIP (4.9%), FBTHVIH (3.7%)
ThHh, HRABMICHEEZNBY Shic (p=0.022),

4. FEYUE

FHEICL BERY R Table 19 iR LA,
6315-S B TI3¥% 16 H4 (20.8%), HZh 46 H (59.7
%), PPEYSH (6.5%). W2 108 (13.0%),
CTM B CI3MEIC 28 ) (34.1%), 43 (52.4%), 9
B (11.0%), 28 (2.4%) Thbh, GEMBMEIHE
ENEH SNt (p=0.041), EHEEHZADELE
i3 6315-S 2 80.5%, CTM % 86.6% THh, H¥
HBMIcHEERZRPH SN, -1, FRLFETIIA
EFBEIcHEEEHN B SN (p=0.046), CTM #i
6315-SBL h bEWHERHER L/ (Table20),

5. BMER ERREES L CWE X R ROK

;1

(KB, W, BER EEHRK, TREE B S
&, CRP, ik, QK #B X fABoEBIo
WTHEMBR OB LT > o 2L, key code
PHETORBLOM D X DIc@V, THRENKE YE
A5, EHFHRICMAT MK g THEEd
ELARICOVTE, HIEBEDERK - REELURO
BERAKRS M FLEIAT ERICOVTRLBEE,
ERREES LU X B#FRICOVTHEEBOEN,-
k4EB%KRE, H5MEA, 8, 15AHOKET-
SRTHBONILERERICHEITL 0

£5EAOEROATTIE, BEBLTITELBL
TCTM B BEEOTVWALS WEANBH L

(p=0.065, p=0.083), 4 B HOEROEEIFEEA
BMICEEZES S8, 8HETR, HE
B & UK IS B\ T 6315-S Bz CTM B & D EED
EWFINRS VHERER LA (p=0.061, p=0.051) L2
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Table 10 Initial symptoms, signs and laboratory findings

Symptoms, signs and laboratory findings 6315-S CT™™ Statistical test
No. of patients 77 82
L 2 2 ]
37 ~ 28 28 = -
Body temperature (°c) 38: ~<39° 23 31 Z 9_0?6224
39° S ~ 6 10
- 3 2 N.S.
Cough + 34 44 Z=0.870
++ 40 36 p=0.384
- 5 8
+ 33 34 N.S.
Volume of sputum ++ 35 33 Z=0.186
+++ 3 6 p=0.853
Unkown 1 1
- 5 6
" M 12 23 N.S.
Property of sputum PM 31 24 Z=1.088
P 28 28 p=0.276
Unkown 1 1
- 53 63 N.S.
--Dyspnea + 24 16 Z=0.967
++ 0 3 p=0.334
_ 47 46 N.S.
Chest pain + 27 32 Z=-0.645
- 3 4 p=0.519
- 30 25 t
Rale + 43 43 Z=-1.860
+ 4 14 p=0.063
. — 70 80 1
Cyanosis + 7 2 p=0.091
. - 71 76 N.S.
Dehydration + P 6 p=1.000
- 2 0
t~+ 6 6 N.S.
CRP o~ 14 22 Z=0.462
4+ S 53 53 p=0.644
Unkown 2 1
~ <20 8 4
20 ~ <40 17 20 N.S.
ESR (mm/hr) 40 ~ <60 16 16 =—0.522
60 ~ 34 37 — p=0.601
Unkown 2 5
~<8.0 22 21 NS
WBC (x10°) 8.0 ~<12.0 29 32 Ze 0288
X 12.0 ~<20.0 22 26 0 7
20.0S ~ 4 3 p=0.774
~ 280 3 3
R <80 ~ 60 15 7 N.S.
PaO, <60 ~ 40 5 4 Z=0.036
<40 0 0 p=0.972
Unknown 54 68
~ <49 21 13
PaCO < ~ N.S.
R 492 2 1 p51.000
Unknown 54 68
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Table 11 Distribution of initial chest X-ray findings
Wilcoxon
Degree 1 2 3 4 5 6 7 8 9 10 rank sum
test
6315-S 1 12 15 23 17 5 4 0 0 0 N.S.
Z=0.437
CT™M 1 11 26 22 11 10 1 0 0 0 p= 0.662
Table 13 Clinical efficacy evaluated by committee members
Clinical efficacy Efficacy Statistical test
No. of : Wilcoxo! Exact probabili
Drug cgs:s Excellent | Good | Fair | Poor rate (%) rank n‘:m :lelt on (::c:l;:nttgozl)
6315-S 77 8 53 8 8 79.2
= *%
Z2=2.484 p=0.003
CT™M 82 12 66 1 3 95.1 p=0.013
Table 12 Pathogens isolated 5 B BUCBIER I SSHTE L RS8R THR (15
No. of strains HEZWLIZPIER) DfFER - REBOKZE CHi%N
isolated BEH#T 2L, Table2 icRtLHickil, 55k
Pathogens Treatment groups HWT CTM Bz 6315-S B¥ickt LEECHVWEEE
6315—S | CTM ~UL7 (p=0.032, p=0.024) ,
6. w375 XMk - RRERTMZ
S. aureus 1 3 RAITS5 X<k - REERYBE R 6315-S #
S. pneumoniae 8 3 L1864, CTM Bic9p@Envohi, EELICLIE
S. pyogenes 2 KHRIZ63I5-SHTRIEN2H BHIH PPFH
H. influenzae 2 7 D3P MHAFTHD, BUE6L 1K TH-T,
E. coli 2 1 CTMBTRENMILL, HHSH. PPEY2H
K. pneumontae 2 4 WY 2 PITH D, HYHRIL 55.6% ThH -7 (Table23).
Klebsiella spp. togt BRI 6315-S MTREHTHA L H, HAL
S. marcescens ! Bl SoEAIM, HATHVARTHD, CTMBT
P. ageruginosa 1
Peptococcus spp 1 @& BHTHAMRLL, HASH PPHA2H A
S. pneumoniae + H. influenzae 1 TRV 2HTEH - 10 WITNORMEICEWT bHRA
BIcREXREDOh LT, $HFHREHEIRLS
Total 18 23 RO BRASUFEICLIMIEBEULIbDTHH 1
(Table 24),

