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PR ERRAEIC X3 % Apalicillin (APPC) & Carbenicillin (CBPC) o yaitiah it s & UNC T 38
FIORIFADOEBRI BN L B & LT, £/ 30 lRck\ T, Zids X USR5 Ry
fEE% 187 flic. APPC B2\ CBPC Th¥h 1 2¢ 35, 10 2@, A LT 14 B
WEERTeV, RIS, BIEA BREOTENINAM COgE well controlled study i k
DEMLIRER, DTORSY 8.

D BFEWTHH, T et 32— ATHEBEERS LI 159 41 (APPC #4579 I, CBPC #4580
D OBEERETF T, APPC REMCIRIEMNA, CBPC HR&RcMEMANS L, Fi, Bk
AR APPC R ERICA {, M IE Ei¥ X UGRC DL TG ERIBERIC HESH 2T B B DR b
R BT,

2) APPC #5579 @& CBPC #5 80 fIDERREDERIT, ZERh 460 : 44, A% 62 4l : 40 4,
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i, FREFTECRSWTH R S h 1z, & {C Pseu-
domonas aeruginosa kFH &+ % 75 HEWE B T
WM HOM, BRI A7 b5 22T TES
BR=2)vehn,

Apalcillin (J{'F APPC & 5 3) koW Tik, TT
CELOWEInifFinbh, %25 HBRCEREES
BaesvT, FgEs vEo v a9 L LTHE, ZEES
fitbh, #BERICH T 5 RPER T 5 KA O HBH

R L LSRR DOWIHAI AL,

bhbhil, FCBEQERRECHT5EAOHEL
e wTORNEEMNE LT, APPC 1H
2g & Carbenicillin (L4 F CBPC k%f) 1H4g o
HERBYEHL, APPC o BE#FE» CBPC 0AREK
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Table 1  I'ne list of collaborating clinics

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

Hospitals

Department of Respiratory Disease, Sapporo National 1lospital and Related llospitals
Department ol Internal Medicine, The Research Institute for Chest Discasces and Cancer, Tohoku

University and Related Hospital

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

Hospitals

Department of Internal Medicine, Shinrakuen Hospital
Department of Internal Medicine, Suibarago IHospital

Department of Internal Medicine, Kasumigaura National Hospital and Related Hospitals
Department of Internal Medicine, Tokyo Welfare Pension 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

Department of Respiratory Disease, National Medical Center Hospital

Department of Internal Medicine, Tokyo Metropolitan Geriatric Hospital

Chest Clinic of Toranomon Hospital

The First Department of Internal Medicine, Kyorin University, School of Medicine
Department of Internal Medicine, Juntendo University, School of Medicine
The First Department of Internal Medicine, Yokohama City University, School of Medicine and

Related Hospitals

Department of Internal Medicine, Kawasaki Municipal Hospital
Department of Internal Medicine, Toyama Prefectural Central Hospital
The First Department of Internal Medicine, Nagoya City University, School of Medicine and Related

Hospitals

The First Departmeut of Internal Medicine, chest Disease Research Institute, Kyoto University

and Related Hospitals

The First Department of Internal Medicine, Kansai Medical University

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

Department of Internal Medicine, Hoshigaoka Koseinenkin Hospital

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

Hospitals

Department of Internal Medicine, Kawasaki Medical School
Department of Internal Medicine, Chugoku Chuo Hospital
The First Department of Internal Medicine, Faculty of Medicine, Kyushu University and Related

Hospital

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

Hospitals

Department of Internal Medicine, Institute for Tropical Medicine, Nagasaki University and Related

Hospitals

EORBEEHEET 5o
I. HARMRLESTICHEFE

1. PFRREER

R LI BA LR, Bk ko RETIE
i, BHESETL OEHEAMIKESTER, Bidfol
M&HE - MisRAEE - KESIWRL LB HR & & §u iE
C, BHERORE (RRIELT1H10mILIE), Ji#k,
I vgG ORIk, BmREHEESH D ik CRP Bk
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EEbHRBRYER L bbb, RREF, R
EHOWTRO L REM 56 AT, REMAL447
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Z OB, BIRFEER TR0 L, GRIXFEAMELT
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ml TERET B2, HBWi 50ml/BLUER ), 49
~10 ml/B% (), 10 ml/AkKHE (+), B#F it L%
(=) D 4By, Bt (P), Bk (PM), ¥tk
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HEEEZ XY, BEOEND LBEEO KR L, EES
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FHOTEEELH L,

b) EEERHCBRAERDEHE

i) MEEST XBHE
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Table 2 Criteria for judgement of usefulness
Clinical
S}?e q effectiveness
effect an Excellent ;
laboratory n Good Fair Poor Undecided
abnormality
No + + + - 9
Treatment continued + + _
g - _
-
Treatment discontinued + + — _
+ : Useful + : Slightly useful — : Useless

? : Undecided

Table 3 Case distribution

No. of patients included in
statistical analysis

APPC 79
CBPC 80
Total 159
—— Effectiveness
No. of patients excluded from
statistical analysis
APPC 15
CBPC 13
Total 28
No. of patients included in
statistical analysis
APPC 93
CBPC 89
Total number of 1 180
patients Total 182
APPC 94 |t —— Side effects
CBPC % N f i Juded £
= 1’7 o. of patients excluded from
Total 187 statistical analysis
APPC 1
CBPC 4
L Total 5
No. of patients includea in
statistical analysis
APPC 92
CBPC 89
Total 181
Abnormalities of
laboratory
findi ——————’_’,—‘j
Indings No. of patients excluded from
statistical analysis
APPC 2
CBPC 4
Total 6
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SHEERC L DBE Lo MEILS ORI T
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. & *®
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IERLTEWTE, Thb1878dh, R A KRB
(BHESEZR20BIVI7 ARAEL ZEL1H) D

3P, =V YT VA¥—-ORERYHETS 20, &
W 3 VT % THEB: D MYSEIRFIED T LA 7 4, 1
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B, A LLIEPRERIRHI B LR OB RO 14, BB
AT = PR SN 7 A, B 28 GI%BRHL7- 159
%l (APPC #4579 f, CBPC #4580 fI) =0\,
FRORZ)IL, B, MAZEMZR S OH BED L
Tl o tee =77, WIEMOBRNCHI - TiE, <=
VT vAF—DREEY R TS 24, EHTHENKE
WERBEBE TS 30, 256 % K< 18241 (APPC #
193§, CBPC #5 89 f) i=o\W\T, ¥7-, BEK#K
R ORPC B> TILE B, BEFRDOEERH
O 1% B\ 1 181 il (APPC #4592 4, CBPC #5
89 B1) oW TR 2 B L 1o

DL EDBRAERA O TIEAIBEB T O LY, Tabled iz
7_1‘11/?: tE h 'C‘@Z’o

T, chbIRALKEBEMNCOWTORNEREY
LSS g a0

A. HBFREHE

a. MBREOERRFET 5 HE

1 24
MEMNBOFECTR LI LB, HEARIIEES
BRERPFER N RERLE LTEBTH O L & L, EB
iz APPC %%\t CBPC D#r5 X hi-% B Table

Table 4 Reasons for exclusion from the study
Drug
Reason APPC CBPC
Acute bronchitis, pleurisy due to Aspergillus 2
History of penicillin allergy 0 2*
Without RTI 3
Serious underlying disease 1* 2*
Symptoms already improved by antibiotics pretreated 2 0
Ineffective case treated with CBPC previously 1
Insufficient or lack of the data during administration [ 1** 0
Insufficient or lack of the data before administration : 1 0
Steroids combined | 4 3
Total 15 13

* Cases excluded from statistical analysis of therapeutic effects, side effects and abnormalities of

laboratory findings

**Case excluded from statistical analysis of therapeutic éffects and abnormalities of laboratory

findings

The other cases were excluded from statistical analysis of only therapeutic effects
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Table 5 Background of patients

—Diagnosis—
Disgnos Drug APPC CBPC Total
iagnosis
Pneumonia 31 29 60
Pulmonary abscess 4 2 6
Chronic pneumonia 0 1 1
Chronic bronchitis 3 3 6
Acute exacerbation of chronie bronchitis 4 5 9
Chronic panbronchiolitis 4 1 5
Acute exacerbation of chronic panbronchiolitis 1 4 5

Infected bronchiectasis 16 24 40

Infected pulmonary cyst 9 1 5
Infected pulmonary emphysema 2 9 4
Infected bronchial asthma 2 9 4
Infected pulmonary fibrosis 1 1 2
Infected pulmonary silicosis 1 0 1
Pulmonary tuberculosis with mixed infection 8 4 12
Infected lung cancer 0 1 1
Total 79 30 159
Statistical analysis N.S.
Table 6 Background of patients
—Age and sex—
Age
Drug 10~29 30~39 40~49 50~59 60~69 70~79 80~ Total
Sex
Male 1 2 2 9 11 15 2 42
APPC Female 5 2 3 8 5 12 2 37
Total 6 4 5 17 16 27 4 79
Male 0 2 2 6 17 17 6 50
CBPC Female 2 2 7 4 7 8 0 30
Total 2 4 9 10 24 25 6. 80
Statistical analysis Age : N.S. Sex : N.S.
Table 7 Background of patients
—Body weight (kg)—
Body weight 39 40~ 49 50~59 60~69 70~ Unknown Total
Drug
79
APPC 9 34 25 6 1 4
CBPC 18 31 21 10 0 0 80
Total 27 65 46 16 1 4 159
Statistical analysis N.S.
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SRl b, BE:SUNRYEESNE, B0 SH 3 4k I
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TOWRETFCT 2 RIS Io\WTHE, & el Dl - FHRICBIETHBD LB OV T LR Lok
it & SEREYE X A Wi —IE L CT AL IS5 & & YL, Table 8 w3 L ¥ h MAINWC AL TD &

&L highoico
2)  MHDYED - AERIIRL ¥l SEOLERRO MEEEY, 1@1%SEBR
KR FE O - AEIMDIMEEL . Table 6 IR Lic & i T BT D ST, YN - SOURBIZ AP Lioog
0T, TRIRFIRENC A EELED bR -1, WA IRYE & Licic b B, &N - SbEgEy

Table 8 Background of patients
—Underlying disease -

Underlying disease Yes
No Total
Drug Group-A Group-B 2
APPC 34 5 40
CBPC 38 9 33 gg
Statistical analysis N.S.
Group-A

Malignant tumor, Cerebral vascular diseases, Congestive heart failure, Lung cancer,
Hematological disturbance, Collagen diseases etc.

Group-B : Chronic respiratory tract diseases, Bronchial asthma, Bronchiectasis, Pulmonary tuberculosis, Diabete:
mellitus, Hypertention, Hepatic disturbance, Cardiovascular diseases efc.
Table 9 Background of patients
—With or without chronic respiratory tract disease—
Diagnosis Pneumonia Pulmonary abscess | Chronic RTI** Total
Chronic RTD*
Drug With Without With Without |  With Without | With | Without
APPC 19 12 1 3 44 0 64 15
CBPC 16 13 1 1 48 1 65 15
Total 35 25 2 4 92 1 129 30
Statistical analysis N.S. N.S. N.S. N.S.

