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Table 1-1 Collaborating clinics

“The First Department of Internal Medicine, Asahikawa Medical College
Department of Internal Medicine, Asahikawa Municipal Hospital
Department of Internal Medicine, National Sanatorium, Dohhoku Hospital
Department of Internal Medicine, Fukagawa Municipal General Hospital
Department of Internal Medicine, Takikawa Municipal Hospital
Department of Internal Medicine, Bibai Rosai Hospital
Department of Internal Medicine, Bibai Municipal Hospital
Department of Internal Medicine, Mikasa Municipal General Hospital
Department of Internal Medicine, Iwamizawa Municipal General Hospital
Department of Internal Medicine, Iwamizawa Rosai Hospital
College of Medical Technology, Hokkaido University
Department of Internal Medicine(Section 3 ), Sapporo Medical College

Department of Respiratory Disease,. Sapporo Hospital of Japanese National Railways

The First Department of Internal Medicine, Sapporo Hospital of Japanese National Railways

Department of Intérnal Medicine, Sapporo Hokushin Hospital

Department of Internal Medicine, Kohnan Hospital

Department of Internal Medicine, Tonan Hospital

The Third Department of Internal Medicine, Sapporo Municipal Hospital

Department of Internal Medicine, Otaru Municipal Hospital

Department of Respiratory Disease, Minamiichijo Hospital

Yajima Clinic

Department of Internal Medicine, Tomakomai Municipal General Hospital

The Second Department of Internal Medicine, Muroran City General Hospital

Department of Internal Medicine, Muroran Works Hospital, Nippon Steel Co.

Department of Pneumology, Hakodate Municipal Hospital

Department of Internal Medicine, Kushiro Municipal General Hospital

Department of Internal Medicine, Taiheiyo Hospital

Department of Internal Medicine, Kitami Red Cross Hospital

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

Department of Internal Medicine, Hirosaki Municipal Hospital

Department of Internal Medicine, Itayanagi Central Hospital

Department of Internal Medicine, Hokushu Central Hospital

The First Department of Internal Medicine, Aomori City Hospital

Department of Internal Medicine, Momoishi Hospital

The Third Department of Internal Medicine, Akita Municipal General Hospital

The Second Department of Internal Medicine, Yuri Kumiai General Hospital

Department of Internal Medicine, Satoh Hospital

The Second Department of Internal Medicine, Hiraga General Hospital

The Third Department of Internal Medicine, Iwate Medical College

Department of Internal Medicine, The Kitakami Saiseikai Hospital

Department of Internal Medicine, Kanan Hospital

The Third Department of Internal Medicine, Hachinohe Red Cross Hospital

The Second Department of Internal Medicine, Iwate Prefectural Ofunato Hospital

Department of Pneumology, Iwate Prefectural Central Hospital
MDépat‘tment of Internal Medicine, Ichinoseki Hospital
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Table 1-2 Collaborating clinics

The Second Department of Internal Medicine, Hachinohe Municipal Hospital

Department of Internal Medicine, The Research Institute for Tuberculosis & Cancer, Tohoku University

Department of Internal Medicine, Sendai Kosei Hospital

Division of Respiratory Diseases, Tohoku Koseinenkin Hospital

Department of Internal Medicine, Sennan Hospital

Department of Internal Medicine, Sennan Central Hospital

Department of Internal Medicine, Furukawa Municipal Hospital

The First Department of Internal Medicine, Tohoku Central Hospital of the Mutual Aid Association of Public

School Teachers

Department of Internal Medicine, Sanyudo Hospital

Department of Respiratory Disease, Shirakawa Welfare General Hospital

Department of Internal Medicine, Hoshi General Hospital

Department of Respiratory Disease, Takeda General Hospital

Department of Respiratory Disease, Iwaki Kyoritsu General Hospital

Department of Pneumology, Seirei Mikatahara Hospital
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Table 2 Schedule of laboratory test

Item Before

4th day

8th day 15th day

Chest roentgenography

RBC

Hb

Ht
WBC
Differential counts of WBC

Platelet
S-GOT
S-GPT

Al-P

BUN

S-Creatinine

Urinalysis
(Protein, Sediment)

ESR (1hr)
CRP

Mycoplasmal antibody
(CF or HA)

Cold hemagglutinin titer
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Pl CTEABERICH 7 ME CREF#E T4 5 EDE
AEFZDDBD, HAHWE 512 EL ERRLICEST R
FMERRNL L Lico

3) HEE

BREMIC OV TR ERAE SR OBKER - TRF X
VRV 7 4 a0 SFc X h BE E (BE, $%
iE, BED 3EME) T L,

49 BERZHE

EHRERT - - BICRT AEKRER - FTRR X0
U7 4 v 2 DBHFERLHED 2 — v 2 BIR LEEIK
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Table 3 Criteria for usefulness judgement
—Committee members—

Clinical

Safety efficacy Excellent Good Fair Poor Excluded
judgement
No problem Very useful Useful Slightly useful Useless
Slightly significant Useful Useful Useless Useless
houl t Shoul

Moderately significant Slightly useful Useless Useless S O;edu:;)d bhogledu:s;

i Should not Should not Should not Should not Should not
Severely significant be used be used be used be used be used

ERBREBET OHEX R L TRHER OZ&HHE FERENZE LT 4 HEOER - IRBS XV

YFROEHE L b 4B TR - oo RERS D #B % 57, ®548E, 8HERIUV
ML : BIfFAPBERREBECEBNED bRy 15 BECTLOKS TRE Lico

b0, FliXHR b TH—B TR 5 IIRRET 1) #& (1 BEEH&R) :39°C LIk, 38°C A, 37°C

bY, BIACHERELLELRTY, BROCME B, 36°C LT O 4 Bk
BLLHBIIND D Do 2) mm: (), (+), (=) © 3B
CMED Y 1 BIfEAOHBLCERREE LT % 3 MEE (1AE: {D, (), (&), (=) 04
bhicb O OREGER 51 L TTHE TR FCRHERR B B

Bl Ligh»7ehs, BIRECRRRIEH b LT 4) BRSSP, PM, M, (=) O 4B

h5b 0, 5) WBEmMEOEE: (+), (=) O 2EHK

FEHY : BIfFAOHBCHKREMEORELEIC X 6) MEEY: (W), (+), (=) D 3IBEHE
VRAZR OB 2k L, BIHERE X BHE D Mg (), ($), (=) D3R
ET B CBRCRED » LK Sh s 0, 8) M5 : (), (+), (=) D IEKE
RORMBEH Y : BB LEEREIERCERREE 9 BAGER : (4, (H), (=) D IEHE
DREEBIC L VEDLIEERFIEL, B HE 100 57 /7—%: ), (+), (=) D3IEKE
REXTROVBEBENB ), BERELRYE 11) [ Vgt e : 0~10 &0 11 B

BREIER e RIES » LTI h 5 D, 12) WBC(/mm®) : 20,000 [ L, 20, 000 3Rii~12, 000,

ek, F#iEREEEB (S-GOT, S-GPT, Al-P) 7= 12, 000 3 j~8, 000, 8,000 FKifiD 4 Bk
REBERERE (BUN, S-Cr, R—@HRE) 05 b, 13) It (1FSRIE) : 60mm Lk, 40~59mm, 20
AREhE 1HEBLEN £ LThhE BT 5 A ~39mm, 19mm LAF D 4 B
U PR ¥ B BEERE O W I hh ORER B ASR 14) CRP: (5+) Bk, (4+)~B+), @+~
RETHRIBRBRERT S & L, BEMITHALL (£)~(=) D 4 BF&
o 11. Key code Dpi#