LISBEIREVWTFNOFERICEVT bAEHB T
2@ oSN, - (Fig. 1 ~Fig.7). CRP, #Kit.
B L L X BFRRICOVLTR, WiFholxH
KEOWTHHERBMcEREZIZD oA, 1
(Fig.8~Fig.10, Table 21),

o % =
Y7 = ARRENE OB EHI E LWL HOHK
B0, BBt > ARBEROBEIC LY, 7
SLRBE, MIMEICLBREFICHTIERD
RIMEEICELELA, LHL, £E HKB7FIEK
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Table 18 Undesirable symptoms and signs
'fr?]tmeﬁt No. of patients with Total No. of Incidence (%) Scacistical
* group undesirable symptoms and signs patients evaluated test
6315-5 0 103 0/103 (0) N.S.
CT™ 2* 107 2/107 (1.9) p=0.498
* One patient, 41 y.o., female, developed mild diarrhea on 8th day of the
treatment with 6315—S, which disappeared 10 days after,
Another padent, 37 y.o. male, developed moderate drug fever on 10th
day of the treatment with 6315—S, which disappeared 3 days after
discontinuation of the drug.
Table 17 Abnormal laboratory findings
Drug 6315—S CTM Statistical test
No. of cases examinated for laboratory findings 100 104
N.S.
: : 26 23 p= 0.623
No. of cases with abnormal findings (26.0%) (22.1%)
Platelet 1
WBC 1
Eosinocyte 6 4
Eosino., s—GOT, s—GPT, BUN, s—Cr. 1
Eosino., s—GOT, s—GPT 3 1
s—GOT, s—GPT 10 9
s—GOT 1 3
s—GPT 1
Al-P 1 1
s—GPT, BUN 1
BUN 1
Table 18 . Usefulness evaluated by committee members
- No. of Usefulness Useful Statistical test
Drug 0 %L | Markedly Slightly sefu ness Wilcoxon Exact probability
Cases useful Useful useful | Useless | rate(%) rank sum test | on usefulness rate
6315-S 78 8 52 9 9 76.9
* *
2=2.285
p=0.022 p=0.016