* Chronic respiratory tract disease
**Chronic respiratory tract infections other than pneumonia and pulmonary abscess

Table 10 Background of patients )
—Pretreatment with chemotherapeutic agents—

retreatment No Yes Unknown Total
Drug
APPC 56 18 2 o
CBPC 55 22 3 80

Statistical analysis N.S.
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HPEBT ST RIE LGS « MiEIREEDS 30 BI
Alto UL, ZhDIEEEREE b T REE L e
FoF AR Tabled /RT3 X 5 I FSEHIRER] 4 268
I phitho kDT, ThbOMER b & TR E
DRI S L30T, —F, ThOEPREY o
VERARBA LT = b 2 — T BEILIER D iz o
THRESHROTERAFMER LY R TS o & & Ui,
5) Ri5IEA
ARBRABREA RS EINC T 2 RN O ED
FECOWTHE ST/t /o A%, Table 10 Z5r3 & 3%
HARARMCEEZIRD bhieh o1,

6) EFFEEIMOER
EAREMOAR, W, BRE WERER, Ko
B3, PREY MiE WS E F7—¥, BKE
B, PaO, PaCO, FRMEMmERE, 7Kkl o0

Table 11

1233

CRP {2, Table 11 i2RZF L3 hC, M 3 <,
APPC #5102 38°C LI LoJEMIN 4 <, CBPC ¥ 57t
i© 87.9C LITOMEMNL L, HUEAED & R i b
oh D IFIB T ORI DT, TR A
ERRD BRIk ot SRME RS - ML & %
DAL REGE TR U T IEFIB S MR % PSR AR ¢
HBEU 7oA, Table 12, 13 wimg Xk 5ic, i % -
AL BRAEE LA > S BAiE > J) o0 (AT C RURE O MR 28 TR0
Hient, T RTOFEAC DT SRR A D
il D IRFRD B R - 1,

Fe, MZIEGIO I VRATR (MERLIC 67 51T
D) 2T Table 14 1&5R4 & 3 b THIRFIRER A
BERZD bR o1,

7 TEEERE

ERRGOEREEL LT, MEALKITRHTHE

Background of patients (Total patients)

—Initial symptoms and signs—

Parameter Body temperature(’C) Cough Volume of sputum(ml)| Appearance of sputum
Degree % g . §' %
<37/37~(38~|239| €| — |+ | ++| 2 |0|1~9| 10 1=50] B| — M |PM| P | E
No. of £ = = 2
Drug patients =) =) -} =
APPC 79 1137|124 7 |0]2(3213|9|1{14|36 |23 {51613 2
CBPC 80 18 | 45|13 | 4 {02353 |8|0|14|32]|25|9|0]|6]4](38]|2
Statistical U- test : P<0.05
analysis x%-test : P<0.05 NS. NS. NS.
Parameter Dyspnea Chest pain Rales Cyanosis | Dehydration Pa0O,(mmHg)
D
—|+|H | g =+ e|—|+|+H | S|—|+| E|—|+]| € [£80]79.9| 7| <40| £
, No. of = = = = 2|7 60|10 | £
Drug patients =) ) 5 > 5 5
APPC 79 31(30] 17 | 1 {60/19] 0 |11{42] 25 | 1 |62{17| 0 |71 8| O | 8 | 23 | 7 | 1 |40
CBPC 80 26(37] 16 | 1 62|16 2 | 9/36| 32 | 3 [69|11| 0 {71/9| O | 7 | 19| 9 | 2 |43
Statistical N N.S.
analysis N.S. NS. N.S. NS. S
Parameter | PaCO,(mmHg) WBC ESR(mm/hr) CRP
Degree g o | E c g
[ EE=3E3 z 3
= 20 |40 ) + 44 °
o <49§49§§§§§§319~39~59260§—~3+__5+§6+%
0. O 3 3 [=} =1
Drug patients S|V ]e = AS = =
APPC 79 35| 4 [40(30(36]11| 2|0 9 (18| 13 |34 |5 |1 41 20 14 | 3
CBPC 80 32| 5 |43|28[30(|20| 11|11 16|13 32| 8|3]| 36 20 15 | 6
Statistical NS. N.S.
analysis NS. N.S. S
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L2:MUEREIE Table 15 wwiRd-&3s H T, APPC #4
PRTIRAERIA & <, CBPC 4.1t ilihiife B O i AR
DIERAE L, TERFIREIICAEEL R o b h
Too BRBERNMiLE - MifLIIESS X 0%k & LA kY
EC AP LA s\ T h, o @is L Olige - i
JERREELLAA D I 3T, W3 R 3 28 & &
R, TEIRIMEINC AT D TR Bk

8) A 275 X~Pkfli LRt L OV WEHR ST

EEBY

AL BEMRER I = 1 2 7 5 X< Pifkilids L ORI
FUSHIE X e izl Table 16 32553 & 38 b T,
1277 = YUMTD B A LA Af5 5 DUG TR 64 5L
b, R BRI IG TR 320 LA LAl 4 & ) B
L, 70T 45 L0 7% iR tc e & B &4
TELIKE, 76 (APPC #5445, CBPC #4341

4

NPH:Th b, RARREIED B AL 512 5L 2t
EMELI A5 Y 741 (APPC #4.2 ), CBPC f#4
500) MWBHTH - fend, WFER S MR AL
LR it oto

9) YT & AR

wg & Uic 159 ek, @O LI ERIL 80 )
THY, 77 LRGN 11, H. influenzae
ALYy 24 ), P.aeruginosa MR H 17 B, K. pne
umoniae WiIURYL 10 §l, T DD 75 LKGIERED M
W6 fl, MY EOWOREBY 12 AT, Bh
D 79 FITIRREEARYITH > 1co MEABEMICITS
RO Table 17 WiRLizE B HTH Y, H—
TR & PIOMERBIIC T THRTH, EICHFTHRT
LA ELILED Shich oo

BRIEITOWT, TRTFKREKRFIC S \» T APPC

Table 12 Background of patients (Pneumonia and pulmonary abscess)
—Initial symptoms and signs—
Parameter Body temperature(C) Cough Volume of sputum(ml)| Appearance of sputum
Degree o c c =
g 2 10 2 z
<37|37~(38~|239| £ | — |+ |++| 2 |0|1~9"y|250| |- |M|PM P |2
No. of = = = 2
Drug patients =) =) D ]
APPC 35 311611 | 5 0|1 |14|15|5|1|11| 14| 7 | 2|0 415133
CBPC 31 5 | 17 6(310|2|12(15 (20| 8|16| 3 |4]|0}|4]12|14]1
Statistical
analysis N.S. N.S. N.S. N.S.
Parameter Dyspnea Chest pain Rales Cyanosis | Dehydration Pa0,(mmHg)
Degree = = <]
3 Z 2 5 2 £ lroo|sos| | 3
No. o — |+ _z -+ % —|+| + % —|+ % —+é 280~6O~4O<40,§
Drug patients 5 =} e} =} =} o]
APPC 35 14{13| 8 | 0 |21{14| 0 {620 9| 0 |29]6|0 {32{3| 0| 2| 12| 3 | 0|18
CBPC 31 10|114] 6 1(22) 8/ 1 [6(12] 11 | 2-{26{5{0 |24]7]| 0| 2 6 2 2119
Statistical ,
analysis N.S NS. N.S. N.S. N.S. NS.
Parameter | PaCO,(mmHg) WBC ESR(mm/hr) CRP
Degree g
i 18RAEE 20 (40 1N 4+ 3
No. <9249 £ 3182 | 5| 5519 Ta0| ~59| 20| E | |54 |~54 |20 &
0. 0 SV ]| |S ] A LE ] 5
Drug patients =} =) =]
APPC 35 15| 2 [18|11|16| 6| 20| 2 | 10| 8 |15 |0 |1] 15 11 711
CBPC 31 11| 1 (19} 8|10(12| 10| 2 318 |16)2 (1| 11 7110 |2
Statistical N.S. N.S. N.S. NS
analysis
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Table 13 :
—Initial symptoms and signs—

Background of patients (Chronic RTI

other than pneumonia and pulmonary abscess)

Parameter Body temperature(’C) Cough Volume of sputum(ml)| Appearance of sputum
Degree g ; E E
<37(37~|38~|<39| 2 | — |+ [++| & |0]1~910 =50/ 2|~ |Mm[eMm| P | &
No. of = = ~49 = <
Drug patients =) S 5 5
APPC 44 8121 |13 ) 2 | 0| 1(18(21 40| 3 |22|16|3|0/|2]|16]26]0
CBPC 49 13 | 28 711 101023120606 |16|22|5|0]| 222211
Statistical
analysis N.S. NS N.S. N.S.
Parameter Dyspnea Chest pain Rales Cyanosis | Dehydration Pa0,(mmHg)
Degree o o
No. of = = & = = ~60|~40 =
Drug patients =] =] j=] =) j=] =)
APPC 44 171170 9 [ 1 {39{5| 0 |5(22| 16 | 1 |33[11| 0 |39|5| 0 | 6 | 11 | 4 | 1 |22
CBPC 49 16]23] 10 | 0 [40{ 8| 1 |3 (24| 21 | 1 (43| 6| 0 |47|2| 0| 5 | 13| 7 | 0 |24
Statistical
analysis N.S. N.S. N.S. N.S. N.S. N.S.
Parameter | PaCO,(mmHg) WBC ESR(mm/hr) CRP
Degree = = g g
gl ]|d|8]s z 5
els8|aol8|2|2 20 140 |sel @ || 3
No. & <49| =49 % % g|g8|s é <19| T ag| 50| 260 _2 T34 4~—E+ S64 g
. o = | AT
Drug patients =] =) =} =}
APPC 44 201 2 [22]19(20{ 5|00 7 81 5 |119|5|0| 26 9 7 2
CBPC, 49 21| 4 [24|20({20] 8|01 9 | 13| 5 |16|6|2]| 25 13 5 4
Statistical
analysis N.S. N.S. N.S. N.S.
Table 14 Background of patients (Preumonia)
—X-ray findings—
Drug Score 0 1 2 3 4 5 6 7 8 Total
APPC 0 1 5 6 12 6 2 2 1 35
CBPC 0 0 3 6 9 3 4 3 3 31
Statistical analysis N.S.

BLV CBPC wf§ 5 BgWa R ETH L ubbh
UBBLALERI bbby, EBCREAEERE
Jh, BEHREOEM I MIEIE 46 BICE £ % -
Ko ThEDEMICOWT, BEEFCKT B EZED
AT ETIRABM T Lo BUgtik, Fig.1, Table 18
ERTERDTHB, bz Ol BEERLOBE

BRbAEV MIC 2RLAED MIC AL, #
1& B & 108 cells/ml, 108 cells/ml DWFhOHEHT R
WTd, APPC #rEgac/ & MIC #RTHIC X 5R&
YFEGIH L S FFEL To 25, MIC 04 Bl L TR
PERIC A EZLTD bRh - oo T, MIC Z£B
iz 4 TR Licas, Table 19 Rt &b MIC %
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Table 15 Background of patients
—Severity of illness—

Diagnosis Drug Severe Moderate Mild Total . grtggi;stiisal
o | BB | 2 | & | B | s
Pneumonia éggg (15 %g % gé P<0.05
Pulmonary abscess égllzg % g % 3 N.S.
Chronic RTI* ADLC 0 16 2 i P<0.05

* Chronic RTI other than pneumonia and pulmonary abscess

Table 16 Background of patients .
—Mpycoplasmal antibody titer and cold haemagglutinin titer—

Elevation of mycoplasmal Elevation of cold
Drug antibody titer haemagglutinin titer Total
- + Unknown - + Unknown
APPC 51 4 24 51 2 26 79
CBPC 46 3 31 51 5 24 80
Statistical
analysis N.S. N.S.
Fig.1 Susceptibility distribution of causative 50 pg/ml LIF & 100 pg/ml L) EDFERR ST 1-5E,
bacteria SEFIS A B L T REEAIRE R A B ES B b it
107 b. HYIEREREIIE
e - BIRRGEMRIL Table 20 IWiRLIcE &Y, AEES
§ _‘E b 14 HEOBFENTiebicEME, 159 fid 116 6l
2E o (APPC #4558 ffl, CBPC #4558 41) ThYH, 7HH
228 {hoculum size PRI BIRA L S RICEERIA 12 B, 8~13 HOKEA
FE g Ol WO 31 PIFAET B, FRARMIC ARSI
3% Bdhhlehotce
La N. S. (U-test) s, I 14 AR THEE S hic B HIOVTO
3P L FER% Table 21 Rl
<01 02 0.4 08 16 3.2 6.3 12525 50 100>100 c. pHEEHA
\ .
- (vg/m) HRSEN, BUBHEAT =4 ¥, JR7 =4 FHEk
#, MRBERA, WMBEHLY, 7o ba—ATHALE
tET a0 1L, B3R 2 M LR H o 6 B 6l
gfé Table 22 1R L= k 51c APPC 58 13 i, CBPC
=
2y Q 80 Inoculum size BEBC 5 AIFE LA AERARMCAERIRD bh
S ES (108cells/ml) # .
= £ 0 o oo
£ w &
3% d« BRHE
20- INEESTOBKYEHIER £ 12, Table 23, Fig.2
N. S. (U-test) CRLIc Lk D, LM 159 flicowTit, APPCES
79 ik, ZH40 (5.1%), B 62 Bl (18.5%), ¥