6) HRKOLHE NEREL X ) ERORHE IRk, LOHEA

FEEECE SV CHESRBRDR LYY BrANRRRORREMEMCER L, TRERTT
EL, Table 3 DM~ THDTHA, B, ©° ~NTOF—2%EFELL, Lrbavir-7-K
HR, BRTHEY, ERFTSETRVOSEMECHEL b key code piBIH &M THIICR ST & 778>
%o 1o
09 FRERXBHE ‘ 12. fRtriLER
 REMORPERER, HBKHR MEFHHR X AEEOBRRFAEZORREES JOPEARK
RS JOB Al OHE ¥ & THRE DKM X b Tt I B¥EREC ST CFIX # 58, AMPC 55
[ D 2 BRI HT BEGIER, BEOERAET BERR
10 R RS X CRESREE DK S R, R FROREE, BAEH MEFOHR BIF
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A, BRREECED), ©&tt, BRAELLORKNE B IUBECIINLIeh -1,
BIhic, II. & Ei
ThOO@MA®BLE LT, EFBK EFEROR KRBT CFIX 75\ 1% AMPC D& 5 S iy
TIRAEIE X BE (Ko, FISHER OEHMERHHE  Table 4 wWRLi &k h CFIX #f 108 §l, AMPC
(Py), MANN-WHITNEY O URBRE (Zo) B\t B 114 fDEt 222 I TH - 12,
AR, AEIHHE, T4k AR co v Tk BREORITII NG 22260 5 b, mﬁ%&%éﬁ
MANN-WHITNEY D URTE X\, BRIE, BEHEKRE, feh o IR BAERE 31 B, BPERTHREIN, 58
BERR IOFEARITRTh [ERH+HER), HE+ TefR B CRENFIBERE LTRTER 10l Bl
B TRERL] S0 B TER+ER] o KEXHE TS 16, CFIX ik AMPC 23ifssy -
WTHEHEL, FhALIROWTIRAEE X2 RE ¥ 113 LLTHEEIh 40, FRBRBEEANTHRL LT
FISHER DEHEBRFEELYAVIL ER -FTROHE  BESh 20, FERGEEE Lith >34, 128
EEWCo\ Ttk MANN-WHITNEY D UBREX AL, %7 ki CREFIE Lic 36, BERTROBKER F
—BREU EoHEY [HE) &L LTHERYERL, £ BROXRBL1E, AF =4 FEHRHEE Ui 1 Ao 5
DEFICOWTLEIE X2 REE 71k FISHER OEH 4] (CFIX # 26 I, AMPC 3 24 f) B/t Li- 12
FERFHEEEA VI, ER - TROBHERS>VTXE 4] (CFIX ¥ 82 f, AMPC £ 90 i) wou(fit-
RN O—ETH S logrank test oo EIfEA, 2
BERREEOREEBCOWTUILEE X2 REF 1= T OMIT 25 222 Fl0 5 LEE ABKEY
% FISHER OEHEMRITEELAV I, BEKERHH  BHT2 16, FRARREEANIREL LTHRES
5% & Lt 26, MEHEEREE Lish -7 46, EfeBLA0R
ek, UETXTOHEBC>WT (T XROHE B & b 72 BRRRE TR EHIE Lic 3 6, BRBER-

Table 4 Breakdown of total patients submitted to efficacy or safety evaluation

No. of patients excluded No. of patients included in Statistical
from statistical statistical analysis of test
analysis of
Efficacy Efficacy
CFIX 26 CFIX 82
AMPC 24 AMPC 90 NS.
Total 50 Total 172
Total No. of patients Safety Safety
CFIX 108 CFIX 8 CFIX 100
AMPC 114 AMPC 6 AMPC 108 NS.
Total 222 Total 14 Total 208
Usefulness Usefulness
CFIX 26 CFIX 82
AMPC 2 AMPC 88 NS.
Total 52 Total 170
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ho3fl, A7eA FEFRANA L1 flost 14 6
CFIX 284, AMPC B6 @) % & 4 L 7= 208 £
CFIX # 100 §l, AMPC %¥ 108 fi)) iz o\ TfTie»

EREOBITIEMIES X OREH & & ICHE Shi
70 §I (CFIX #f 82 i, AMPC % 88 fi) izo\Tf7
:o‘)‘:o
PEoBME, Rl XORMEHE, SRS h
FEADEARTOWTRIEFE TERERED bhich
o BRAMEEE % Table 5 12k Lic, ‘

1. BEERET
) 2%
MEBLT L WHEINICEHZ DR & Table 6
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(CFIX B¥24l, AMPC BE14l), ~4 =5 R =< fifi %
21 g (LAF MP fifi %, CFIX_3£ 8§, AMPC B 13
BI) ¥ LU RFEMRE M 2% 13 6] (LIF PAP, CFIX
T60l, AMPC B70) THY, HEIEMS L
LT AR EE LIRS bhishioteg

LT oMmcE LT, 2Efy—iE LTfiles & &
bIBREIE T MBI % & MP 6 283 X O° PAP
A UTER Lico 7238, = OBAILBE z o
3, REEYERZOC N TR RT3 & & & Lis,

2) M, FE. #E, AR - SRR, L£THEA -

PEREDORE, HEBARE

NEEEOH, FEi#, AR SROFLHEBISWTI
Table 7 w/R3 &% Y AHRIKETZIZD Shith -
fehs, EOHHZE LT CFIX Bz T AMPC Bt
KCHNEVCEENSWEEYE L (P<0.10),

Table 5 Distribution of patients excluded from each evaluation

Efficacy Safety Usefulness
Reasons
CFIX AMPC | .CFIX AMPC CFIX AMPC
Deviated diagnosis from protocol 14+% 179 14*Y 179
Symptoms of infection unclear 1 2 1 2
Severe condition to treatment with test drug 1 1
Severe underlying disease ) 1 1 1
Pretreatment with CFIX or AMPC 2 2 2 2
Pretreatment with test drug 1 1 1 1 1 1
No revisit to hospital 3 3 19 3
Administration period less than 72 hours 2 1- 2% 1 2 1
Lack of data at the end of administration 1 1
Data lack in laboratory findings in liver and renal » 2 2
functions
- Newly combined with steroid 1 1 1
Total 26 24 8 6 26 26
- 979 the same cases
Table 6 Classification of diagnosis
(All patients adopted by committee members)
Drug
. . CFIX AMPC Total
Diagnosis
Bacterial pneumonia 66 69 135
" Lung abscess 2 1 3
_ Mycoplasmal pneumonia_ ‘8 13 21
Primary atypical pneumonia (PAP) 6 7 13
Total 82 " 90 172
Statistical test T NS
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Table 7 Patients’ background (All patients adopted by committee members)

Drug CFIX AMPC
No. N Statistical test
Thom of patientg 82 90
Male 43 49
Sex Female 39 41 NS.
=19 2 2
20~29 11 13
30~39 19 22
40~49 11 5
Age (yrs.) 50~59 3 1 N.S.
60~69 15 22
70~79 13 10
80= 3 5
<39 1 4
40~49 18 26
Body weight (kg) 50~59 38 38 P<0.10 (Z,=1.721)
60= 24 19
Unknown 1 3
out 32 32
3 . in 48 56
in- or out-patient in— out 1 1 N.S.
out—in 1 1
. =7 57 59
i)aytf;omt atttack Z)f disease 8~14 13 19 NS.
o study treatmen 15< 1 8
Absent 79 82
Present 3 6 N.S.
Unknown 0 2
Pretreatment with antibiotics Penicillins 0 1
Cephems 2 3 .
Macrolides 1 1
Tetracyclines 1 1
Absent 69 69 NS.
Present 13 21
Adrenocorticoids 1» 1
Combined drug Antituberculous drugs 0 1
Analgesic and anti- .d) e —
. 7 10
inflammatory drugs
Antiinflammatory ghedd 110
enzyme preparations
by committee Mild 38 45 NS
members Moderate + Severe 4 45 -
Severity
by doctors in Mild 34 27 NS
charge Moderate + Severe 48 63 ’
Underlying disease & Respiratory t.ract 17 12
complication g;}:;r than respiratory 10 21 NS.
(by committee members) Absent 55 57 -

a~D the same cases
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Table 8-1 Symptoms and signs before study treatment (All patients adopted by committee members)

N Diagnosis Total Bacterial pneumonia Mycoplasmal pneumonia
> Lung abscess PAP
ry ..
No. of Patjq €| CFIX | AMPC | Statistical | CFIX | AMPC Statistical | CFIX | AMPC Statistical
[tem Nts 82 90 test 68 70 test 14 20 test
<37 22 21 18 20 4 1
" Body 37~ 27 | 4 NS 2% | a1 1 9
temperature 38~ 2% | 23 > 21 | 16 NS. 5 | 7 NS
(c) 239 7 6 3 3 4 3
- 7 5 7 4 1
Cough + 39 44 N.S. 32 38 N.S. 7 6 N.S.
+ 36 41 29 28 7 13
- 16 21 14 17 2 4
+ 24 34 19 29 5 5
V°';‘"‘m: g + 33 | 2 NS | | 2 | zP f? 61507) 4| 6 | ns
spu + 8 7 6 4 o 2 3
Unknown 1 2 1 2
- 6 7 6 7
Appearance M 16 22 14 16 2 6
of sputum PM 32 33 NS. 25 28 NS. 7 5 NS.
P 28 28 23 19 5 9
- 67 72 55 55 12 17
+ 15 13 13 11 2 2
Dyspnea + 4 N.S. 3 N.S. 1 N.S.
Unknown 1 1
- 51 63 40 47 11 16
+ 26 18 24 14 2 4
Ch i S. N.S. N.S.
est pain + 5 8 N.S 4 8 S 1
Unknown 1 1
- 30 31 26 26 4 5
A + 39 48 35 37 4 11
Ral S. N.S. N.S
aes + 13 | 10 NS 7 6 |. 6 4
Unknown 1 1
- 75 80 63 62 12 18
X 2
Dehydration * 6 6 N.S. N NS. ! NS.
+ 3 3
Unknown 1 1 1 1
- 78 83 66 64 12 19
Cyanosis * 8 5 NS. 2 > N.S. NS.
+ 1 1
Unknown 1 1 1 1
<8,000 37 41 29 32 8 9
WBC 8,000~<12,000 | 29 26 24 22 5 4
(/mmd) 12,000~<20,000 | 13 19 N.S. 12 13 NS. - ‘11 6 N.S.
220,000 2 4 2 3 1
Unknown 1 1
<19 10 14 7 10 3 4
ESR 20~39 19 25 18 21 1 4 N
(mm/hr) 40~59 19 12 NS. 14 11 NS. 5 1 S.
260 32 37 27 26 5 11
. Unknown 2 2 2 2
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¥, RAEAREMCoRER RS INIES
$IUT R b2 — L CHRIC R LA LI SRAI A BE &
hICHES S ERE TERERRED bhith -1,