CT™M 82 12 63 4 3 91.5
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Table 19 Clinical efficacy evaluated by physicians
No. of Clinical efficacy Bif Statistical test
Drug 0.0 , icacy Wilcoxon Exact probabilit.
cases | Excellent | Good | Fair | Poor rate (%) rank sum test |on (excellent +gooy:'.l)
6315-S 77 16 46 5 10 80.5 * N.S.
Z=2.045 }
p=0.041 p=0.392
CT™M 82 28 43 9 2 86.6
Table 20 Usefulness evaluated by physicians
Usefulness Usefuln Statistical test
No. of . sefulness . e
Dru Markedl Slightly Wilcoxon Exact probability
¢ cases usefuly Useful :?eful Useless rate (%) rank sum test | on usefulness rate
6315-S 77 14 45 8 10 76.6 . NS
Z=1.998 o
p=0.046 p=0.317
CT™M 82 25 44 9 4 84.1
Fig.1 Improvement profile of body temperature
0 50 100% Wilcoxon rank
| — A . A e A A 1 lo sum test
<37 <38 <39 239°C
6315-5 (75) =7 | t
Before . - Z=—1.843
cTM  (81) === | p = 0.065
6315—S (75) L % N.S.
4th day Z=0.071
CT™M (81) L =% p=0.943
t
6315—S (75 %
8th day 79) [ Z=1.842
CT™M  (81) L =] p = 0.066
N.S.
I5eh da 6315-S (75) L =) 2=1538
th day .
CTM  (81) | =%, p=0124
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Fig.2 Improvement profile of severity of cough
Wilcoxon rank
? " L 510 L n " 1100 % sum test
p 6315-S (75) N.S.
Before Z= 0,739
CTM  (78) p = 0.460
6315—S (75) [ EBEe————7771 N.S.
4th day Z=0.934
CTM  (78) [ ' =91 p=0.350
6315-S (75) I =/ N.S.
8th day A Z=1.077
CTM  (78) [ = p=0.282
6315-5 (75) =__ | =/| N.S.
15th day = Z=1.317
CIM  (78) C )=/ p=0.188
Fig.3 Improvement profile of volume of sputum
(L ) . SP L 100% Wilcoxon rank
(_) (+) (++) (+++) sum test
6315-S (74 " N.S.
- oy [ TR NS,
N =/, L
6315-S (74) [ E VA N.S.
4th day — Z=0.384
CT™M  (79) L =1 p = 0.701
6315—S (74 = N.S.
8th day (74 [ ///A Z=0.813
. CTM  (79) [ EVFV—)) p=0.416
6315—8 (74) | Be——— N.S.
15¢th day _ A Z=10.896
CT™M (79) | ﬂ p=0.370
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Fig.4 Improvement profile of property of sputum
(2 L 5‘0 10‘0% Wilcoxon rank
(=) (M) (PM) (P) sum st
ot 6315-5 (73) | = ey
efore ey P —————— =1,
CTM  (80) REE=" /i p=0.315
6315-5 (73) ===V NS,
4th day Z=0.299
CTM  (80) | = =’W p=0.765
_ ; ) N.S.
8th day 6315-8 (73) L ///////. Z=0.949
CTM  (80) =—"/ p=0.343
6315—5 (73) [ ="/ | NS
Z=0.
15th d —
i cT™  (80) [ p = 0.400
Fig.5 Improvement profile of severity of dyspnea
0 50 100%
—t '(_)’ S ‘(+)' 4 Statistical test
6315—S (75 = NS.
Before 3155 (739) [ Z=0.675
CT™M  (81) | E= p =0.500
(+)

6315—S (75) | H N.S.
4th day p =0.537
CT™M  (81) L =

4 6315-S (75) [ | NS. .
8th day =
. r = p= 0621
6315-S (75) [ 1 N.S.
15th da .
th day CTM (81 B q p % 1.000
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Fig.6 Improvement profile of severity of chest pain
9 . e L SAO A 190%
(=) (+) (++) Statistical test

6315—S (75) | == N.S.

Before - Z=-0.895
CT™  (81) | — p=0.371
6315-S (75) [ =i N.S.

4th day Z=0.250
CTM  (81) [ =] p =0.803
6315—S (75) t

§¢h day = =0.051
CTM  (81) [ ] pm=
6315—S (75

15¢th day (73) L ;| _r;.:_o ;
CTM (81) r 1 p=0.

Fig.7 Improvement profile of rale
0 50 100 % Statistical test
(—) (+) (++)
Before 6315-8 (75) [ = va . t
. =—1.737

CTM (80) [ E =M p=0.083
6315—S (75) BV N.S.

4th day 2=0.065
CTM  (80) L = p=0.948
6315-S (75 N.S.