T T T T T T T T T 1 T
<0.10.2 0.4 0.8 1.6 3.2 6.312.5 25 50 100 >100
(ug/ml)

o—o Susceptibility to APPC (APPC-group
o—o© Susceptibility to CBPC (CBPC-group:
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Fig.2 Clinical effectiveness

100(%%)

[JExcellent 22 Good BZA Fair
=3 Poor S Undecided

Table 17

LHR 8B (10.1%), WA 44 (5.1%), H E R 1
B (103%) T, CBPC #4580 ek, #4h4f (5.0
%), H%h 40 BU (50.0%), *=45%) 19 I (23.7%),
MY 16 61 (20.0%), HERMELIH (1.3%) THY,
APPC 5T HE)HIA % {, CBPC LR 24
WOl IO ERDd R, R, BR), LHLH,
&y, FIEAGED £ B P EIE G DA% Fe L THT
b HALLOFYRTHTS, WIEHMMICHTE %
D bhice

BELTEREICEIL T, TIEHDR)IED Hhiges 52

Background of patients

—Causative bacteria—

: ; Statistical
Causative bacteria APPC CBPC Total analysis
Single infection 33 35 68
Polymicrobial infection 7 5 12 N.S.
Unknown 39 40 79
Single infection :
S. aureus 2 2 4
. N.S.
S. pneumoniae 2 3 5
S. haemolyticus 2 0 2
E. coli 2 1 3
K. preumoniae 5 5 10
E. cloacae 0 1 1
E. aerogenes 0 1 1 N.S.
Alcaligenes sp. 1 0 1
P. aeruginosa 8 9 17
H. influenzae 11 13 24
Polymicrobial infection :
E. coli+P. aeruginosa 2 0 2
K. pneumoniae+E. aerogenes 1 0 1
P. aeruginosa+S. preumoniae 1 0 1
P. aeruginosa+ H. influenzae 1 0 1
Acinetobacter sp. + P. maltophilia 1 0 1 NS
H. influenzae+ S. pneumoniae 1 0 1
K. pneumoniae+ P. rettgeri 0 1 1
K. pneumoniae+ P. aeruginosa 0 1 1
E. cloacae+S. aureus 0 1 1
S. aureus+S. pneumoniae 0 1 1
K. pneumoniae+H. influenzae +S. aureus 0 1 1
Table 18 Background of patients ) )
—Sensitivity distribution of causative bacteria—
MIC 1 T
g/l <01 02 039 078 156 3.13 625 125 25 50 100 >100 Total
Drug n
S_|.. lappc |1 0o 3 3 5 o 1 1 2 2 3 22
72
" lepc|o 2 4 o 0o 2 2 1 3 2 1 17 24
34
3T e |APPC |2 0 4 2 5 0 24 10 1 22
Evf | 9 TR - ’ : 1 2 2 1 1 1 7 24




CHEMOTHERAPY

NOV. 1981

Table 19 Background of palicnts
—Susceptibility of causative bacteria—

Inoculum size 10* cells/ml 10° cells/ml
MIC(ug/ml) <125 225 <125 225
APPC 14 8 19 3
CBPC 11 13 14 10
Statistical analysis N.S. N.S.
Inoculum size 10® cells/ml 10° cells/ml
MIC(ug/ml) %25 =50 =25 250
APPC 15 7 20 2
CBPC 14 10 15 9
Statistical analysis N.S. N.S.
Inoculum size 10% cells/ml 10 cells/ml
MIC(ug/mi) <50 >100 <50 2100
Drug
APPC 17 5 21 1
CBPC 16 8 16 8
Statistical analysis N.S. P<0.05
Inoculum size 10% cells/ml 10° cells/ml
MIC(ug/ml) <100 >100 <100 >100
Drug
APPC 19 3 21 1
CBPC 17 7 17 7
Statistical analysis N.S. N.S.
Table 20 Duration of treatment 57.6% T, MHRHEEFDOHM, BHRELEEA
Duration BN A EEMNED bhic, hEIETIE, Rk APPC
5 (day) | ~7 | 8~13[14~15| Total BECHDHN S, CBPCHREBLLHH, &
rug BN %L, U-RECHEENZDbhio BHED
APPC 6 | 15 | 58 79 APPC 58 77. 4%, CBPC #5pf 52.5% & APPC
CBPC 6 16 58 80 . — . =9
S DHHENMER R LA, WRIABEICEEEIZEDL
tatisti
el NS. ik oteo Eho, 9 PIOEEMICDOVWTHD &, AP-

M U7-&5813, Table 24 WRLAER D TH Do BIE
Tk, APPC &#E5BCHHHFN %L, CBPC # L& Fic

FRFHO, BHALEL, FHRITHhEh 87.0%,

PC HEHDO 23 VThIZHILXEFHTH Y,
CBPC#5RETIL 7 Atk 4 QIDSER E il BRI TH- -
2, FEABEECERZEIRD bR o1

fige « BB S X 09 h & LU 018 KB RRIER
BERLT, WEAORED LBk S L ks Rk Table
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Table 21  Reason for discontinuation of treatment
Reason Cured .
Drug ure Poor Side effect Other Total
APPC 13 1 6 1
21
CBPC 8 7 7 0 2
Statistical analysis N.S.
Table 22 Combination drugs
Combination Yes
Drugs
No Analgetics and .
Drug Anti-inflammatory ﬁxg:&tsuberculous Corticostéroids Toual
agents
APPC 66 10 1 2 79
CBPC 75 5 0 0 80.
Statistical
analysis N.S.
Table 23 Clinical effectiveness
No. of B U E+G/T® E+G+F/T®
0. 0 X- . n-
- Drug patients-| cellent Good | Fair | Poor decided | Cumulative 2 tegt | Cumulative | o o Utest
rate (%) X rate (%) x
APPC 79 4 62 8 4 1 83.5 93.7
’ P<0.001 P<0.05 | P<0.001
CBPC 80 4 40 19 16 1 55.0 78.8
a) E: Excellent G:Good F:Fair T: Total
Table 24 Clinical effectiveness classified by initial severity
E+G/T? E+G+F/T?
. No. of |Ex- . Un- g
Severty | Drug patients | cellent Good | Fair | Poor decided | Cumulative 2 test Cumulative 2 test Untest
rate (%) x rate (%) X
APPC 2 1 0 0 0 100.0 100.0
N.S. N.S. N.S.
Sevee | ope 2 1] 2 0 57.1 714
APPC 31 2 22 5 2 0 774 93.5
Moderat © | Ns. N.S. | P<005
“eleepc| 40 | 2 |19 |10 8| 1 525 775
93.5
g [APFC| 4611 p 39 32 ] 5.0 1 pcon NS. | P<001
CBPC 33 0 19 8 6 0 57.6 81.8
a) E: Excellent G:Good F:Fair T: Total

BRRLI LB THBo fifi ¢ D 60§ (APPC #5
3161, CBPC #&2061) 7r & vFic B 1L B2 5 © 6 4
(APPC 5.4, CBPC #¢4 2 §i) CIXFSAITERIC
REERBD b o 1o, = h bR BH S EIRRE
B4 (APPC #4544 ¢, CBPC #5496 wwxhd 5

&L APPC 22 CBPC X h3<h, W EHIRECE
HEXADI, IBR, ThHLAERBINCEEETLD
JE R U TR EEH O pRah B ek L 7cfERix, Table 26,
27, 28 ©wRT LR DT, MfiZk - ML IREETIZV-Tho
BirisWwTdBEEIRD bhih ol —7F, Mfidk .
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Table 25  Clinical effectiveness classified by diagnosis

oot |n ' E+G/T" E+G+F/T"
. : 0. of |Ex- . | Un
Diagnosis | Drug patients | cellent Good | Fair | Poor decided | Cumulative 2 tost Cumulative 2 test Utest
rate (%) x rate (%) x

APPC| 31 | 4 | 25| 1| 1| o 93.5 96.8
neumoni2 | «ppe | 99 | 4 | 18| 3 | 4| 0 sy | NS g62 | NS | NS
Pumonary | APPC| 4 | 0 | 2| 2 | 0] 0 50.0 o | 1000
e (cepe| 2 | o | 1] o | 1| o | soo | NS sop | NSNS
Chronic |APPC| 44 | o | 35 | 5 | 3| 1 795 90.9

001 S. .

RTI  |cBpc| 49 | o |21 |16 | 11| 1 g |PM) g5 | NS RO

a) E;: Excellent G:Good F:Fair T: Total

Table 26 Clinical effectiveness classified by severity
(Pneumonia)

No.of | E U E+G/T® E+G+F/T®
. 0. o Ex- . n-
Severity | Drug patients | cellent Good | Fair | Poor | eciged | Cumulative 2 tegt | Cumulative £ test Uttest
rate (%) X rate (%)
Severe APPC 1 1 0 0 0 0 100.0 100.0 . _
CBPC 2 2 1 1 0 66.7 83.3
APPC 13 2 9 1 1 0 84.6 92.3
Moderat N.S. N.S. N.S.
oderate | vppc| 13 | 2 | 8 | 0| 3]0 76.9 5 76.9 5 s
APPC 17 1 16 0 0 0 100.0 100.0
Mild N.S. NS. | NS
: CBPC| 10 o | 8| 2] 0] 0 80.0 S 1 1000
a) E: Excellent G:Good F:Fair T:Total
Table 27 Clinical effectiveness classified by severity
(Pulmonary abscess)
Yo of | E+G/T® E+G+F/T®
: 0. o X- . n-
Severity | Drug | paiients | cellent | 6004 | Fair | PO% | Gecideq | Cumulative | ., | Cumulative| . oo U
rate(%) | X U rate(g) | X test
Severe APPC ! 0 L 0 0 0 100.0 _ 100.0 — _
CBPC 0 0 0 0 0 0 — —_
APPC 2 0 0 2 0 0 0 100.0
Moderat: _ : _ —
ocerEe \ cBPC | 0 o ol oo o - _
Mild APPC 1 0 1 0 0 0 100.0 100.0
CBPC| 2 0 1] 0|1 0 50.0 - 50.0 -

a) E: Excellent G :Good F:Fair T: Total

FEIB A B  BHSERIYEC D\ TAh 5 &, BIER CBPC #5Bhco% A 4, EWHANEL, HHEL
1 BID T BT & s bTe\ A, B|EE Tk, APPC APPC #r57%81.3%, CBPC #58 40.7% THY,
BECITEHHINSE L, —F, CBPCHEMCIIRY  HRUTEADOHHTHTL, HHRTHTD, A
B, ESHENSER D, U-RETEEEVNEDD BECHEEVED BRI,