3) EIEE, XBKE - A0HE
PEBLERIVERERIVHE I LEEE %
Table 7 1Tk Lo BEEMIVNERE SR LOEREHE
Eh 2@ e, PEELE LD TRE LY, W
NORSEHOCTHTAFHCEEREZIRDbhich»
oo

EBER - SHE OV THFREEER S 0N

NOGHHECHR L TR Z1TI > 108, TRMchE
TeZEXZRD b hish - 1o (Table 7),

) BEEOER - TRB LORERK

RFEFAMOHE, BH BWRE, BRER mgg
EORE, FREYE, KiE BWHSE BAER 77
7 —¥, AMRE, 7%, CRP, K VR Ric@Lc
LEGId ORI 2% - M1k BB 5, MP fiis% . pAp
CRBLT, ThZhERE CHBRH%Thy, 20
#ER% Table 8 IR Lico MBEMERTZ - Mi{LIBE T
Wk E S X0 CRP 047 T CFIX Bic AMPC B

Table 8-2 Symptoms and signs before study treatment (All patients adopted by committee members)

Diagnosis Total Bacterial pneumonia Mycoplasmal pneumonia
Lung abscess PAP
No, of Drug CFIX | AMPC | Statistical | CFIX | AMPC | Statistical | CFIX | AMPC| Statistical
Item Llienes | g 90 test 68 70 test 14 20 test
- % 2 3 1 3 1
+~+2 12 19 11 17 1 2
<0.
CRP +3~+4 33 38 N.S. 24 26 ( Zl: =f 71401) 9 12 NS.
2+5 32 28 29 22 ' 3 -6
Unknown 3 2 3 2
1 3 5 3 5
2 19 20 18 15 1 5
Score of chest 3 28 33 22 29 4
N.S. .S. NS.
roentgenography 4 26 18 S 19 10 NS 7 8
5 4 13 4 10 3
6 2 1 2 1

Table 9 Distribution of causative organism
(All patients adopted by committee members)

. . CFIX | AMPC | Statistical
Causative organism
82 90 test
Gram(+) pathogen
S. aureus 2 1
S. pyogenes 1
S. pneumoniae 6 7
ingle  |remmmeemeeem e
‘angg Gram(—) pathogen
infection .
K. pneumoniae 4 2
S. marcescens 1
H. influenzae 5 10
Sub total 19 20 NS.
L S. aureus + g-Streptococcus D T
! P o]yn.ncrobxal S. pneumonige + H. influenzae | 1 1
infection
Sub total 2 1
Total 21 21
Normal flora 56 61
Not tested 5 8
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Fig.3 MIC distribution of causative organism (Inoculum size : 108 cells/ml)
100, Test drug: CFIX 100 Test drug : AMPC
Er T 50
o reatment o T
™ 2 reatment
g 50 drug g 501 drug
s L e—e CFIX kS - o—e CFIX
= | o—o AMPC = o—o AMPC
g E
o L 3
50025 01 01 1 1 1 i 1 1 1 1 1 1 L 1 1 1 1 1 1 11 1 L 1
“ MIC(g/m1)| =0 .10 039 156 625 25 2100 MIC(ug/ml)=0.025 010 039 156 625 25 =100
A= s 020 0787313 25 50 et =008 020 078 %15 %1057 50
drug drug
CFIX 2 12 23 2 CFIX 4 1 4 11 1
AMPC 7 1 1 1 AMPC 1 2 21 2 11

Statistical test: N.S.

BLUCREYRTEMN S EERR L (P<0.10)
#, EOMOREITE W TRLIESS L OBY LicBa
CHHRRICARE R EED Dtk o T,

5) RAHLEHRTY
MERARBVTRERMOBE X ) H M W EIE
KELHES R A% Table 9 1R Lico 172 fl
MEREXER TETERN 159 §1T, FOPRAE Y.
RELBLEG 42 6 (CFIX B 21 fl, AMPC #
2 f) Thotoo REEHBEAD > b CFIX BETILE
BER 19 0, SRS 2 O, AMPC B i3 BphRES
04, EHERR 1 HITH D, ARECEELEIRD
bhighotc, BIMREERDF Tk H. influenzae ) 15
ALREDEL, kT S. pneumoniae 75 13 B, K.
preumoniae 6 GIDIETH H, WHMCHELEIZD

Statistical test : P<0.05(Z0o=2.142)

bhigh ol ThOBLED S bEARZIHEREDE

I hic 8 X 22 #% (CFIX B 12 #, AMPC 3 10
B Th b, 108 cells/ml FEEEE I HEEH T
HREMN % Fig.3 KR Lico AMPC ioxf 5%
HORZMS ML, AMPC B0%2 CFIX Bick~A
EwEv2 (P<0.05), CFIX i3 2BRZMSMIA
HECARELREIZD DRI » 1,

6) #5IAR

#51 % Table 10 iR LA, FIED 14 HHED
WERET LIEERIS 172 fish 120 4 (CFIX B 58
@I, -AMPC B 624, 7 BLIMICES A kS hictE
FiHs 25 ) (CFIX # 11 @I, AMPC £ 14 f), 8~
13 B TR EH Pl S hicE fi A 27 4] (CFIX B 13
%I, AMPC % 14 §) #fE Lic2%, MBRICHEEEZRR

Table 10 Duration of treatment and withdrawal
(All patients adopted by committee members)

Drug | CFIX AMPC . o -
Statistical test
No. of patients 82 90
Duration of | . LS, 8 8 -
treatment © 8~13 13 14 N.S.
(days) L o=7 11 14
No. of patients withdrawn 24 28
" | Cure and improvement 7 12- -
Poor response 1 ©11
. Side effect 1: -
Wit : ‘
ithdrawal Mycoplasmal pneumonia 2 1
Error of prescription bl 3 I R - L
‘| “"Changed to another clinics 1
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Db otcs

BEMN 14 BREISET Shigh - i 52 Flofk s LB
Bt BREs X0tk 19 4 (CFIX $¥7 4], AMPC #
12 ), 4 %) 22 4] (CFIX 2 11 #], AMPC # 11
@), BlfeA 46 (CFIX # 14, AMPC 5 340, MP
ffigeDi-sbepik 3§ (CFIX ¥ 2 fl, AMPC #1460,
MREE 3 B (CFIX B3 ) 3 L7 =K THIMOD
1R Licd 0 1) (AMPC ) Th-to

o, ARETEAZNADhCEAE, BRER IV
CRP &2\ Tix, ThZhERSFE T 585 WIL-
COXON 2EBARECIVRY DO EEBILIZELALRWE

1) MERALSHE

PMERECH W TEER R X O B B % -l
fE, MP fifi%k - PAP LRI LHEShic K% £y
Table 11 /R Lo

LFEH] 172 flicoTix, CFIX B 82 gy s
Bl (70.7%), ®XE% 13 fl (15.9%), EHup
(13.4%) THEFHRIX 70.7% Th 1o —F AMPCE
90 FITIRER 26 (2.2%), B 64 fl (TL1%), »
*FE% 11 6 (12.2%), &%) 13 4 (14.4%) Chag
12 78.3% Tholco ER, BR, ©EH, EHLY
EINIFEQROZ D 5\ IEER LOBEYR LT