8th day (73) L = Z=0.570
CTM  (80) | p:a p=0.569
6315-S

15th day (73) L H —b:).s%
CTM  (80) [ =] p=0.760
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Fig.8 Improvement profile of CRP value

0 ) 10.0% Wilcoxon rank
(=) (b~ +++) (Z+H+) sum test
6315-S (63) =1 NS.
Before (£~4 Z2=0.560
CTM  (60) p=0.575

6315-§ (63) E—=m z N'% 223
8th day b
CTM (60) Il % p =0.824

6315-S (63) [ =7, | NS.

15¢th day Z=-0.087

CTM  (60) [ =7 | p=0.930

Fig.9 Improvement profile of ESR (mm/hr)

9 1 50 100%
! B —— Wilcoxon rank
<20 <40 <60 sum test
oiss 6| ==W///—
Before 2= 0601
CT™M (57) p =0.548
N.S.
6315-S (65 .
8th day ) Z=0.847
CTM  (57) p=0.397
6315-S (65) N.S.
15th day Z=0,520
CT™M  (57) p=0.603
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Fig.10 Improvemet profile of WBC (X10'/mm?)
0 50 100%
vl . s Wilcoxon rank
<8 <12 <20 220 sum test
6315-S (68) L_W N.S.
Before : Z=—0.303
CTM  (65) p=0.762
6315-5 (68) { = NS,
8th day Z=—0.286
CTM  (65) [ == p=0.775
6315~S (68) I — N.S.
15¢th diy Z=0.394
CT™M  (65) L =/ p=0.693
Table .21 Improvement profile of X—ray findings
X;ray findings Wilcoxon
Time Drug No. of rank sum
: cases 0 1 2 3 4 5 6 7 8 9 10 test
6315-S 68 1 11 14 20 14 4 4 N.S.
Before Z=0.397
CTM 67 1 11 20 18 7 9 1 p= 0.691
6315-S 68 12 14 17 8 8 5 3 1 N.S.
8th day v Z=1.044
CTM | 67 14 17 14 13 5 1 1 1 1 p= 0.296
" | 6315-8 68 |24 18 10 5 6 3 1 1 N.S.
15th day Z=1,100
CT™M 67 29 17 11 4 1 1 1 1 1 1 p=0.271
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Table 22 Improvement of symptoms, signs and laboratory findings

Improved Unch- | 4 coravated
Symptoms, signs and Drug No, of P anged il Statistical
laboratory findings cases 3 2 1 o° 1° 7 test
6315-S 61 4 18 30 4 5 .
Body temperature Z=2,143
CT™M 69 9 28 26 S 1 p=0.032
6315-S 74 26 33 15 N.S.
Cough Z=0.442
CTM 77 27 | 39 11 p=0.659
6315-S 71 1 15 38 17 N.S.
Volume of sputum Z=1.437
CT™M 73 3 15 47 8 p=0.151
6315—-S 71 12 26 23 10 N.S.
Property of sputum Z2=0.105
CT™M 75 15 24 26 10 p=0.917
6315-S 24 21 3 N.S.
Dyspnea Z=1.482
CT™ 20 2 17 1 p=0.138
6315-S 30 3 23 4 N.S.
Chest pain Z=1.084
CT™M 36 4 31 1 p=0.279
6315-S 47 4 36 7 *
Rale Z=2.251
CTM 57 12 42 3 p=0.024
6315-S 70 30 22 9 9 Ns. .
CRP Z=—0.311
CT™ 78 30 27 14 7 p= 0.756
6315-S 67 10 19 23 11 4 NS..
ESR Z=1.064
CT™ 71 15 19 27 7 2 1 p=0.287
6315-S 52 2 14 31 5 N.S.
WBC Z=1.150
CT™M 63 2 27 27 3 4 p=0.250
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Table 28 Clinical efficacy (Mycoplasmal pneumonia and Primary atypical pneumonia)
) ¢ Clinical efflcacy Efficacy Statistical test
; No. o
D rate Wilcoxon Exact
Judgement "8 | cases |Excellent| Good | Fair |Poor (%) rank sum probability on
test (excellent+good)
. 6315-S 18 2 9 3 4 61.1 N.S. N.S.
By committee 722—0.476
members CT™ 9 0 s | 2 | 2 556 | p= 0634 pi1.000
6315-S 18 1 10 2 5 61.1 z 1;1,?17 N.S.
hysician: =0,
Byphysicans | oM | 9 0 6 | 1 |2 | 667 p=0.907 p41.000

Table 24 Usefulness (Mycoplasmal pneumonia and Primary atypical pneumonia)