Rico PEEC RV T APPC B5HIC A %) 1 25, DN - SR b fo I ReE L - LR
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Table 28 Clinical effectiveness classified by severity
(Chronic RTI other than pneumonia and pulmonary abscess)
Noof |E U E+G/T% E+G+F/T®
. 0. 0 X- . I
Severity | Drug | pavients | cellent Good | Fair | Poor | 4o ded [ Cumulative 2.qest | Cumulative | oo Utest
rate (%) XSt rate (%) x-tes
APPC 0 0 0 0 0 0 — —
Severe \cppc| 1 | o | o of 1| o 0 - 0 - | -
APPC 16 0 13 2 1 0 81.3 93.8
.05 S. | P<0.0
Moderate | ppe | 97 | 0 | 11| 10| 5 | 1 w7 PO g | NS | PCOB
APPC 28 0 22 3 2 1 78.6 89.3
i S. S. | P<0.05
Mild | cgpc | 21 0o 10| 6] 5| 0 476 NS 76.2 NS
a) E:Excellent G:Good F:Fair T:Total
Table 29  Clinical effectiveness classified by with or without chonic respiratory tract disease
Chroni Noof | E E+G/T® E+G+F/T®
onic 0. 0 X- . n-
RTD.* Drug patients | cellent Good | Fair | Poor decided | Cumulative | et | Cumulativd . st U-test
rate (%) xS rate (%) xo-tes
With APPC 64 0 53 6 4 1 82.8 92.2
chronic P<0.001 N.S. |P<0.001
RTD. CBPC 65 2 31 18 13 1 50.8 78.5
Without | APPC 15 4 9 2 0 0 86.7 100.0
chronic | . NS. N.S. N.S.
RTD. CBPC 15 2 9 1 3 0 73.3 80.0
*RTD. : Respiratory tract disease
a) E:Excellent G:Good F:Fair T: Total
Table 30 Clinical effectiveness classified by initial body temperature
E+G/T® E+G+F/T®
o cae| Drug | M09 | B¢ | oo | Bair | poar | U , , U-test
er(T}g;era ure| UTUg | patients | cellent | air | Y00 | decided | Cumulative £-test Cumulative o -test
rate (%) rate (%)
X 100.0
2390 |APPCI 71 11 600 0 0 1000y o NS. | NS.
CBPC 4 0 2 0 2 0 50.0 50.0
389 | APPC| 24 2 |17 |4 |1 0 72 | \o %58 | s | ns.
~380 |cBPC| 13 0 8 | 1 3 1 615 69.2
379 |APPC| 37 | 1 |31 |2 | 2| 1 865 |pcoo] 0 | ns. |p<oss
~370 | CcBPC| 45 4 | 21 |11 9 0 55.6 80.0
90.9
<370 APPC 11 0 8 2 1 0 72.2 NS, NS NS.
CBPC 18 0 9 7 2 0 50.0 88.9

a) E: Excellent G:Good F:Fair T: Total

0N, ChbeBALES b a—r i % CBPC #5 65005, 42, A% 3L LOHL 18

129 BICRAI L TR DERRED R A2 LB LI RIT, g 13, HETEEL, HEHK50.8% T, WEARTH
Table 29 iRkt s hC, 7rba—ACBELBE BB BENAD bhilco —F, PRBCERKEZ S
ORBIC 5\ T 12, APPC #1564 fich, T#0, A%  LTCRELLEEOBCILT, FRACEKDR

53, oXHK6, MA4, WTTEEL, HHR 82.8%, CHEEIRDLRED T
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Table 31  Clinical effectiveness classified by susceptibility of causative bacteria
E+G/TV E+G+F/T®
MiC No.of 1 Ex | Good | Fair | Poor | UP: . d
(ug/mly | Drug | patients | cellent decided | Cumulative o-test | Cumulative | 5\ Utest
rate (%) rate(%) | ¥
= APPC 17 1 11 3 2 0 70.6 88.2
8| 550
3 cere| 16 | 1 f 7|5 |3 | o | s |N| g3 |[NS|NS
g9 APPC] 5 | o | 4] 0] 1] o 80.0 80.0
‘@ e | 2100 ’ ’
g [ ceec| 8 | 1| 2| 23] 0| as |NS| g5 |NS|NS
B | <5 APPC| 21 1 153210 76.2 90.5
E | = ceee| 16 1 715 |3 0 s00 | NS | g3 | NSNS
Q@
© APPC 1 0 0 0 1 0 0 0
2, | 2100 X
=1 CBPC 1 2 2 3 0 375 NS 62.5 NS. | NS.
APPC 22 1 15 3 3 0 72.7 86.4
Total
% eeec| 24 | 2 | 9|7 6| o | 48 |NS| g5 |NS|NS
a) E:Excellent G:Good F:Fair T: Total .
Table 32 Clinical effectiveness judged by doctors in charge
No. of E+G/T® E+G+F/T®
0. 0! . .
Drug patients Excellent | Good| Fair | Poor | Undecided Cumulative e Cumulative st U-test
rate (%) rate (%)
APPC 79 18 43 11 6 1 77.2 91.1
P<0.01 01 |P<001
CBPC 80 7 37 24 11 1 55.0 <00 85.0 p<od
a) E: Excellent G :Good F:Fair T: Total
Table 33 Bacteriological effectiveness
. Eradication Statistical
Drug yaot'ie%fts Eradicated Replaced Persisted rate (%) analysis
APPC 34 22 5 7 64.7 NS.
CBPC 34 16 7 u 4.1

6, BENOERRFLAREZORD LII4R
BIVBAEORZETRBALT, BRYHROLBLE
HL7A%, Table30, 31 wiRd kb, HRENAE LM
37.0~37.9C DRHLRLICBICE\T, APPC D
HKEpEH CBPC OFEERSEL T <h, WMEAREC
BBENTED bhich, FOMOEROBTETIIW
FTHhITRABRMCERZIRD bR ot Fio
BAEOBZMS 50 pg/ml LITF & 100 pg/ml B ki
BRILTHERSDRY LB Lich, HEEEE 108 cel-
Is/ml OB& L, 108cellsiml DI & 3, FIRKITERI
FREEZIBED btk oTo

FHRERC L W HEShBERYREBEE TRRT L
Table 32, Fig.3 ® &b T, HEABRMCEEEZNE

Fig.3 Clinical effectiveness judged by doctor in

charge

100(%)

1 P<0.01
(U-test)

0 50
APPC A
7 18 V/////“Z/////
CBPC 7
g |7 O/,
1

[ Excellent Good Fair
Poor Undecided
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Table 3¢ Bacteriological effectiveness classified by causative bacteria
Causative bacteria Drug |Eradicated| Replaced | Persisted | Total | Statistical analysis
_ APPC 0 1 1 2
S. aureus CBPC 0 2 0 2
S. prewomoniae CBRG| 2 | b o | 3
S. haemolyticus éBpgg % 8 8 (1)
. APPC 1 0 1 2
E. coli CBPC 0 0 1 1
o
£ . APPC 3 0 1 4
;qa) K. pneumoniae CBPC 1 0 3 4
“ APPC 0 0 0 0
= E. cloacae CBPC 1 0 0 1
) APPC 0 0 0 0
& | E. aerogenes CBPC 0 0 1 1
. APPC 1 0 0 1
Alcaligenes sp. CBPC 0 0 0 0
. APPC 4 0 3 7
P. aeruginosa CBPC 2 2 4 8 N.S.
. APPC 8 3 0 11
H. influenzae CBPC 9 1 1 11 N.S.
S. pneumoniae+ H. influenzae ‘éggg (1) 8 8 (1)
B P. maltophilia+ Acinetobacter sp. éggg (l) 8 8 é
9
ﬁ E. coli+P. aeruginosa éggg % 8 (% g
= . . APPC 0 0 0 0
3 K. pneumonige+P. aeruginosa | cgpC 0 0 1 1
1S
é S. aureus+E. cloacae éggg 8 (1) (0) (1)
& | K. pnewmoniae+P. retigeri ‘é‘ggg 8 (1) 8 (1)
S. pneumoniae+S. aureus éggg (lj 8 8 (1)
APPC 22 5 7 34
Total CBPC 16 7 1 34 N:S.
APPC CBPC
Before After Before After
treatment treatment treatment treatment
S. aureus (E) — K. Pneumoniae
sy, [ E. cloacae .
S. aureus (E)_)’{ S. marcescens S. aureus (E) — K. pneumoniae
S awrews P. aeruginosa (E) — P. maltophilia
S. pneumoniae (E)—){ K. pneumoniae P. aeruginosa (E) — Aeromonas sp.
E. cloacae H. influenzae (E) — K. pneumoniae
H. influenzae (E)— K. pneumoniae S. alw’eus 8‘;;} — P, aeruginosa
H. influenzae (E)—» K. pneumoniae E. cloacae .
K. preumoniae (P)} — P. aeruginosa
H. influenzae E)> K. preumoniae P. retigeri (P)

a) (E) : Eradicated

(P) : Persisted



CHEMOTHERAPY

1244 NOV. 1981
Table 35 Distribution of body temperature during the treatment with APPC or CBPC
(Pneumonia and pulmonary abscess)
3 days later 7 days later 14 days later
Drug Injtial
(C) | 239|382 1379 | <37| Total | 239|385 |37 | <37| Total | 239|¥3 1372 | <37| Total
=39 0 0 3 2 5 0 0 1 4 5 0 0 0 5 5
38.9~38| 0 1 7 3 11 0 0 2 9 11 0 0 3 8 11
APPC | 379~37| 0 0 8 8 16 0 0 4|12 16 0 1 3112 16
<37 0 0 2 1 3 0 0 0 3 3 0 1 0 2 3
Total 0 120 14 35 0 0 7128 35 0 2 6 | 27 35
=39 0 1 2 0 3 1 0 0 2 3 2 0 0 1 3
38.9~38| 0 0 3 3 6 0 0 0 6 6 0 1 0 5 6
CBPC | 379~37| 0 0| 10 7 17 0 2 2 | 13 17 1 1 6 9 17
<37 0 0 2 3 5 0 1 1 3 5 0 0 1 4 5
Total 0 117 13 31 1 3 3| 24 31 3 2 7119 31
U-test N.S. N.S. N.S.
Table 36 Distribution of cough during the treatment with APPC or CBPC
(Pneumonia and pulmonary abscess)
3 days later 7 days later 14 days later
Drug Initial
++ | + — {Total| ++ | + — |Total| ++ + |—— |Total
++ 8 6 0 14 3 8 3 14 0 5 9 14
+ 0 13 1 14 0 9 5 14 0 5 9 14
APPC - ol ol 1) 1] of of 1| 1] o] of 1] 1
Total 8 19 2 29 3 17 9 29 0 10 19 29
++ 8 6 0 14 2 11 1 14 1 5 8 14
+ 0 12 0 12 0 5 12 0 4 8 12
CBPC - o| 1| 1| 2/ o0 2| 2| of o] 2| 2
Total 8 19 1 28 2 18 8 28 1 9 18 28
U-test N.S. N.S. N.S.
Table 37 Distribution of sputum volume during the treatment with APPC or CBPC
(Pneumonia and pulmonary abscess)
o 3 days later 7 days later 14 days later
Drug Initial
mb 125049 1l9~1| 0 | Total |250*° ;l9~1| 0 | Total |250/4%)9~1| 0 | Total
=50 4 3 0 0 7 1| 5 1 0 7 1 2 3 1 7
49~10 0 9 5 0 14 1 3 8 2 14 1 2 6 5 14
APPC | 9~1 o 1] 7| 3| n 0] 1| 5| 5| 1 0| 1| 4| 6| 11
0 0 0 0 1 1 0 0 0 1 1 0 0 0 1 1
Total 4 13| 12 4 33 2 91| 14 8 33 2 5113 | 13 33
=50 1 2 0 0 3 1 1 1 0 3 1 1 0 1 3
49~10 2110 4 0 16 1 7 6 2 16 1 2 5| 8 16
CBPC 9~1 1 0 5 1 7 0 1 4 2 7 0 1 2 4 7
0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Total 4| 12 9 1 26 2| 9|11 4 26 2 4 7113 26
U-test N.S. N.S. N.S.