LRI NI, FITHE Lich, BEALEIRDLhighat,
P EDRER X b, WELIITHE CHEELLERT BRI - BCIBEE 138 BlicouTix, CFIX B
HHEEZDRI, 68 BlrRAE%) 50 4 (73.5%), ®LF%) 11 41(16.2%),
2. BRIR%HE &L 7B (10.3%) THZHE 73.5%, AMPC 10§
Table 11 Clinical efficacy by diagnosis
—Committee members—
Clinical efficacy
Diagnosis Drg | No-of Statistical test
patients Excellent Good Fair Poor
58 13 11
CFIX 8 (70.7)
Total 2 6 1 3 NS.
AMEC | 90 22 | @3
CFIX 68 %0 1 7
Bacterial pneumonia (73.5) NS
& Lung abscess AMPC 70 2 53 8 7 -
(2.9) (78.6)
CFIX 14 8 2 4
Mycoplasmal (57.1)
. NS.
pneumonia & PAP AMPC 2 11 3 6
(55.0)
( ) : Cumnulative %
Table 12 Clinical efficacy by severity
—Committee members—
Clinical effi
Severity Drug No.. of il Statistical test
patients Excellent Good Fair Poor
X ® ) ° ’
Mild ) NS.
36 6 3
AMP
MEC | 45 (80.0)
R 05 : i
Moderate & Severe . ) 6 NS.
28 5 1
AMPC | 45 @s | 6.7

. (...) : Cumulative %
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sz 2l (2.9%), H%) 58 Bl (75.7%), B8
6l (11.4%), &% 76 (10.0%) THHKR 78.6% T
y, MEECAEEREIED bhich -1,

teds, MP fifiZe, PAP i\ ThMERICES
wEB»bhith - 1%o

1, BEEEFCERDRE L2 ICHEREY Table 12 1=
Flio BIERITIL CFIX B 38 fiFAE%) 27 flash=x
71.1%, AMPC 3% 45 fl5%) 36 BIE%IXK 80% THh -

oo HRHE - EAEGITIX CFIX B 44 (ichfsnh 31 G5
KR 70.5%, AMPC Bf 45 filhh 2 5, A% 28 £
BRHER 66.7% THY, BiEs LOPSE - BRI
BEERZRAE b BRI ICA TR bhieh - oy
RRAEEHSLH < L1 42 4 (CFIX B 21 4,
AMPC 3£ 21 §I) 122\ C, RAEOBEMAIC 2 -Fak
%R % Table 13 107R Uiz, £ THS &, CFIX B
21 GispH%) 17 f) (81.0%), =K% 34 (14, 3%),

Table 13 Clinical efficacy by causative organism
—Committee members—

. No. of Clinical efficacy
Causative organism Drug . Statistical test
patients Excellent Good Fair Poor
s CFIX 2 2 —
. aureus AMPC 1 1
S CFIX 1 1 _
G . pyogenes AMPC 0
P
C CFIX 6 4 2
. N.S.
S. pneumoniae AMPC 7 4 2 S
CFIX 9 7 2
N.S.
g Sub total AMPC 8 4 2 1
8 X , CFIX 4 3 1 .
.;;_;; . pneumoniae AMPC 2 1 1
¥ s CFIX 1 1 B
a . marcescens AMPC 0
G ° °
CFIX
N H. influenzae 7 2 1 NS.
B g AMPC 1 10 (70.0)
CFIX 10 ; ! '
80.0
( ) NS
Sub total 8 3 1
AMPC | 12 (66.7)
CFIX 19 15 3 '
Single ) (78.9) NS.
ngle infection total 12 5 2
AMPC 20 (65.0)
CFIX 1 1 -
S + 8-
aureus + B-Streptococcus AMPC 0
CFIX 1 1 -
S ae + H, i
pneumoniae + H, influenzae AMPC 1 1
L CFIX 2 2 -
Pol i i
ymicrobial infection total AMPC 1 1
17 3 1
CFIX 21
(81.0) NS.
Total 12 6 2
AMPC 21 (61.9)

() : Cumulative %
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w1 5] (4.8%) TH%HR 81.0%, AMPC % 21 fi
Z4)1 6] (4.8%), F%h 12 4 (57.1%), *XHEXh6 H
(28.6%), E#26 (9.5%) THZHE 61.9% Th-
Foo BMRBTHRB L, 77 ABHECRVTE S

pneumoniae T CFIX F6 GlhE%h4 6l, ©°XHE%2
B, AMPC B£7 GIshZR) 1 6l, Bh46, B2
BThot, 77 2BHELATIE CFIX FoflHH
7 F, 2ER2 FlT, AMPC B8 FIHEH 14, &
HAG), RREY2H, EHIHTHoI —HS T A
s\ T, H.influenzae T CFIX B 5B+ 5
BIE% <, AMPC B 10 BlhE% 7 4, AR 2 B,

i 1 Gl CTHERHR 70.0% Thotco 77 2EHELE
i3 CFIX 3£ 10 flsh AR 8 fl, LB E L UEDE
1 THEZHR 80.0% T, AMPC ¥ 12 5% 8 fl,

CREH 3B, EX 1 BITEHR 66.7% ThHot, i
WG 3 Tk CFIX B2 fI5%), AMPC®1ge
REHTH 1o LEWTHROBBECO T HEE:
BEREIRDLhich -7,

2) THREHE

FEREDBERZRHE & 2IE G X OB -
FLIBEE & MP JifiZs « PAP 2f@5) L Table 14 7|
Too £FEG 172 Gl TH B &, CFIX #ERER
PERE & X hic 1 flrk < 81 HIHE4H18 fI(22.2%),
B 44 B (54.3%), ©RER 66l (7.4%), &4 13
Bl (16.0%) THEER 76.5%, AMPC B 90 fihg
%h 22 B (24.4%), EB% 48 Bl (83.3%), LrHH7
B (7.8%), #&%h 13 fi (14.4%) THEHR 77.8% ¢
HY, AHBCEELREIRDOhIEh o1,

Table 14 Clinical efficacy by diagnosis
—Doctors in charge—

No. of Clinical efficacy
Diagnosis Drug’ R Statistical test
patients Excellent Good Fair Poor
18 44 6 13
CFIx & (22.2) (76.5)
Total o i . 13 NS.
AMEC % (24.4) (77.8)
16 37 6 9
CFIX 68 R
- -Bacterial pneumonia (23.5) (77.9) NS
& Lung abscess 15 44 5 6 -
AMPC | 70 (21.4) (84.3) '
. . 2 e T B SR
Mycoplasmal CFIX 13 (15.4) (69.2)
pneumonia | . . ) ; N.S
& PAP M 20 . :
| AMPC 1 (35.0) (55.0)
e () : Cumulative %
Table 15 Clinical efficacy by severity
—Doctors in charge—
Clinical effi
Severity Drug No.. of [mea” eicacy Statistical test
patients Excellent Good Fair Poor
7 21 2 4
CFIX 34
(20.6) (82.4
Mild - - - ) NS.
‘ 6 17 1 3
AMPC 27
(22.2) (85.2)
11 23 4 9
CFIX 4
! (23.4) (72.3)
Moderate & Severe ’ NS.
16 31 6 10
AMP ' ' .
¢ » (25.4) (74.6) N

() : Cumulative %



VOL. 34 NO. 11 CHEMOTHERAPY 1203

4 CEAN LICHE b AERMCERLEZRZEDOR  BRDLRIh 1,
feho oo 3. MEFHHE

FRENHUE L EEEFIRS R % Table 15 1R PEREC X D MBEFHOBR LT LBE 6113 41
Ut BIEER XOREEE - BECH W TANMICEREZ 6] (CFIX B 20 i, AMPC B 21 f) T, #0iEE%