Usefulness Statistical test
. No. of Usefulness
Dry, Marked]: Slightl Should not be Wilcoxon rank | Exact probability
Judgement € | cases Ureful’ Useful uselul Useless | daministered | fate (%) sum test on usefulness rate
By committee 6315-s| 18 1 10 3 ‘ 0 61.1 - Nési‘2 N.S.
members CT™M o ] 2 0 55.6 P'_ 0.732 p¥1.000
6315-8 | 18 1 10 2 . 1 611 208 NS,
By physician B -
7 physicint cT™ 9 0 s 1 3 0 55.6 p= 0.732 pb41.000

BolitrF vy vtko R 7 FOBRBIC & 2 BEE
OMMABRBICIE - TETWVWS, 6315-SiRDLH
iR R, RS LAREEB L URSHE
E# L TRE={R D Latamoxef (LMOX) & Rl#kic
BhBiENEZEL, 30175 LR C iIckET
FORBICHT BN EHESEEEAHMELT
HR&hbDOTH B, —F#, HBEE LA CTM i3,
W% - BLRIED S DY BESEE DE\ S, aureus, S.
prneumoniae ED 7' 5 LY EH L O H. influenzae,
K. pneumonice F0 5 LU E A BIGEHE LTH
U MOARBMCRLHAIN TV 7 =« LEGE
WRTH B, BE5HEITEER O MPBE DX RIS 45
~OSNBELPPEV LA ERLT B0 AEN
EEL, B5Ri3, 6315-S DEKRE “HHBRICH VT,
BR-MIERECHLC2g/BOBRENRRLEL, T
ENRECTM ORAEROFAFARTHB M, HE
HERO1gx 2B/BE Lt 55, BREBRED
ICMERMRRE 7 5 LRSI ERETH S - &
Y&, BEOHBRBRICHWT HE D CTM i3
BEHROL 7 = ARBENEL D bEBICE - 1Bk
MREENTVE' O 2 ho, HBEANZ THRIC
RUTECL L, SEORR T RESE S M
5 « WILAREE 1 BRSE L CEME L 720

HMEH% - CME S 20 S NAEH I 6315-8
BTG, CTMB 82 HiTh - 1o BEMBMOBRE

HEHBRLTAZ L, T0F L LDER B L OEREM(E
BLHE) »6315-SHIvvBLl ANk £0
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The efficacy and usefulness of 6315-S (Flomoxef : FMOX), a new oxacephem antibiotic,
in the treatment of bacterial pneumonia and pulmonary suppuration were evaluated by a
comparative double—blind method, using cefotiam (CTM) as a drug of reference, in 50
institutions and clinics in the Tohoku and Hokkaido areas of Japan. Either of the two
drugs in an unit dose of 1g was administered by i.v. drip infusion twice daily.

1. Out of a total of 213 patients included in this study, 105 patients received 6315—S and
the remaining 108 received cefotiam. Twenty—seven (10 of whom were treated with 6315-S,
and 7 with CTM) patients were excluded from the evaluation of efficacy, and three patients
(2 treated with 6315—S, 1 with CTM) were excluded from the analysis of adverse reactions.
There was no statistically significant difference in age, sex, body—weight, or gravity of
disease between the two groups of patients.

2. The overall clinical efficacy rates evaluated by the committee members were 79.2 % for
the 6315—S group and 95.1 % for the cefotiam group, and those evaluated by the physicians
in charge were 80.5% and 86.6 % respectively. Thus clinical efficacy of 6315—S proved to be
inferior to that of cefotiam with a statistically significant difference.

3. Bacteriological efficacy evaluated in terms of the eradication rates of causative organisms
was 88.9% for the 6315—S group and 82.6 % for the cefotiam group. There was no statis-
tically significant difference between the groups.

4. Only one case each of diarrhea and drug—induced fever were observed in the cefotiam
group, and deterioration of laboratory findings was observed in 26.09% of the 6315—-S group
and 22.1 % of the cefotiam group. Thus there was no statistically significant difference
between the groups.

5. With respect to the difference in clinical efficacy between the two groups of patients,
the overall usefulness rate of 6315-S proved to be inferior to that of cefotiam, with a
statistically significant difference.

From the above results, We conclud that 6315—S is less effective and less useful than
cefotiam in the treatment of bacterial pneumonia and pulmonary suppuration. However, the
clinical efficacy rates obtained for 6315—S in this trial were as high as those obtained for
jther so—called third—generation cephems in double-blind trials recently carried out in
apan.