CHEMOTHERAPY

VOL. 29 NO. 11 1245
Table 38  Distribution of sputum appearance duri Y i
(Pneumonia and pulmonary abscess) uring the treatment with APPC or CBPC
- 3 days later 7 days later 14 days later
Drug Initial p |pu| 1 [No N
Total o N
sputum| Total | PIPMIM | S0 | Total | P [PM| M sp?ntum Total
P 5| 5| 2 0 12 11 7] 3 2 13 0| 3| 5 5 13
PM 011 1 2 14 0 4] 6 4 14 0] 3| 6 5 14
APPC M 0 0 3 1 4 0 0| 3 1 4 0| 1] 2 1 4
Nosputum| 0] 0| 0 1 1 0 0] 0 1 1 0] 0] 0 1 1
Total 5(16| 6 4 31 11112 8 32 0| 7113 12 32
P 6| 6 0 1 13 0| 8| 3 2 13 1] 4| 3 4 12
PM 011 0 0 11 0f 5| 5 1 11 0| 2] 3 7 12
CBPC M 0| 0 4 0 4 0 0f 4 0 4 0 0] 3 1 4
No sputum| 0] 0] 0 0 0 0] 0 0 0 0 0] 0 0 0
Total 6|17 4 1 28 01312 3 28 1] 6| 9 12 28
U-test N.S. N.S. N.S.
Table 39  Distribution of dyspnea during the treatment with APPC or CBPC
(Pneumonia and pulmonary abscess)
3 days later 7 days later 14 days later
Drug Initial
++ | + — |Total| ++ | + — |Total| ++ | + — |Total
++ 4 4 0 8 1 2 5 8 1 0 7 8
+ 0 10 3 13 0 3 10 13 0 2 11 13
APFC - 0] o |1a| of ofw || of of 14] 14
Total 4 14 17 35 1 5 29 35 1 2 32 35
++ 3 3 0 6 0 4 2 6 0 0 6 6
+ 0 9 5 14 0 6 8 14 0 3 11 14
CBPC - 0 010 0o oflw/|w0] of of 10]10
Total 3 12 15 30 0 10 20 30 0 3 27 30
U-test N.S. N.S. N.S.
Table 40  Distribution of chest pains during the treatment with APPC or CBPC
(Pneumonia and pulmonary abscess)
3 days later 7 days later 14 days later
Drug Initial
+ - Total + — Total + - Total
+ 7 7 14 3 11 14 1 13 14
APPC - 0 21 21 0 21 21 0 21 21
Total 7 28 35 3 32 35 1 34 35
+ 4 4 8 1 7 8 1 7 8
CBPC — 0 22 22 0 22 22 0 22 22
Total 4 26 30 1 29 30 1 29 30
_ .
U-test N.S. N.S. NS.
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Table 41  Distribution of rales during the treatment with APPC or CBPC
(Pneumonia and pulmonary abscess)

“ 7 3 days later 7 days later 14 days later
Drug Initial
+ )+ — |Total| 44 | -+ - |Totalf ++ | + — |Total
++ 8| 1| o 9o B[ 1] off 0] 5] 4] 9
- -+ 0 16 4 | 20 0 7 13 | 20 0 4116 | 20
APPC = ol ol 6| 6 ol of 6| 6] of of 6/ s
Total 817103 ([ oI5 [20] 3| 0] 9]2] 3
-+ ] 5 0 11 3 6 2 11 0 7 4| 11
+ 0 11 1 12 [ 0 9 3 12 ] 0 8 41 12
CBPC - ol 1| 5| 6| 0 T 5| 6| 0] 0] 6] 6
Total 6 17 ] 6 |20 [ 3] 16 [10] 20 [ 0] 15[ 14} 29
j ] P<00s ] P<005
U-test N.S. AP>CB AP>CB
Table 42  Distribution of cyanosis during the treatment with APPC or CBPC
(Pneumonia and pulmonary abscess)
. 3 days later 7 days later 14 days later
Drug Initial
+ ~ | Total | + — | Total | + — | Total
+ 3 3 6 1 5 6 1 5 6
APPC - 0 29 29 0 29 29 0 29 29
Total 3 32 35 1 34 35 1 34 35
+ 2 3 5 0 5 5 0 5 5
CBPC - 0 26 26 0 26 26 1 25 26
Total 2 29 31 0 31 31 1 30 31
U-test N.S. N.S. N.S.
Table 43  Distribution of dehydration during the treatment with APPC or CBPC
(Pneumonia and pulmonary abscess)
3 days later 7 days later 14 days later
Drug Initial
+ - Total + — Total + — Total
+ 1 2 3 0 3 3 0 3 3
APPC - 0 32 32 0 32 32 0 32 32
Total 1 34 35 0 35 35 0 35 35
+ 3 2 5 1 4 5 1 4 5
CBPC - 0 24 24 0 24 24 0 24 24
Total 3 26 29 1 28 29 1 28 29
U-test NS. N.S. ) N.S.
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Table 44 Distributiqn of PaO, during the treatment with APPC or CBPC
(Pneumonia and pulmonary abscess)
Initial 3 days later 7 days later 14 days later
Pree | emble) g0 g0 <sof zs0]T * ' o[ T
= otal| <40} <60| <80| =280 Total| <40| <60|<80|=80|Total
<40 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
<60 0 0 0 1 1 0 0 3 0 3 0 0 1 1 2
APPC <80 0 0 2 0 2 0 0 4 2 6 0 4 2 6
=80 0 0 0 0 0 0 0 0 1 1 0 0 0 0
Total 0 0 2 1 3 0 0 7 30 10 0 0 5 3 8
<40 0 0 2 0 2 0 0 1 1 2 0 0 1 1 2
<60 0 0 0 0 0 0 1 1 0 2 0 0 1 0 1
CBPC <80 0 0 0 1 1 0 1 2 0 3 0 0 2 0 2
=80 0 0 1 0 1 0 0 1 0 1 0 0 0 0 0
Total 0 0 3 1 4 0 2 5 1 8 0 0 4 1 5
U-test N.S. N.S. N.S
Table 45 Distribution of PaCQO, during the treatment with APPC or CBPC
(Pneumonia and pulmonary abscess)
Initial 3 days later 7 days later 14 days later
Drug (mmHg)
g 249 | <49 | Total | =49 | <49 | Total | =249 | <49 | Total
=49 0 0 0 2 2 0 1 1
APPC >49 0 3 3 7 8 0 8 8
Total 0 3 3 1 9 10 0 9 9
=49 1 0 1 0 1 1 0 0 0
CBPC <49 1 2 3 1 6 7 1 4 5
Total 2 2 4 1 7 8 1 4 5
U-test N.S. N.S. N.S.
Table 46 Distribution of WBC counts during the treatment with APPC or CBPC
(Pneumonia and pulmonary abscess)
3 days later 7 days later 14 days later
Drug | [pitial 199 [119 199 119
(<10 | 2900199, 1199 1< 80| Total| 220099, | 113 < 80| Total| 2200/ %354 =3y <80| Total
=200 0 0 0 0 0 0 0 0 2 2 0 0 0 2 2
199~120 1 0 2 2 5 0 1 2 3 6 0 1 1 4 6
APPC 119~ 80 0 0 1 91 10 0 0 3] 13| 16 0 0 4 | 10| 14
<80 0 0 0 3 3 0 1 0110 | 11 0 0 0 | 10| 10
Total |[1 [ 0]3 14 18 0 | 2| 5[28] 3]0 1|5 |26 32
=200 1 1} 0 0 1 0 0 1 0 1 0 0 1 0 1
199~120 1 3 3 31 10 0 1 4 71 12 0 0 3 9| 12
CBPC 119~ 80 0 1 3 4 8 0 0 5 10 0 0 2 9
<80 0 0 0 4 4 0 0 2 8 0 1 0 7
Total I 2 4 6 11 23 0 1 12 | 18 31 0 1 6 22 29
P<0.05 N.S.
U-test 1 P&, N.S.
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Table 47  Distribution of ESR during the treatment with APPC or CBPC

(Pneumonia and pulmonary abscess)
. 3 days later 7 days lrz}lcr 14 days later
Drug ( Imt}?& D ”'""5’9"39 T . 39 o
mm . "o < |59 )
80| 224| 2o | <20| Total| 160|139, < 20| Total| 260|%9, 1199, | <20| Total
=60 5 0 0 0 5 8 6 1 0] 15 | 2 1 6 312
59~40 0 1 0 0 1 0 2| 4 2 810 3 1 3 7
APPC 39~20 1 1 0 0 2 0 211 6 9 0 0| 2 6 8
<20 0 0 1 0 1 0 0t 0 2 2 0 010 2 2
Total 6 2 1 0 9 8110 6 | 10| 34 L 2 4 9 14—! 29
=60 q 1 0 0 5 9 21 3 0] 14 5 216 1] 14
59~40 1 1 0 0 2 1 21 4 1 810 2 2 3 7
CBPC 39~20 1 0 0 0 1 0 01 1 210 2 (0 1
<20 0 0 1 0 1 0 01 1 2 0 110 1
Total 62|10 9 |10 4f9| 3|2 ([5]7]%] 6|2
. [C— Pp<o005
U-test N.S. N.S. AP>SCB
Table 48  Distribution of CRP during the treatment with APPC or CBPC
(Pneurnonia and pulmonary abscess)
3 days later 7 days later 14 days later
Drug Initial
26+ |~4+|~=*| — |{Total| 26+ |~4+|~=x| — |Total| 26+|~4+|~+; — |Total
=6+ 0 0 1]0 1 |La 2 51 ol 71 0 1 4| 21 7
~44 0 0 0 0 0 0 1 7 3 11 0 0 3 71 10
APPC ~* 0 0 1 0 1 [0 0 5 g9 14 0 0 2110 12
- 0 0 0 0 0 0 0 [1} (] 0 0 1 0 [1] L
Total 0 0 2 0 2 |0 3 17 [ 17]] 32 0 2 9] 19| 30
=6+ 0 2 0 0 2 [ 4 4 2 0]} 10 2 1 4 2 9
~4+ 0 0 1 0 1 0 0 6 0 6 0 0 3 3 6
CBPC | ~=% 0l o oo o [T 8 Z)1]|o0o]| 0] 4 9
-_ 0 0 0 0 0 0 0 1 0 1 0 0 1 1
Total 0 2 1 0 3 |4 5 1717 2} 28 2 1 12 | 10 | 25
1 P<005
AP>CB
BdHhtce ¥, BAROMECERRL, MEENHELRS
e. HEFH%E &, Table33 KirT &b, APPC HLRrcElHANA

ABRIEHR S ROGRIREC X D BAE R RE LB
fEH) 80 BIAPPC # & 40 #, CBPC # 5 40 4]) b,
FOBLBEAEORFENTlebh, BENBOELED
BEREEFC LT, MEENSRLYEHE LB 684 (AP-
PC #& 34§, CBPC #4534 f) i2o\C, FODRH
& T EFIB R CHBSE L

2i%<, CBPC LB HBREANPIESHFRELL
H, BEFABERCERZIBDohich -1,

R EHERIC R Ry TR CHE LB
%, Table34 WwiRLiztish, H.influenzae TILE%
Blhi% <, K. pneumoniae TIXBEMNELBDHLL
o, ThOOEEYSHT, AEENCHRYLLER
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Fig. 4 Degree of improvement—body temperature—(Pneumonia and pulmonary abscess)

UZZ2278 1 grade

Fig. 5 Degree of improvement—Cough—(Pneumonia and pulmonaryabscess)
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Fig. 8 Degree of improvement —Dyspnea—

(Pneumonia and pulmonary abscess)
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Fig. 9 Degree of improvement —Chest pain—
(Pneumonia and pulmonary abscess)
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Fig. 10 Degree of improvement —Rales—
(Pneumonia and Pulmonary abscess)
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Tnitia) : 4+ = 3 R0
3rd oy { ARES () NS,
7th day { AEES ) N.S.
umdu{lwa N.S.
Initial ¥+
I AI’PC
3rd day | CHPG g; N.S.
h day [ DG lg; P<O.05(U 1esLAPPCSCBPC)
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Fig. 11 Degree of improvement —Cyanosis—
(Pneumonia and pulmonary abscess)
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Fig. 12 Degree of improvement —Dehydration—

(Pneumonia and pulmonary abscess)

10

No. of patients

Imtlal ! 2'0 3I0 40 50
T T
APPC (3)
Srd day { CBPC (5) N.S.
APPC:(3)
7h day { EEBC () NS.
APPC (3)
1aeh doy { BEEE () N.S.
Inmnl -
APPC (2
3rd daY{CBPC 24 N.S.
APPC @2
7h day { 8ERC 0 N.S.
16th day { GFEE 80 NS,
V77773 Improvement compared with the initia) findings
_Unchange compared with the initial findings
[N Aseravation compared with the initial findings
(Figures in the graph indicate percentage.)
Fig. 13 Degree of improvement —PaQ,—
(Pneumonia and Pulmonary abscess)
0 5 1 No. of patients
Initial : <39.9mmHg T T
> —
ST =
7th day{ ngg Ezg 50.0 50.0 -
14th day { éggg (g% 50.0 50.0 -
Initial - 40—59.9mmHg
4 day | APPC (1)
Jrd day l CBPC (0) -
APPC (3)
7h day { 8BBE () N.S.
[ APPC (2)
lath day { cgpC (1) N.S.
Initial - §0—79.9mmHg
APPC (2)
wd day { EEpc (1 N.S.
{ APPC (6)
Tth day | CBPC (3) N.S.
{ APPC (6)
lith day { cBpC (2) NS
Initial © EBOmmHé
. APPC (0)
i day { GERG (1) 1oopmm -
APPC (1) 100
b day{CBPC (1) 100/ N.S.
APPC (0) —_
14th day { CBPC (0)
iﬁ (T 1
(=233 grade ) . : Rra gravation compared with
ke et e
grade

[TZ%) Unchange compared with- the initial findings

(Figures in the graph indicate percentage.)
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Initial © =12000

Fig. 14 Degree of improvement —PaCO;—
(Pneumonia and Pulmonary abscess)

No. of patients
10
T

o
=

Initial ' & 49mmHg T

3rd day ég:;g s?%

{
7th  day { ég}:g g; N.S.