Table 16 Bacteriological effect
—Committee members—

Bacteriological effect
D No. of P 1 Statistical test
rug . i
patients | Eradicated | Replaced | Decreased arFla Y Unchanged
eradicated
20
CFIX 20 (100)
N.S.
AMPC 21 17 4
( 81.0)
()%
Table 17 Bacteriological effect by causative organism
—Committee members—
No. of Bacteriological effect
Causative organism Drug . Statistical test
strains | Eradicated | Decreased | Unchanged
S. aureus CFIX 3 3 -
' AMPC 1 1
CFIX 1 1
S. py —_
progenes AMPC 0
g S. preumoniae iiﬁfc ; Z; -
C
CFIX 1 1
-Strept: -
[-Streptococcus AMPC 0
CFIX 12 12
Sub total (100) NS.
AMPC 9 8 1
K. pneumoniae CFIX 3 3 -
’ AMPC 2 2
S. marcescens CFIX L ! -
’ AMPC 0
CFIX 6 6
G
N | H. influenzae 8 3 NS.
B AMPC 11 ( 72.7)
10
CFIX 10 (100)
Sub total 10 3 NS.
AMPC 13 ( 76.9)
CFIX 22 22
(100) NS.
Total 18 4
AMPC 22 ( 81.8)
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Table 18-1 Improvement of symptoms and signs
Improvement
No. of isti
Symptoms On Drug 0_ © Improved Un- Aggravated Statistical
day patients test
+3 +2 +1 |changed| -1 -2 -3
2 15 26 14 2
CRIX 1 % (72.9)
‘ 2 10 38 17 4 NS.
AMPC | 71 (70.4)
1 2 4 2
CFIX 54 3 8 ( 8879)
z::ye ature 8 2 17 35 5 1 NS.
per
AMFC 60 (90.0)
2 16 21 2
CFIX 41 (95.1)
12 3 16 32 2 1 NS
AMPC o (94.4)
1 30 43
) .CFIX . 7 (41.9)
! 3 38 41 2 1 NS
AMPC 85 (48.2)
11 36 20
CFIX 67 (70.1) AMPC>CFIX
Cough 8 o m " ) P<0.10
M (Zo=1.721)
AMPC 74 (81.1)
18 25 11
CFIX 54 (79.6)
15 NS.
27 30 7
AMPC 64
(89.1)
2 36 26 1 CFIX>AMPC
CFIX 65 (58.5) P<0.05
4 . po pon 3 1 (Z0=2.035)
P<0.10
A
MpC 70 (41.4) (25=3.260)
CFIX | 60 2 15 (8233) o 1
Vf°1”mte 8 : NS.
of sputum 1 13 38 6
AMPC 58
(89.7)
CFIX | 48 4 2 (9;98) 1 ! CFIX>AMPC
15 - P<0.05
2 15 33 1 =2.065)
AMPC | 51 (Zo=2.
(98.0)
CFIX 75 2 2 (4220) 39
4 - NS.
AMPC | 83 6 28 8 1
Appearance (41.0)
.of sputum
CFIX 68 9 19 (7245) 16
8 i NS.
7 19 21 24
AMPC 71
(66.2)

() : Cumulative %
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Table 18-2 Improvement of symptoms and signs
Improvement
On No. of Statistical
Symptoms | 4 Drug patients Improved Un- Aggravated test
+3 +2 +1 |changed| —1 -2 -3
13 24 11 7
CFIX 55 ( 87.3) CFIX>AMPC
Appearance .
of gutum | 10 19 22 11 Fe0-10
AMPC | 62 Zo=1.
( 82.3) (Z0=1.919)
CFIX 16 13 2 1
. (81.3) N
.S,
AMPC 19 z 1 4 2
( 68.4)
13 1 1
CFIX 15
8 ( 86.7) NS
ea S.
D AMPC 16 2 13 1
(93.8)
9
CFIX 9
(100.0)
15 3 12 1 s
AMPC 16
(93.8)
1 15 12
CFIX 28 ( 57.1)
4 3 13 10 1 NS
AMPC 27 ( 59.3)
5 23 2 1
CFIX 31 ( 90.3)
Chest pain 8 N.S.
AMPC 22 > 16 !
(195.5)
5 20 1 1
CFIX | 2 N P
15 : N.S.
AMPC 18 4 "
(100.0)
CFIX 48 Z 25 '
) ( 45.8) NS.
AMPC % # ?
: 5 (53.6)
CFIX 47 ! " °
( 80.9)
Riles 8 NS
4 44 4 1
AMPC | 53 ( 90.6)
c 9 29 3
15 -
6 34 2 1
CFIX 32 1 4 8 ! ’
(71.9)
WEC . N.S.
1 12 21 3 4
AMPC 41 ( 82.9)

() : Cumulative %
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Table 18-3 Improvement of symptoms and signs

T —
Improvement
. of isti
Symptoms On Drug NO, © Improved Un- Aggravated Statistical
day patients test
+3 +2 +1 |changed| —) -2 -3
2 11 15 10 3
CRIX |41 (68.3) AMPC>CFIX
8 3 n P 3 P P<0.100
(x8=3.488
AMPC [ 41 (87.8) 0 )
- WBC 2 10 16 4 1
CFIX 33 (84.8)
1 3 13 16 3 NS.
AMPC 35 (91.4)
1 18 19 10 1
CFIX 49 (38.8)
! 2 14 26 8 1 NS
AMPC St (31.4)
2 11 23 18 3 1
CFIX 58 (62.1)
ESR 8 2 11 21 25 1 1 NS.
AMPC 61 (55.7)
4 19 18 8 1
CFIX | %0 (82.0)
1 3 20 20 8 2 NS.
AMP 53
¢ (81.1)
Improvement
On No. of Statistical
Symptoms day Drug patients Improved Un- Aggravated test
+8|+7|+6|+5|+4|+3|+2| +1 |changed|_1|-2|-3
CFIX 49 1] 5| 8|10 ( 7111 o 11 211
4 : - NS.
1 1| 8| 615 10 11 4
AMPC 57
(71.9)
2
CFIX 60 3121101612 4 ( 9187) 4 1
CRP 8 - NS.
AMPC 64 1 51121141213 3 2 2
(93.8)
CFIX 52 6 |9 (11|11 6| 3 (10(;50)
15 ; NS.
6 | 5(14|18| 8| 6 4 2
AMPC 63
(96.8)

() : Cumulative %

Table 16 17 Lizo % 41 GIOMESHRERILE  MAMELHHREY Table 17 10K Lic, 2HHOME
5 &, CFIX BETIZ 20 (IR L, &R 100%  #Av%R: CFIX Bf 22 fheh2#kiisk, AMPCR2ZK
TH b, AMPC B 21 GITIXB% 17 0, TEAGITH sk 18 4k (81.8%), 7% 4 # (18.2%) THY,
% 8LO% Tho kATRMCHEAERED bR BENCARAEIRD bhioh - T, AR 1
Moo Tl BRERS SRS 41 PlcoVCH  influenzae 4k S < 17 #-C, CFIX B 6 e 6KP
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#&L, AMPC B 11 Bkeb 8% (T2.7%) »il% L, 3

BAAETH 2T RITEVERIL S. preumoniae 15

< CFIX B 7#, AMPC B8RO L¥ L L, =
ho0E#EY 77 ABHE LBEEEICATIL T -4
&, 77 ABHE T CFIX B 12 fk& %k 4%, AMPC
BoOBRSHRINE, 77 2R TiX CFIX £ 10 4
sk, AMPC B¢ 11 gheh 8 BRI & Lico Uk omtgiiz
SWTRAREIEEZEIRD bitr » 1,

ki, BEBHEEEEL LTHEIRAL 012 CFIX
BTt S. pneumoniae 1k, P.aeruginosa 1Dt 2
kThrh, AMPC BETIX K. pneumoniae 1%, P.
aeruginosa 1 BRI 2B Th » oo

4, R -FRBIVBRERBONREE

R, B WERE, RN, PRES 95 i
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# %, BMmBY, #it, CRP BIVWHMvBRRAO%
ABI D THEH{E & X748 E, 8HEBR XU
15 B HO%#E % Table 18, 19, 20 1057 Lo 783,
MR DR, BAERS X077/ —CYREFEOH
FER BB A A P23 5 oD T, UEE DX EIERH SRk
Lo £HAD S bYW 8 B BHEES L O HmEREL
O 8 H HHERITH Tt AMPC B3 CFIX BRIz~
TEI DB (P<0.10) %#RL, —F%KEND4EA
UEER LOBHEER D 15 B BAEE I H\ T CFIX
B2t AMPC BUTHATER A (P<0.10) 25 L,
BgRED 4B E, 15 BEREE TS Tt CFIX Bt
AMPC BRI LNBEREN IS 2R L1 (P<0.05),
KaE VIRET R, ZOfOBEE OMER, HEELIZHST
BRAERCHEEZIRD bhich - 1o,

Table 19 Improvement of chest roentgenogram

Improvement
No. of Statistical
I q - ; .
Drug patients mproved Un Aggravated est
+5 +4 +3 +2 +1 |changed| — -2 -3
CFIX 55 1 15 22 7 7 2 1
(69.1)
Day 4 " N.S.
16 4 5
AMPC 63 1 11 (60.3)
25
10 2
CFIX 69 2 11 19 (82.6)
Day 8 ” N.S.
5 8 2
AMPC 75 1 14 26 (86.7)
CFIX 2 8 12 19 o 3 1
o (92.6)
Day 15 NS.
AMPC 63 2 6 19 19 15 1 1
(96.8)
() : Cumulative %
Table 20 Changes in distribution of severity of chest roentgenogram
D
Drug No.. of caree Statistical test
patients | o 1 2 3 4 5 6 7
28 26 4 2 .
Pretreatment CFIX 82 3 19 N.S.
T AMPC | @ 5 |20 | 3| 18] 13 1
Day 4 CFIX 55 1 17 13 8 9 5 1 1 NS
AMPC 63 4 14 16 13 10 3 3
Day 8 CFIX 69 8 34 1 9 5 2 NS.
AMPC 75 15 26 15 13 4 1 1
Day1s CFIX 54 22 21 6 3 2 NS.
AMPC 63 24 25 5 6 2 1
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Fig.4-1 Rates of signs and symptoms remaining after treatment
Body temperature Cough Volume of sputum
100g-, 100 100
CFIX 61 cases CFIX 75 caseSmm—— CFIX 65 cases mm——
90k AMPC 68 cases -« - - 90l AMPC 85 cases- --— 9ok AMPC 68 caseseo .
Statistical test : N.S. *-<_Statistical test : N.S. Statistical test : N.S.
80F 80 80
70F 70r 70f
S 6ot S 60f S 6ot
£ sof 2 50} £ s
© ~ e~
40 40 401
30+ 301 30t
20F 201 201 'i
10} i 10f 10F '

day)