14th day {églr:(é (1); -

Initial @ < 48, 9mmHg

3
3rd day { ég},g g;

mnduy { GERE ()

N.S.

N.S.

N.S.

Lath day { AEFS ggg

WZZZZ2 1mprovement compared with the imtial findings
Unchange compared with the initial findings
[N Aggravation compared with the nitial findings

(Figures in the graph indicate percentage )

Fig. 15 Degree of improvement —WBC—
(Pneumonia and Pulmonary and abscess)

No. of patients

20 30 5
Initial : 220000 —L 0 10 ; ; 42 2
APPC (0)
3rd day { GRPG () 100 —
APPC (2) 100
7th day { AETE 2 Ji N.S.
APPC (2) 100
1ath day { 8EEE 3 100 N.S.

3rd day { ALPE (8 N.S.
o {AEECE
1ath day { AEFC (6 N.S.
Initial | = 8000
3rd day { AEES ?g} N.S.
7th day { SEFC 19 NS
' 1ath day { SEPE 1 N.S.
Initial : <8000
i oo | 2EES
7th day { &5 O NSS.
1ath day { AEEC 19 N.S.
== freie ] improvement compared with TR 1rods | gacacation compared with
7223 | grade | the initial findinks (55T 3 grade | the imtial findings

FEZEZ7Z3 Unchange compared with the initial findings
(Figures in the graph indicate percentage.}



VOL. 29 NO. 11 CHEMOTHERAPY

1255
Fig. 16 Degree of improvement —ESR—
(Pneumonia and Pulmonary abscess)
No. of patients
Tnitial * 2 60mm /hr 1 30 40 50
APPC (5)
ard day { 8hpc f3) N.S.
APPC (19
7th day { QREG () NS,
Lth day { AEEC 83 N.S.
Initial : 59— 40mm/hr
3rd day { AEFC o N.S.
7th day{éggg Eg; N.S.
Lth day { AEEC g; N.S.
Initial ! 39— 20mm/hr
APPC (
ard day { 8pc 2] NS
APPC (
7th day { CBPG (g; NS
APPC
bt dey [ CERC (3 NS
Initial : <19mm/hr
APPC
ard day{Qgpc 1) ul N.S.
APPC (
7th day { EEEC (:22; s0.0m55 N.S.
8%
14th day{éggg g; 50.0 501_000 N.S.
= g;:j;’} improvement campared it D ) erete sgersvation compared it
rade ) the initial findings T 3 grade | the initia indings
llanchadnge compared with the initial findings 8 ¢
(Figures in the graph indicate percentage.)
Table 49  Distribution of body temperature during the treatment with APPC or CBPC -
(Chronic RTI other than pneumonia and pulmonary abscess)
3 days later 7 days later 14 days later
Drug Ir(liti)al 38.9 137.9 38.9 (37.9 38.9 1379
239| Tag| 57| <37|Total| 239| “75g 7 5,1 <37| Total| 239\ "750 |7 57 <37| Total
=39 0 0 1 1 2 0 0 0 2 2 1 0 0 1 2
38.9~38 0 1 6 6 | 13 0 4 9] 13 0 0 3110 13
APPC 37.9~37 0 1 5115 21 |[O0 0 417716] 20 |0 0 31 I7] 20
<37 0 0 0 8 8 0 0 0 8 8 1 0 0 7 8
Total 0 2 | 12130 | 44 |[ O 0 8135 43 2 0 6|35 43
239 0 0 1 0 1 0 0 1 0 1 0 0 1 0 1
38.9~38 0 1 4 2 7 0 0 3 4 7 0 0 3 4 7
CBPC 37.9~37 0 2 |14 12| 28 [0 1 0 17 IT]) 28 (I [ 0 JIT[TI6] 28
<37 0 0 1|12 13 0 0 013 ] 13 0 1 111 13
Total 0 3 120 26| 49 |[O 0 [ 21 28] 49 1 1 |16 31| 49
P<0.05 P<0.05
AP>CB AP>CB
U-test N.S. 1 P<o0l
AP>CB
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Fig. 17 Degree of improvement —CRP—
(Pneumonia and Pulmonary ebscess)

No. of patients
20 30 40 50

¥ T T

‘N.S.

10

Initial ¢

3rd dny ég}:g 22;

- day {EERE ()

tawh doy { SEEE ]

Initial 1§ 4~ 4

3rd  day CSII:EU
17)

{
7th  day { APPCé
{ (

P<O.0XU-tea APPC TSI,

N.S.

N.S.
N.S.
l4th day
Initial © 3+~ +

APPC (1)
3rd day { BFEE )

APPC (14
7th day { CBPC (1)

APPC(2
14th day { GEEG 9

Initial © ~

P<0.05{U-1est APPC>CBPC}

N.S.

s any { CEEE
mh doy { £ERE
(
(

100
1% N.S.

14th day { éggg

g:jg :::::] improvement compared with IIm]m]ml'— ; ::::e] aggravation compared with

I grade [ the initial findings Frmrrr] 3 grade l““ initial findings
{"""JUnchange compared with the initial findings

{Figures in the graph indicate per:enlaxel

-~ Table 50 Distribution of cough during the treatment with APPC or CBPC
. (Chronic RTI other than pneumonia and pulmonary abscess)

3 days later 7 days later 14 days later
Initial - —
++ + — |Total| ++ | + — ITotal] ++ | + — |[Total
— (8112t 21| a2 1] 8]1]a2
+ 11| 1|18 0o|l12] 6|18 of 9| 918
APPC - o of 1| 1] of of 1| 1| of of 1|1
Total o |28 | 3[40 22510 39 |[CTI7 2] 39
++ (W1 61 0] 20| 4| 14| 2|2 « s 82
+ 1]l 1| 23] o|laa| 223 ol 6|2
CBPC —~ ol of ol of ol ol o o of of o} o
Total sl 1|lsaTs s[5 119 8
] P<005 |[___J P<005 |[—] P<005
U-test AP>CB AP>CB AP>CB
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Table 51  Distribution of sputum volume during the treatment ith APPI
(Chronic RTI other than pneumonia and pulmonary :Qscess) C or CBPC
3 days later 7
s I?itilz)ll days later 14 days later
m 49~ 49 _
250) Z19|9~1| 0 |Total| 250\ %% 19~1] 0 | Total| 250/ **>-19~1| 0 |Total
=50 L6101 0 0] 16 [ 311 11 0] 15 |1 8 4 2] 15
49~10 1118 1 1 21 0 91 10 2] 21 1 6 8 6] 21
APPC 9~ 1 0 0] 3 0 3 0 0 1 2 3 0 0 0 3
0 0 0] 0 0 0 0 0 0 0 0 0 0 0 0
Total [ 7128 4 1] 40 |[[ 32012 4] 39 |2 TafI2 11 39
=50 [ 18 41 0 0] 22 |[15 6 1 0) 22 |[12 8 0 2] 22
49~10 3| 11| 2 0 16 1 9 5 1] 16 1 8 3 4| 16
CBPC 9~ 1 0 1|5 0 6 0 2 3 1 6 0 1 3 2 6
0 0 00 0 0 0 0 0 0 0 0 0 0 0 0
Total [21]16 ] 7 [ 0] 44 |[16 | 17 9 2] 44 |[137] 17 6 8] 44
250.%58 P<0.01 P<0.01
> AP>CB AP>CB
U-test ) P<o00l
AP>CB
Table 52 Distribution of sputum appearance during the treatment with APPC or CBPC
(Chronic RTI other than pneumonia and pulmonary abscess)
3 days later 7 days later 14 days later
Drug Initial No No No
P |PM| M sputum Total| P |[PM| M sputum Total| P |PM| M sputum Total
P 14|10 2 0 26 7110 6 2 25 | 3] 8110 4 25
PM 11| 3 1 16 0oy 71 7 2 16 (0| 4] 6 6 16
APPC M 0 2 0 2 0| 0| 2 0 2 10( 0] 1 1 2
No sputum 0 0 0 0 0| 0] 0 0 00| 0] O 0 0
Total 15|21 7 1 44 7117115 4 43 | 31217 11 43
P 16| 7] 1 0 24 110 6| 7 1 24 6 71 7 4 24
PM 0120 2 0 22 015 6 1 22 | 0|11 7 4 22
CBPC M 0| 0| 2 0 2 0] 0| 2 0 2 0 0] 2 0 2
No sputum | 0| 0| O 0 0 0| 0| 0 0 0]0] 0] 0 0 0
Total 16|27] 5 0 48 102115 2 48 | 6 |18 16 8 48
U-test N.S. N.S. N.S.

VWit Table 49~62 L Fig. 18~31 iwrhFhRL
o Fte, MRIER DKok VAT Ric 2\ Tix Table 63
KX DR E R Lo

fist « Mt EOHBEEC OWTERD &, BEIFET
RBER (+) O oWTD 7 BHEK LU 14 A#O
HFE, CRP T3yt 6 (+) L Eo Bk boie (£)
~3(+) OBROWTD 7 HEOHEECELT, W
hy APPC gLt CBPC 58 Ly AR T<¢Hh

TWABENRE LRI,

—F, Wi - REIBELS O SEBYIEC OV TS
L, ETRIBER 37~37.9C OBIEOWTO 7 B
L 14 AHOHEE KHTRREN () OBTow
<D 3 BHOKREE, BEETIHEN S0ml U EDORE
ToWTO 3 A%, 7RBR IV 14 BEOWEE, ¥
WG CIL RN () OBICOVTO 14 HEOHE
E, B B CEBREN () OBCowTo 14 B
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Table 53  Distribution of dyspnea during the treatment with APPC or CBPC
(Chronic RTI other than pneumonia and pulmonary abscess)
3 days later 7 days later 14 days later
Drug Initial -
++ |+ ~ |Totall ++ | + ~ |Total] ++ | + — [Total
++ 3 6 0 9 1 4 4 9 i 0 2 7] 9
+ 0 11 6 | 17 0 8 8 | 16 0 6 | 10 [ 16
APPC - ol olw || ol o|lww|1ww] o} o| 17|01
Total 3| 17 | 23 | 43 1 12 | 29 | 42 0 8 | 34 | 42
++ 7 3 0 10 0 9 1 10 || 2 5 3] 10
+ 0|18 5] 23 1 15 | 23 1] 616 | 23
CBPC - o| olw6|1w6] ol 11516 ] 0of 0o 16]16
Total 71 21 | 21 | 49 1 17 | 31 | 49 3| 11| 35 | 49
P<0.05
U-test N.S. N.S. AP>CB
Table 54 Distribution of chest pains during the treatment with APPC or CBPC
(Chronic RTI other than pneumonia and pulmonary abscess)
3 days later 7 days later 14 days later
Drug Initial
+ - Total + - Total + - Total
+ 3 2 5 2 3 5 1 4 5
APPC - 0 39 39 1 37 38 0 38 38
Total -3 41 44 3 40 43 1 42 43
+ 7 1 8 3 5 8 3 5 8
CBPC - 0 40 40 0 40 40 0 40 40
Total 7 41 48 3 45 48 3 45 48
U-test N.S. N.S. N.S.
Table 55 Distribution of rales during the treatment with APPC or CBPC
(Chronic RTI other than pneumonia and pulmonary abscess)
3 days later 7 days later 14 days later
Drug Initial
++ | + — |Total| ++ | + — |(Total| ++ | + — |Total
++ 9 7 0] 16 4 9 2 |15 | 3 4 8] 15
<+ 0 | 20 2| 22 0| 14 8 | 22 0 10| 12 | 22
APPC - of ol s{ 5| ol ol 5] 5| 0of of 5|35
Total 9 | 27 7| 43 | 4 [ 23 [ 15| 42 |[ 3] 14 (2]} 42
++ 16 5 0 21 10 11 0 21 ] 10 9 24] 21
+ 0| 21 3 | 24 0 19 5 | 24 0] 14 | 10 | 24
CBPC - ol of 3| 3| of o] 3| 3| of of 3|3
Total 16 | 26 6 | 48 |[10 | 30 8 48 |[10 [ 23 [ 15 ] 48
] P<0.05 1 P<005
U-test NS AP>CB — %Pg ((J:IB
.S. <
AP>CB
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Table 56 Distribution of cyanosis during the treatment with APPC or CBP!
(Chronic RTI other than pneumonia and pulmonary abscesosl; c
3 days later
Drug Initial Y 7 days later 14 days later
+ — |Total | + | — |Total| + | — | Total
+ 6 5 11 1 10 11 2 5 || 1
APPC - 0 33 33 0 32 32 0 32 32
Total 6 38 44 1 42 43 2 41 43
+ 5 1 6 |5 T 6 [ 5 T ] 6
CBPC - 0 43 43 0 43 43 1 42 43
Total 5 44 49 5 44 49 6 43 49
-~ 1 P<00l |[[_] P<001
U-test NS. AP>CB AP>CB
Table 57 Distribution of dehydration during the treatment with APPC or CBPC
(Chronic RTI other than pneumonia and pulmonary abscess)
. 3 days later 7 days later 14 days later
Drug Initial
+ - Total + - Total + - Total
+ 3 2 5 0 5 5 0 5 5
APPC — 0 39 39 0 38 38 0 38 38
Total 3 41 44 0 43 43 0 43 43
+ 0 2 2 0 2 2 0 2 2
CBPC - 0 47 47 0 47 47 1 46 47
Total 0 49 49 1} 49 49 1 48 49
U-test N.S. N.S. N.S.
Table 58 Distribution of PaO, during the treatment with APPC or CBPC
(Chronic RTI other than pneumonia and pulmonary abscess)
D Initial 3 days later 7 days later 14 days later
rug
( <40 | <60 | <80 | =80 |Total| <40 | <60 | <80 | =80 [Total| <40 | <60 | <80 | =80 Total
<40 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
<60 0 1 0 0 1 0 0 0 0 0 0 1 2 0 3
APPC| <80 0 1 2 1 4 0 0 5 1 6 0 0 3 3 6
=80 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1
Total 0 2 2 1 5 0 0 5 1 6 0 1 5 4 10
<40 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
<60 0 2 0 0 2 0 2 1 0 3 0 3 1 0 4
CBPC| <80 0 0 4 1 5 0 1 6 0 7 0 0 6 2 8
=80 0 0 0 1 1 0 0 0 2 2 0 0 1 0 1
Total| 0 2 4 2 8 0 3 7 2 12 0 3 8 2 | 13
U-test N.S. N.S. N.S.
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Table 59 Distribution of PaCO, during the treatment with APPC or CBPC
(Chronic RTI other than pneumonid and pulmonary abscess)
Drug Tnitial 3 days later 7 days later 14 days later )
(mmHg) 249 | <49 [ Total | 249 | <49 | Total | =49 | <49 | Total
=49 0 0 0 0 0 0 0 0 0
APPC <49 0 5 5 0 6 6 1 9 10
Total 1} 5 5 0 6 6 1 9 10
=49 2 0 2 1 0 1 2 0 2
CBPC <49 0 6 6 1 9 10 0 10 10
Total 2 6 8 2 9 11 2 10 12
U-test N.S. N.S. N.S.
Table 60 Distribution of WBC counts during the treatment with APPC or CBPC
(Chronic RTI other than pneumonia and pulmonary abscess)
3 days later 7 days later 14 days later
Drug Initigl
(X10°) | 2200(199, 1199 | <80| Total| 2200|199, | 119 | <80| Tota1| 2200| %3, 112 | <80| Total
220 [ 0l o | ool oo | o ofo] oo |[o|ofof o
199~120| © 0 2 1 3 0 0 2 3 5 0 0 2 1 3
_APPC| 119~ 80| © 1 2 10| 13 0 0 6 | 11| 17 0 0 4 | 14| 18.
<80 0 0 1 8 9 0 0 2 |14 16 0 0 0 |17 | 17
Total 0 1 5 | 19] 25 0 0 10 | 28 | 38 0 0 6 | 32| 38
=200 0 0 1} 0 0 0 0 0 0 0 0 0 0 1} 0
199~120| 0 1 4 1 6 0 1 5 2 8 0 0 4 3 8
cBpc|119~8 | 1 | 1 | 4 | 6] 12| 0 | 1 1320 0| 4 [12]19
<80 0 0 0 11| 11 0 0 1 (16| 17 0 0 0 17 | 17
Total 1 2 8 18 | 29 0 2 12 | 31| 45 [1} 0 8 32| 4
U-test N.S. N.S. N.S.
Table 61 Distribution of ESR during the treatment with APPC or CBPC
(Chronic RTI other than pneumonia and pulmonary abscess)
3 days later 7 days later 14 days later
Drug Initial
mnf) ) 260|59,0139,0| <20| Total| 260[ %9, 139,01 <20| Total| 260|539, <20| Total
=60 3 1 0 0 4 8] 3 3 115 |[ 4] 2 5 5] 16
59~40 0 0 0 1 1 0] 1 2 1 4 01 1 5
APFC 39~20 olofz2|1| 3[o0olo|1]|5] 6l oloflo]|s]| s
<20 0 0 2 2 4 0 0 1 5 6 0 0 0 7 7
Total 3 1 4 4 12 8 4 7 12 31 4 3 6 20 | 33
260 2o 1|o0o| 3| 9|l2|2|o0o|B|[[9[1T[4] 0] 14
59~40 0 0 0 0 0 111 3 0 5 1 2 2 0 5
CBPC 39~20 0 0 2 1 3 0f 0 3 110 13 010 2 9| 11
<20 0 0 1 2 3 01 1 5 7 110 0 7 8
Total 2 0 4 3 9 | 10| 4 9 [ 15| 38 | 11| 3 8 | 16 | 38
U-test NS. NS. [ 1 PF<0ls
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Table 62  Distribution of CRP during the treatment with APPC or CBPC
(Chronic RTI other than pneumonia and pulmonary abscess)
3 days later 7d 1
Drug nitial ays later 14 days later
26+|~4+| ~+ | — |Total| 26+ |~4+| ~+ | — |Total| 26+ | ~4+| ~% | — |Total
=26+ 0 0 1 0 1 0 0 6 0 6 0 0 2 4 6
~4+ 0 0 1 0 1[0 0 8 I 9 |[0 0 4 4] 8
APPC ~+ 0 0 1 1 2 0 1 9 | 11| 21 0 1 8 [11] 20
— 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Total 0 0 3 1 4 [0 1 23 [12]| 36 |[ O 1 14 119 34
=6+ 0 0 0 0 0 1 1 3 0 5 2 0 2 1 5
~4+ [0 | 1| 1 ]|0o| 2 [T 3 0] 12 (T [ 3 61 11
CBPC ~+ 0 0 0 0 0 0 0 16 6| 22 0 0 14 8| 22
— 0 0 |.0 0 0 0 0 0 1 1 0 0 0 2 2
Total 0 1 1 0 2 [ 2 4 27 7] 40 |[ 3 3 22 [ 12] 40
-~ ] P<0.05 P<0.05
U-test N.S. AP>CB AP>CB
Fig. 18 Degree of improvement —Cough—
(Chronic respiratory tract infections)
No. of patients
10 0 10 20 30 40 50
Initial © >39°C—7 T T T T T
3rd day { éggg g} o0 lgg.o N.S.
7th day { éggg fﬂ 11020 N.S.
Lith day { éggg g; 50.0 ls‘.::)_o N.S.
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APPC N.S.
3rd day { Cppc
APPC N.S.
7th day { E5pc )
APPC N.S.
1ath day { CpPC 8
Initial : 37.9-37C
3rd day { éggg 83 R N.S.
P<0.001 U-test, APPC>CBPC
7th day {éggg gg P<0.gglx’~les|;11(;>'.APPC>CBPC
14th day { éggg gg P<0.05 U-test, APPC>CBPC

Initial 1 <37C

APPC (8 N.S.

3rd day { CBPC gﬂz
APPC(3) N.S.

7th day { Gppc
N.S.

1éth day { EEpG A

= (1G) : Improvement of 1 grade or more
MO 1 grade | ooivation compared with

L3 rade improvement compared with B ? crade avation ¢
2 grade initi i [khe initial findings
V27228 | grade | the initial findings ey 3 grade
2 Foo0000

2227 Unchange compared with the initial findings

(Figures in the graph indicate percentage.)
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Fig. 19 Degree of improvement —Cough—
(Chronic respiratory tract infections)
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(Figures in the graph indicate percentage.)
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Fig. 20 Degree of improvement —Volume of sputum—
(Chronic respiratoy tract infections)
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Fig. 21 Degree of improvement —Appearance of sputum—
(Chronic respiratory tract infections)

Initial : P 10 0 0
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Fig. 22 Degree of improvement —Dyspnea—
(Chronic respiratory tract infections)
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Fig. 23 Degree of improvement —Chestpain—
(Chronic respiratory tract infections)
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Lath day { ¢ CBIC G0)

N.S.
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077777 Improvement compared with the inftial findings
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i Aggravation compared with the initial findings

{Figures in the graph indicate percentage.)

Fig. 24 Degree of improvement —Rales—
(Chronic respiratory tract infections)

No. of patients
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E==52 grade } improvement compared with
V72222 1 grade | the initial findings

[z Unchange compared with the initial findings

30 40 50
T
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N.S.
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N.S.
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(Figures in the graph indicate percentage.)
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B. &l ff A

IINEB A COEWEBRFNRIES 182 fif, LMD

B - (b EREIEEORD Hhic ik, Table 64 L&
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Fig. 25 Degree of improvement —Cyanosis—

(Chronic respiratory tract infections)

No. of patients

Tnitial : 4 1.0 9 102 30 D50
3rd day { CBPC 83,35 N.S.
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CBPC 83.3q16.7 P<0.05(x-1est(1G)* ,APPC>CBPC)
Initial :
APPC @3
3rd day {CBPC @ N.S.
APPC
Tth  day {CBPC @ N.S.

lath day { $5PC 18
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V7774
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(Figures in the graph indicate percentage.)