T A '8"'910"“““"‘1% i 3345678910 1214 YR ARV

(day) (day)

Appearance of sputum Dyspnea Chest pain
100 CFIX 76 cases 100 CFIX 15 cases 100 CFIX 31 cases ———
AMPC 83 cases=-- -~ AMPC 17 cases=== - 0 AMPC 26 casesmm= =
90r — Statistical test : N.S. 0 Statistical test : N.S. i Statistical test : N.S.
- H
80F i 8ot 8o} ¢
1
70+ 70F * 70k
3 6of S 60 s 6o
3 T g
s 50F S 50F = 50F
£ £ g
40 401 40F
30F 30F 30F
200 20k 200+
104 100 ; 10}
) T U N U T BB bt 1111 PRI o) SO S T S M S
2345678910 12 14 12345678910 12 14 2345678910 12 14
(day (day) (day)
5 FERBER G, CFIX BHTIXBEMD 14T, AMPC BTk

fER, FTRB LORERED > bREGER, B% %
HE, BRMER, $REHE Mk KBE5E WBC k
i, CRP : XU'MES VAT ROBER% logrank test
X ORE Lichs, Fig.d wrRTEsh, WTFhoEH
TRV THMHRICAREZIRD Ieh - 7o

6. EIffA, BBRREMBRER XORLMHE

D &lfes

NNERETHAIN BIfEFARFNRES 211 Fid
BIfFRORD b I-fEH % Table 21 iR Li, CFIX
B 101 flsh2p) (2.0%), AMPC B 110 574l
(6.4%) T, MHEMCEEZZRD LRI -1, EIfF
HAoORRE, CFIX HTTFH, BEEA&1ATSH b,
AMPC HTIRZ, #ERZ, BRER - OETE TH,
TH - THESE - 08, BKE Bt - EEO& 16 GE
N1l ) THoteo

EIfFHBEND > b, BIfEAOI»BERHIE L

B, ZRS, TH - THEE - nBog 1 A0 AT
Hotco ¥tc, CFIX BTREOTHYED, BEOH
WT Ik LISEGIAS 1 Bl - 1oht, & DEMOREEN
FB LTz RRIEH b & Lic, ok, ThhHERRE
Wh b FRIE#IERICE R Lo

2) BERREMERE

NEBLRT X DERREMBRYE L HEShIEAR
CFIX Pt 99 @i 17 @ (17.2%), AMPC B 108 fif¥
26 f (24.1%) THEBEHCAEEERIED bhighok
(Table 22), HEH & & DREBRE D JFEY Table 23
R, BLEENEVERR LT VAT IF-HT
Hb, S-GOT L CFIX 2 88 @I58 G.7%):
AMPC B 96 @l 8 fil (8.3%), S-GPT i CFIX
£ 89 b9 B (10.1%), AMPC 2 96 fisf 12 1
(12.59%), Al-P L% CFIX B 83 fis 4 il (4.8%)
AMPC B 94 filh 3§ (3.2%) Thteo RHHER
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Fig.4-2 Rates of signs and symptoms remaining after treatment

Riles 100

0p - '
10 CFIX 52 cases

90 "= 90

o= AMPC 58 casesm- - -
°| Statistical test : N.S.

Rate(%)

20

WBC

CFIX 44 cases ———
AMPC 49 cases mw - -

Statistical test : N.S.

100,
90

CFIX 67 cases ——
AMPC 72 cases

ge- e M-e-a S
z 50 z 50 CFIX 82 S
‘s 90F = 0~ D cases——
& CFIX 77 cases—— & AMPC 90 cases—-n-
aF AMPC 85 cases~--- 10k Statistical test : N.S
Statistical test : N.S. tatistical test - N.S.
30 30
20 20+
10+ 10+
0 ) U T T T T N A T | (\ ) D I N I T I | L1 1 1
12345678910 12 14 12345678910 12 14
(day) (day)

#%T CFIX P 89 b 3 ] (3.4%), AMPC ¥ 99
Bl 8 Bl (8.1%) ;b bhic, X DEMmMEREHA v
AMPC Bz 341 (2.9%), v ¥ v bR CFIX
14l (2.1%), BUN E8» CFIX 2161 (1.2%),
AMPC B 161 (1.1%) w@»bhin, AHMCEE
RERBD LRI ot WThL ZOBRBERIBEETH
D, BEHEEE LBES TR ERRE E R ERIE
CEE L,

TOMMBHEARE, MEERE, FRELCECIIR
ﬁ'u%b 5%1&7)‘07’&0

3 RepuE

PMRRKC B R HIEHRE I » THER T
> 1% Table 24 1= ;R L %2, CFIX # 100 fiF
TRIB L 84 G (84.0%), T RIESH vl 15 0
(5.09%), TRGEB Y] 161 (1.0%) THRLER 84.0%
Thote, —%, AMPC B 108 fich [RIGE L) 83 I
(76.9%), [or@EH D 22 ] (20.4%), MIES

bl 301 (2.8%) TKELRKT6.9% Thy, WHHH
BEITDLNIL, -0

NERL TRAINCEMOEREIC X 2R LMHE
# Table 25 iR L3, WNERSHIERERFREICHE
TERED LRI T,

feks, BBRBRERKD O, REFHIEL, BRI S
ni-3 4 (CFIX BE1 (i, AMPC $ 26 22T,
BlIfERERIZEED bhieh » 1o

7. BHRAMHE

NERL X WERDRS LOREHHEZRR LT
HE S BB OBR & SRERR X B2 - It
{LiBEE, MP fifiZs - PAP i2fE31 LT Table 26 iR L
to&aﬁffiuf‘ni, CFIX ¥ 82 {fleh 4 ) 57 $1(69.5%),
x4 ) 1301 (15.9%), [HMA T\ ) 1261 (14.6%)
CHRARIL 69.5% Thoteo —F AMPCEIL 88 f
h [ CHA) 200 (2.3%), THA) 62§l (70.5



1210

CHEMOTHERAPY

NOV. 198¢

Table 21

Side effects

Drug

CFIX AMPC

No. of patients
evaluated for side effects

101 110

No. of patients
with side effects

2
(2.0%)

7
(6.4%)

Statistical test

N.S.

Continued

Withdrawn Continued Withdrawn

Study treatment
1

1 4 3

Eruption
Urticaria
Itching - Epigastric pain
Diarrhea
Diarrhea + Abdominal pain - Thirst
Stool's loose

Abdominal pain

Abdominal pain - Vomiting

1
1

Table 22 Abnormal laboratory findings

Drug

CFIX

AMPC

No. of patients evaluated
for laboratory findings

Statistical

test

99 108

No. of patients with
abnormal laboratory findings

17 (17.2%)

26 (24.1%) N.S.

Leukopenia
Eosinophilia
Elevated GOT
Elevated GPT
Elevated GOT - GPT
Elevated GOT - GPT - AI-P
Elevated GPT - Al-P
Elevated Al-P
Elevated BUN
Elevated GPT - BUN
Elevated T-Bil.

w AW =W
- N Ol = 00 W

%), T2BM]) 501 (5.7%), 5B Tig\~] 18 £
(20.5%), TEAT~XE TR 161 (1.1%) THAR
& 72.79 THOBHBCEETEZIRD bR - T,
B, BRBRETES DO 1 b BEMRI & 1t - 1EH
i, BIfFRI Locdh Tk LE LTERREE
w{RiZfT7e5 &, AMPC BEHER 1, HHTHRW14
TH o1

HHEEPER 26 « BHMLEBAE <13, CFIX £ 68 (ich [
49 ] (72.1%), TeER1 11 ] (16.2%), (BT
7evs) 801 (11.8%) THMAE 72.1% Th - tco AMPC
B 68 gk [EDTHEML 20 (2.9%), IFA] 51

Ol (75.0%), T=2H] 40 (5.9%), [BATE]
10 fi (14.7%), TEAT~E v 14 1.5%) T .
HRE 77.9% ThHHWHECEREIBRDOEP
/Lo

MP [ifi% « PAP 12350> 1@[11%@_@%%%?:%

LY (SR N

i TNBEREHEDOFiobh iRl s 5 ERED '
EAKHIES Table 27 &K Lo

LFEFIxE L, CFIX Bt 81 @i ME»CHA) 27%
(33.3%), T4 FB133 @ (40.7%), [+ 2% 81 ,
9.9%), THE Tl 13 f (16.0%) THH HAE |
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Table 23 Abnormal findings in laboratory tests

CFIX AMPC
Abnormal findings No. of patients N('I- of patients | No. of patients | No. of patients Statistical
evaluated with abnormal evaluated with abnormal test
findings findings
: Leukopenia 94 0 105 3 (2.9%) NS.
Eosinophilia : 7 89 3(3.4%) 99 8 (8.1%) N.S.
levated GOT 88 5(5.7%) 96 8 ( 8.3%) N.S.
______ Elevated GPT 89 9 (10.1%) 96 12 (12.5%) N.S.
Elevated Al-P 83 1(4.8%) 94 3(3.2%) N.S.
Elevated T-Bil. 48 1(2.1%) 59 0 N.S.
Elevated BUN 86 1(1.2%) 93 1(1.1%) N.S.
Table 24 Safety judgement
—Committee members—
Safety judgement
Drug No. of Statistical test
u . i " atistical tes!
patients No problem .Sllg}?t]y Mod'eltately ?e\.erely
significant significant significant
84
CFIX 100 (84.0) 15 1
N.S.
AMPC 108 8 2 3
(76.9)
()%
Table 25 Safety judgement
—Doctors in charge—
Safety judgement
No. of istical
Drug - Slightly Moderately Severely Statistical test
patients No problem o o s
significant significant significant
92
CFIX 99 7
(92.9) NS.
94
- AMP 10 3
. C 107 (87.9) .
()%

BI41% Th-teo —F AMPC B 87 fldh [T
KA1 18 G (20.7%), T4 AT B (54.0%), [%=
HRL12 61 (13.8%), THM TV 10 §I (11.5%)
TRRRR 74.7% TH ) ARMCEEEZIRD bR
ﬁ‘oﬁ:o

MEMERG 2% - B{LIEE <3, CFIX B 68 fish )
THR 25 §) (36.8%), (&) 26 Bl (38.2%), %
SRR 841 11.8%), THATi\) 96 (13.2%)
THERRIX 75.0% <% 10 AMPC BETi3 67 filh
EbCHA) 12 g1 17.9%), #5143 Bl (64.2%),

FreefM) 96 (13.4%), TERA T 301 (4.5%
THRRIX 82.1% THhAREICEEREIRDLL
oo tso

MP 4 « PAP 1o oW T WBEMICHE LERRD
bhish T,

I1I. #BELKOTICER

FE, E4AE7 = 2ARAERCS VTR, 774012
HE~OHE A7 b LOILK, PENOBME, p-lac
tamase T ALELEOAE, I 5ILEABBC
HaET BV hd B EIERDOE 7 = AFHE AR
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Table 26 Usefulness judgement by diagnosis
—Committee members—

i Usefulness judgement
. . No. o Statistical
Di sis Dru, . i
iagnosi g patients Very Useful Slightly Useless Should not test
useful useful be used
57
13 12
CFIX 82 (69.5)
Total NS.
2 62 (1)
5 18 (1
AMPC 8 (2.3) (72.7) W 1
49
CFIX 68 ( ) 11 8
Bacterial pneumonia 72.1
NS.
& Lung abscess AMPC 68 2 S 4 10 1
(2.9) (77.9)
8
CFIX 14 2 4
Mycoplasmal pneumonia (57.1) NS
& PAP PC 20 1 1 8 B
AM (55.0)
() : Cumulative %
Table 27 Usefulness judgement by diagnosis
—Doctors in charge—
Usefulness judgement
Di ; Dr No. of - Statistical
1agnosis ug patients Very Useful Slightly Useless Should not test
useful useful be used
27 33
CFIX 1 1
8 (33.3) (74.1) 8 3
Total N.S.
18 47
AMPC 7
8 @n | aan | 10
25 26
CFIX 68 8 9
Bacterial pneumonia (36.8) (75.0) NS
& Lung abscess AMPC 6 12 43 -
7
(17.9) (82.1) 9 3
2 7
CFIX 13 4
Mycoplasmal pneumonia (15.4) (69.2) NS
& PAP AMPC 6 4 -
20 7
(30.0) (50.0) 3

hTuw3,

=7, Bt 7 = AR/HEHFTI L TE, cefaclor,
cefadroxil 7g EABAR S TR 10 FERIEH L\W3KHF
BB IR h oo T DK, BRERDRIIER CH
REIRLHLWENEE7 = 2% HiEWYE CFIX i3,
FERDOEO L7 = 2F], =) vHERLD £ 8-
lactamase WRET, 75 ABHE, BHEECRSAT
HHEARZ bAREL, Bicrs sBlEcy LER

() : Cumulative %

RHEENERTY, £, b b OERRERSRY
ABSEITE — 2 L, F ORI 2.5 B L IR
BT, #5 12 E#Faﬁf&‘ﬁ%ﬂﬂ?%‘ﬁ#isuﬁﬁé*ﬁﬁﬂ'ﬁ»
bhBY,

EFO—BERRRICE VT, £HHERD BREH
1,400 Plico\T EEERARH T fobhicts £ORRT
PR BRRRIME 379 Bico\VTh B &, i1 100~
200mg %1 0 2 E0RETH % & X ERERRE
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03.8%, THRIERIIE 69.5%, Wiz 82.4% L@BHIHK
gehote Ei, HBERERBRERD L, S au-
" reus, S.pmeumoniae 1 E 77 AIBYEEH Y EES NI E
AetESRN 83.3% THY, Klebsiella, H.influen-
e ¥ D7 T LAEHEESHESI T 73.0% Tho1s,
oE, RAREIBEE S X OHLEEK O 59 MEkic
wWT, MEERRET 5 CFIX OB, R4k,
BIUOEREY AMPC xR — B 5 REEM el
X h#E Lico AMPC ZxBIRICREA K201k, AMPC
RERET7 = AF, X= ) vE|DIL A T S. preumo-
niae, H.influenzae 15 & D VETR 25 RRYUE D2 K1 BT
KERZIHARL, FRERBE (BoMBEms) ot
+rEIEEL, »OSALVEKBERECBVWLRTED

AR JOREEDSERIN TV AT LT X B,

AMPC {31 [H 500mg %1 H 4 B & & Lz, —F,
CFIX DB A A XN R ETH—RERARTLIHE
200mg #4545 Fisr 77.8%, 1 HE 400mg # 5 42
fid 88.1% DEBHENBOLATVEY, oz sk
KT EREIREA S 1 | 200mg (Hffi) #1H2E
BEE LI,

BEFEREER O HEERY —F I & 5 10,
CFIX B« placebo #A&¥, HIELINEE B
BB placebo 7B X5 Lico ¥ 7o MEHIDIM
BLEBEJTRE T/ placebo M A4>€ % double dummy
Bl 1ERASZ ECRARMHYER LI, ¥7,
fig e\ s BMERREC T 5 REBHEES LURBROL
FHEYZER L, FIEBRECILTERI I REIRD L)
L,

ERBE OB 5 FIRL 222 G TH - fohs, BRI
ik, HMERLII T 50 BRI AT ERG 2 -

| MMLIBE 138 I, MP Jfizs - PAP 34 ozt 172 fij%
NEL Lo BAEIEN 50 4 LR EMB DY 20%

CRRAKD, ZDieh TRGgIRED 31 O L BF K%
GO T, FOBRHEI-EERARBR LV OHKLE, &
BRI R LZH IR DL DOZRERBE LD T, T
BEMMGY & 28 LIES L Il L8R x/ N\ EAS
TRH L, MkORELATRERENC, EREE &
BHED e i SR 0 TG & U AFEBUVRBR S} L7 7e2d T
Bho HEMEE TR L LV ORRELL (19 6 TH
212,

BEERRT %25 &, hER X OMEMRITKICHT
AREFIDOWRKE, CRP 1wis\ T CFIX Bic X ) AfE
DYORSA LT BIAM AR L (P<0.10) LSk
ARECERER <, JIESHBYERTH -7

REABYRE LB 42 f10 5 bRFHEREOER S
hic 2 fie o CEERA R 1T B &, AMPC 53

73 CFIX B 5B X AMPC ot 4 2 B DE
HEECEH AL T, Lh L CFIX ioxtd5 22
D MIC SHMHHMICEEER R b - 1

PEREHE, TREHEL SERY, BEED, i
RENBERDRCEERERRD SRk - 1o fo33,
HRATFCRY OXLNIE, %R, CRP off
HERPDRICH LTHB LT 0B RE R Tie- 1
2 CThOBEBROCTHBRRSRICE LA LHBL
T igh oo,