Fig. 26 Degree of improvement —Dehydration—

(Chronic respiratory tract infections)

No. of patients
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(Figures in the graph indicate percentage.)
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5B BUN ERGI2 661 (6.79%) B bt
£ BUN k5B L TR A RSy BTkl
S, MOEBIE W T TRARMCARZED bh
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cC.H B &

PNERLTHWT, BRDRELEIFAOWES LHE
Xhi-HG Ak, Table 65, Fig. 32 KiRFT LY,
APPC @ EEECIL, 79 HIhE RS D 626 (78.5%),
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Fig. 27 Degree of improvement —PaQ,—
(Chronic respiratory tract infections)

0 B 10 No. of patients
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Fig. 28 Degree of improvement —PaCO,—
(Chronic respiratory tract infections)
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Fig. 29 Degree of improvement —WBC—
(Chronic respiratory tract infections)
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(Figures in the graph indicate percentage.)
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Eih o BRE LT, BARY WETLLEOHE
EREY b 0BENN APPC HEFHSBEFEL TV
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Fig. 30 Degree of improvement ——ESR—
(Chronic respiratory tract infections)
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(Figures in the graph indicate percentage.)
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Fig. 31 Degree of improvement —CRP—
(Chronic respiratory infections)
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Table 63  Distribution of X-ray findings during the treatment with APPC or CBPC
(Pneumonia and pulmonary abscess)
3 days later 7 days later 14 days later
Drug Initial -
876543210 Total {B76G6543210] Total {8 76543210 Total
8 000000000 0 000000000 () 000000000 0
7 000000000 0 0.10000100 2 010000001 2
6 000000000 0 000010001 2 000001001 2
5 000110000 2 000003001 4 000002101 4 |
. 4 000051101 8 000221320 10 001011134 11
APPC 3 000003000/ 3 [000000401] 5 (000000132 &
2 000000311 ) 000000212 5 000000113 5
1 000000010 1 000000001 1 000000001
0 000000000 0 000000000 000000000
Total [0 00164422 19 0102341036 29 0110144713 31
8 200001000 3 010100010 3 000100110 3
7 020001000 3 110000001 3 101000001 3
6 002000000 2 000110001 3 000001101 3
5 000001000 1 000101100 3 000000210 3
4 000020100 3 001011120 6 010001113 7
CBPC 3 000004100 5 000000420 6 000000132 6
2 000010100 2 000001101 3 000000111 3
1 000000000 0 000000000 0 000000000 0
0 000000000 0 000000000 0 000000000 0
Total 22037300 19 121323753 27 111102778 28
P<0.05 .
U-test AP>CB N.S NS.
Improved Aggravated .
Drug | Lot Unknown | 2rafetca!
P +7 46 45 +4 +3 +2 +1| 0|-1 —2 =3 y
APPC 35 1 2 3113 16
Srd day | ppe 31 1 1 2 1113 1 12 NS.
APPC 35 1 2 3 9 7 5| 2 6
N.S.
Mhday | cppe | 3 2 1 4 6 7| 4|2 1 4
APPC 35 1 1 4 7 9 4 3 1 4
S.
l4th day | cppe 31 2 5 7 5 4| 1|1 1 3 N

WA R st LB 68 flic L EE o7
A, APPC #45 34 fIFEEH%k 22 fl, 64.7%, CBPC
5 34 GIPEN% 16 B, 47.1% &, APPC #4573
DA BVWEENB LI, WEARMCEERERR
Dbt olo

ZEEWR, TR, BRERSOBEC f£>30%, 7H
%, 14 HEOHEDOBRE Y MEABM CHE LR,
Bids « FLIBE CIXBai 7 FR X CRP o hZ£ho
fERIC BT APPC # 5B 0B, CBPC #5674

IDEBDOETT R TI, —7, Mg - MLREL
OB S ERPFEC O\ TAT S, 4, B %K
B OPREL MEsE F7 -+, KRiES IV
CRP D #IERIC B\WWTWW3Fhd APPC #5800 3E
EEHt CBPC #EF I W ERECT ShTwio
PED ks, 4EEREL-EERRE S VTR
APPC o &i#kh B3 CBPC 0 iR B L _Thinh
FERERENB LRI, & OMER O BERHROER
wBILTit, APPC #5Bic@iepss, CBPC HE5H
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Table 64 Side effects (Cases adopted by committee members)
Drug APPC CBPC Statistical
analysis
No. of patients 93 89 _
No. of patients without side effect 85 (91.4) 80 (89.9)
Treatment ;irlg eatment | Treatment :jl“irstaatment
No. of patients with side effect continued continued continued contirued N.S.
1 (1.1 7 (7.5 4 (4.5) 5 (5.6)
Fever 0 4411 (4.3) 3% (3.4) 2" (2.2) N.S.
: Rush 1 (L1) 2t (2.2) 0 3nor(3.4) N.S.
% Flush 0 1° (1.1) 0 0 N.S.
E Itching 0 0 0 1 (1.1) N.S.
© | Asthmatic attack 0 1 (1.1 0 0 N.S.
g Chest discomfort 0 1 (L) 0 0 N.S.
5 Fatigue 0 0 I (L) 0 N.S.
Discomfort 0 ¢ (L1 0 0 N.S.
Abdominal pain 0 1" (1.1) 1 (L1 0 N.S.
Anorexia 0 18 (1.1) 1 (1.1) 0 N.S.
Nausea 0 28 (2.2) 0 1™ (1.1) N.S.
Vomiting 0 1" (L1) 0 1™ (1.1) N.S.
Diarrhea 0 1 (1.1) 1 (1.1) N.S.
Melaena 0 0 0 1 (11 N.S.
No. of patients 92 89 —
No. of patients without side effect 80 (87.0) 68 (76.4)
Treatment ;il‘igeatment Treatment g‘ix;eatment
No. of patients with side effect continued continued continued continued N.S.
10 (10.9) 2 (2.2 17 (19.1) 4  (4.5)
Elevation of GOT, GPT, Al-P, Bilirubin| 0 0 0 1 (1D N.S.
» | Elevation of GOT, GPT, Al-P 0 0 0 1 (11 N.S.
,g’ Elevation of GOT, GPT 50¢ (5.4) ¢ (L) 5% (5.6) 20 (2.2) N.S.
& |Elevation of GOT 1 @ 0 1 (L) 0 N.S
p> | Elevation of GPT 0 0 1 @1y 0 N.S.
2 | Elevation of Al-P 0 0 1 @y 0 N.S
8 | Elevation of BUN, Creatinine 0 0 2 @22 | o0 N-S-} .
3 | Elevation of BUN 0 0 4% (4.5 0 N.S.
Decrease of RBC, Hb, Ht 0 0 1 @y | o NS.
Decrease of Hb, Ht ¢ (L1 0 0 0 NS.
Decrease of Platelets 1 (11) 0 0 0 N.S.
Decrease of WBC 1* (1.1) 0 IR 0 N.S.
Eosinophilia 32 (3.3) 1 (1.1) 3 (34) 1" (1.1) N.S.
Proteinuria 0 0 0 "D N.S.
Haematuria 1 Q1 0 0 0 NS.

* P<0.05 (BUN 1)

(The same reference mark in the culumn indicates the same case)
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Table 65  Clinical uscfulbess judged by committce members
oy U+S/T
No. of Sligzhtly TN —
Drug patients Useful useful Usc ltf% Cumulative 2 qest Cumulative 2 U-test
rate (%) x2S e (%) x -test
APPC | 79 62 10 7 LI ot |
cBec | 8 12 21 17 sen | DSO0L)ggg | D005 | P<oonn
a) U Usclul S Slightly useful . T :."l“()lfl‘l ' - -
Table 66  Clinical usclulness judged by doctors in charge
No. of Slightl ) ] Y TH“ _ urs
0. 0 Slightly ]
Drug patients Useful useful Uscloss Cumulative 2 _tost Cumulative 2 test U-test
rate (%) 2ot rate (%) X tes
APPC 79 60 11 8 75.9 P<0.01 89.9 NS P<O0l
CBPC 80 42 24 14 52.5 ’ 82.9 - <0.
a) U: Useful S: Slightly useful 7T : Total

Fig. 32 Clinical usefulness judged by committee

members
0 50 100 (%)
APPC
79 62
P<0.001
CBPC (U-test)
80 42

] Useful Slightly useful Useless

CEEASSREEL, FEECOVCTHEDOR Y 2 HF
ELIZENBEELTWD L ELRDA, TIEET
I o>TBAILTY APPC OB LMN HIC T
HTWBEEELNLAT, APPC o5 % CBPC L[
—t+Bo ki b, APPC o#iio LTto CBPC
T B BN BRI KESRREA LD EE
2 bhb, ok, “HERECIAHRTRLVWOTE
B RIT B D, EHREHERKZES, APPCOHLR)
#77.2%, CBPC OHELR 55% &MIEABMICHEXE
MED LI,
BIfERCoWTA % L&, BMEMRIFERADED bR
EFNL, APPC #5 93 fifh 84, 8.6%, CBPC #4
89 FIh 9 M, 10.1% T, ThbD 5, ElIfFFADOD
ofERIEFNE, APPC #5374, CBPC #5135
FIC, TEBCEEZIRD bR ot i, HIE
DOHBABICE LT APPC 504D LN
15t RSl EOERT vAF 1L, SEDLBRR

Fig. 33 Clinical usefulness judged by doctor

in change
. 50 1@%)
A];’;’C 60
P<0.01
e % (U-test
5 I

[ Useful P22 Slightly useful EZ1 Useless

ZRWTIE, WEATECTHE 64,
CERRD 2T,

FEE R T R O HB LI fEFIE, APPC 92§+ 12
B, 13%, > b#E¥Eshk 24, CBPC 89 fig 21 f,
23.6%, 5 bl 4 FICHEERFMEEEZIRD
Lhichoichl, BUN ERFIA CBPC #5HOLIC
6 FIFED LR TMERHERICEEEZLRD b,

LAk B EMREIER b O ERREBRF O
IR R R X h-fERNE, APPC #p&3¢, CBPC £
LT THATH -0

DX 5T SEEFE EHLI HEABRT 3T
APPC $5c X% BIfFA « BRIRBEMRT 0 BRI
CBPC 58 X Wik » TR, & {ITHIED LB
BTl LT APPC HERTOD 7 LAF — RGN BY
LicZ SIcBL Tk el R R ©H 54, APPC
DORED R ENTDO—RELLTWSD TRV EE
zbhbo

8 - & EZEAIR R
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Lk, RBERGECX$% APPC 1 H 4g & CBPC
1§ 4g OERBES Y LB LR, APPC orpgs
BRI & Q18 MR IR 2 RYME )T 5 KRR DR

CBPC ORISR L W HE T ¢h,

—7, ElfeAd

LRRIBER DT, BEEM R B Y B0 IR %
B DO HFIER & LT, APPC 22 CBPC X h3<h
T LB SRRV B Ohis, bichie, B
BLEIER - BRBEERFOMAASRT L D HELLE
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The therapeutic efficacy and safety of apalcillin (APPC) were objectively compared with those
of carbenicillin (CBPC) in patients with acute or chronic respiratory tract infections in the well con-
trolled study at 30 institutions in Japan.

One hundred eighty seven patients were given daily 4g of APPC or CBPC in 2 divided doses by
intravenous drip-infusion for, in principle, 14 days.

The therapeutic effects were analyzed statistically in 159 patients (79 administered APPC, 80 admi-
nistered CBPC) after excluding those in whom the initial suspicion of infection was not confirmed
or the medication was not performed in accordance with the rule of protocol. The adverse reactions
were also analyzed statistically in 182 patients (APPC 93; CBPC 89) in whom the judgement was
possible.

The results obtained were as follows:

1) Significantly more patients in the APPC group had highly eleveted body temperature than that
in the CBPC group, on the other hand, significantly more patients in the CBPC group had severe
infection than that in the APPC group. However, there was no other significant intergroup difference
in the background factors of the patients.

2) In total 159 patients therapeutic effects of APPC (83.5% for good to excellent response) was
significantly superior to that of CBPC (55.0% for good to excellent response) (P\0.001). Efficacy rate
in the patients treated with APPC was also significantly higher than that with CBPC in the group
of chronic respiratory tract infections. =~ When patients were classified into three groups (severe,
moderate and mild) with respect to severity, statistically significant differences in clinical efficacy
were observed in the moderate or mild cases (APPC>CBPC) while no difference was observed in the
severe cases.

3) No significant difference was observed between the two drug groups in bacteriological efficacy
against causative organisms isolated from patients.

4) The improvement of fever, volume of sputum and erythrocytes sedimentation rate was signi-
ficantly better in the APPC group than in the CBPC group.

5) Significantly more patients in the CBPC group had elevated blood urea nitrogen after treatment
than that in the APPC group. However, there was no other significant intergroup difference in
incidence of adverse reactions.

6) From these comparative results on therapeutic effects and side effects of these two drugs, it
is thought that APPC is more useful than CBPC in the treatment of chronic respiratory infections.