SEIDRFICT, CFIX OMEHEIms T 54
R (73.5%) %, CFIX O—REKRBAS (82.4%)
EHBLTHRB L, SEOEHELPLRES, FHRE
HIETHRD & 84.3% DAMETH hiFFAEDORE &
Exbhic, 1, 4EO AMPC OMEEcR
PEHRL 78.6% THY, BRATbh i EER
HERBRS 12k 5 AMPC DAERR L IZIFAEDOR
BTHhoTo

MEFADELHE LB 41 fileZ s &, CFIX 8
i 20 BIRBIT% L (%E 100%), AMPC 21 |
TIXEK 17 4, AE 46 (HERXK 8L.0%) THh-1,
AED 4 Flik S. aureus 1 (AMPC o MIC : 200 pg/
ml), H.influenzae 3 (AMPC o MIC : 0. 39 pg/ml,
3.13 pg/ml, 1GI7RBE) TH -7,

EROHERE - HERY RS L, BHO8 HEAEE
XU EMERHD 8 B BHERT AMPC Bt CFIX B
CHRTERAMERA (P<0.10) %R L, —F, BEED
4 B BSERS JOREHRERD 15 A Bk#EE T CFIX
BHrEhAEE (P<0.10) 2#/RL, BREN4HEB L
15 FESEE ST CFIX #AECE R TV 1
(P<0.05), FDMDERF L OERRBEN LA IE
RBERIEHEICAEEZYRD L 1,

Blfefx, CFIX B 101 fish 2@l (2.0%) &4
<, FTRILBE®BY& 16132 Th-1co AMPC FiZ 110
Glh 7 6 (6.4%) ik bh, 7 vAF—fERE XL
BIERTHED bR TV 1,

EepkiR A O RE %K Licowx, CFIX B 99 fis 17
#l (17.2%) =k bk, AMPC B 108 fijdh 26 f] (24.1
%) THEBRI, HXMB T v AT I F—EfEDL
ATHD, KR\THFEBERES LL> T 5%,

L EoRIfER, BRREBEREOHRERR, WHREC
HEERRD LD - 1o

B S LUBKREMERTAME LTI K- RE
M¥E CHRBEMCEREE RO o1, L L, BlfF
At AMPC Bz & i bhicicd, BeE CFIX
DHNEERR LT

BERGE L Retr b i LEBRRHETE, MR
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Bo¥E, THREHEELIAHEECEEREIALRICH 4 # 31 BEXEREFSRERXTBL, 55
. v vHoy a FKO027, 1984 (i)

LEX b, M@k cxt LT CFIX 1@ 200mg, 5 AN M, FH 8 HHE= # aRk g

BBy, -FEE : MIC 2000 » 2 7 &k X 5 MIC
16 2EOf 53, AMPC 1[E 500me, 1A 4E#5 BEHEORN 1 AELFREFABEECL 5
LHB LT, BRDERES IUREMERR W TREOMK MIC HI%E & © H#&, Chemotherapy 33: 537~
MNEBBNhi, X-»T CFIX 11H 2EKEETENE 543, 1985
KBRNBRTE, SAREEOHE, BRORENFET 6 ?;;E%ﬁ gimib i;ﬁ% Evm ;,14\
X 4 DRI : ROM 7 (d: 5
BARALER Ab¥, MEMAOBRIM L HA BE (B0 BAEE 11(D : ~47, 190
KEFTHHLEZDN S, 7) ABPC fiitt4 vz = /fﬁﬁkﬁﬁﬁ% (s
p'a Lo AN 2R & BEER : XFPRKTH Ampi-
1) SHIGL Y.; Y.MATsuMOTo, M.Kalzu, Y.FUJ- cillin i1 v 7 v = v Y ERFIEDOFRR, Che-
SHITA & H.KO0JO : Mechanism of action of the motherapy 33 : 673~681, 1985
new orally active cephalosporin FK027. ]J. 8) EHE=, =ASCHE fib: MKk, MREYHg
Antibiotics 37 : 790~796, 1984 & L# Amoxicillin & Ampicillin ofgEkgHa
2) KAMIMURA, T.; H.K0Jo, Y.MATSUMOTO, Y. KRB &, Chemotherapy 21 : 1535~1563,
MINE, S.GOTO & S.KUWAHARA : In vitro and 1973
in vivo antibacterial properties of FK 027, a 9) HAER=S, =AY, fi: _EFRERLS
new orally active cephem antibiotic. Anti- Cephradine & Amoxicillin ® iR+ 3%
micr. Agents & Chemoth. 25:98~104, 1984 HEBRBRM Mo Chemotherapy 24 : 1624~1636,
3) Neu,U.C.; N.CHIN & P.LABTHAVIKUL : Com- 1976
10) EEE=, =SAHE, fib: BEEME T2

parative in vitro activity and B-lactamase
stability of FR 017027, a new orally active
cephalosporin. Antimicr. Agents & Che-
moth. 26 :174~180, 1984

Bacampicillin & Amoxicillin © & Lgws
K #o Chemotherapy 27 : 725~759, 1979

COMPARATIVE TEST OF THE EFFICACY OF CEFIXIME AND
AMOXICILLIN ON PNEUMONIA BY DOUBLE BLIND METHOD

Kivosur Konno?, Axkira Sarto?, Kortaro Orzumi?, Sencur Aonuma?,

Fumio Nacanama?,

Masao Tamura?,

Kazvo Takese?,

SoxicHr Onopera®, AKIRA Suzuki®,

Youmer Hiraca?,

Izumi Hayasu'®, Axira WaTaNABE® and Axkira Sakumal?

1) Department of Internal Medicine, The Research Institute for Tuberculosis & Cancer,

Tohoku University

2) College of Medical Technology, Hokkaido University
3) Department of Internal Medicine, Sendai Kosei Hospital

4) Department of Internal Medicine, Iwamizawa Rosai Hospital

(Present address : Department of Internal Medicine, Sapporo National Hospital)
5) The First Department of Internal Medicine, Asahikawa Medical College
6) Department of Internal Medicine (Section 3), Sapporo Medical College
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Efficacy, safety and usefulness of cefixime (CFIX), a new oral cephem, in the treatment of
bacterial pneumonia, were evaluated by the double-blind comparative method using amoxicillin
(AMPC) as a reference drug.

Patients with bacterial pneumonia, aged 16 or older, were treated by oral administration of either
200 mg of CFIX twice a day or of 500 mg of AMPC four times a day for 14 days.

Out of a total of 222 patients thus treated, 172 patients (82 with CFIX : 90 with AMPC) were
used for comparative evaluation of clinical efficacy, 208 patients (100 with CFIX : 108 with AMPC)
for that of safety, and 170 patients (82 with CFIX : 88 with AMPC) for that of usefulness.

There were no significant differences in characteristics of the patients between the two treatment
groups, except that susceptibility to AMPC of the causative organisms which had been isolated from
the patients belonging to the AMPC treatment group was significantly lower than that of the patients
treated with CFIX.

Rate of cure was 73.5% in the patients treated with CFIX, and 78.6% in those treated with AMPC.
‘When patients with viral or mycoplasmal pneumonia were included in the evaluation, a slight degree
of decline in the cure rates was observed, i.e. 70.7% with CFIX and 73.3% in the AMPC-treatment
groups.

Thus, there was no difference in efficacy rates between the two treatment groups.

Decrease in amount of purulent sputum on the fourth and 15th days of the treatment was more
marked in the CFIX treatment group than in the AMPC group and was statistically significant.

Bacteriological effects were examined in a total of 41 of the bacteriologically documented cases
{20 patients treated with CFIX :21 with AMPC). Rate of eradication of the causative organisms
was 100% in the CFIX group and 81% in the AMPC group.

Side effects observed were mainly due to functional disturbances of gastrointestinal tracts including
nausea, epigastric pain, diarrhea and so forth. Incidences were 2.0% in the CFIX group and 6.4%
in the AMPC group.

Abnormalities in laboratory findings, mainly a slight degree of elevation in serum transaminases,
were detected both during and after the treatment. These incidences were 17.2% in the CFIX group
and 24.7% in the AMPC group. This difference between the two treatment groups in the incidence
of abnormal laboratory findings was not statistically significant.

Taking efficacy and safety into consideration, the usefulness of both drugs in the treatment of
bacterial pneumonia or lung abscess is estimated as follows :

CFIX was evaluated to be very useful or useful in 72.1% of the patients treated with it, and
AMPC in 77.9% of the patients so treated.

From the results mentioned above, it is concluded that CFIX is one of oral cephems with high
utility in the treatment of bacterial pneumonia or lung abscess, when administered in a twice daily
dosage of 200 mg.



