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BAY o0 9867 (Ciprofloxacin, CPFX) DMK T 5 H%ME & Bt ¥ FBINCIHE S %
BT, Bacampicillin (BAPC) #xBIEL L, £H 63 MZOXAMKL L (—EERLERS:
EKE LI,

REYLFEIR DR 18 B LB E X 3% L L, CPFX 1 H 600mg (4 3) *7:% BAPC 1
B 1l0g (44) #FAIL LT 14 BREERKREL, UTORBE,

1) NEESHEC X DEERHFECOVTUL, L Tk CPFX B 85.3% (58/68), BAPC #f
90.5% (57/63), MAEMERGZ% Tk CPFX B¢ 83.3% (45/54), BAPC Bf 88.9 (40/45) nEBHERY
AL, ThXEhEEABBCEEDOERRD I - 1o

2) FHREHEC X HBERPFCHETH, 2IEFT CPFX ¥ 87.7% (57/65), BAPC %¥ 86.9
% (53/61), #EEMEAZT CPFX B 86.8% (46/53), BAPC Ff 87.2% (41/47) OHBHET,
MEABRCEEELRD M -1,

3) MIEFHIZE o\ T, £&fEFITi CPFX 2 85.7% (18/21), BAPC %¥ 65.0% (13/
20), MAEEMERZ i1 CPFX B 83.3% (15/18), BAPC B 56.3% (9/16) DBEE L L xR L,
CPFX BEDOMERINEN »1chd, BEDOETIRLI -1,

4) Elfefix CPFX BT 8.4% (7/83), BAPC BT 9.5% (8/84), lak BT ERE L& « 15.0
% (12/80) & 23.4% (18/77) riw@édbhichs, BEELLOTIHRLL, FORBRICH L THIK
FIRR AR OERRD L) -1,

5) NEELRIVEBEHECC IAFAKICE VT, WTFhIHEABBICHEEE L RD I,
-1

DEDORKBE h, MEMERAsOBREICHR T, CPFX 10 600mg o#y5ix, BAPC1H 1.0g
DEECERT ABERNEREXYETHLDEEZ bR,
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1fficyrza7aers, 67 oK, THRKEXS
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Bacampicillin (BAPC) #R¥EL LT, —ESKLE
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I. ]2 %8 5 &%

1. ZhEZReboiIcavir—35—

AR, Tablel /R L7c£E 36 BB XU ZFD
BAE IRk o LREIBIE (63 fEE%) & L T, 1984 4
10 A2 1985 £5 Bitbhic hEmI i,
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1t, Key code DFHB IV LDOEKDTF — 2 RTEDG
M HbUIT — 2 DR HER LT,

2. MBIEE - MNRBEOBRSM

Fig.1 Clinical structure of BAY o 9867 (Cipro-
floxacin)
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1-cyclopropyl-6-fluoro-1, 4-dihydro-4- oxo-
7-(1-piperazinyl)-3-quinolinecarboxylicacid
-hydrochloride-monohydrate
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(7)) XOMMEBRE,ATEY &K LicEE,

B, BRCEELTE, FEROEFCEbE TR
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AEBREH : CPFX #% [ 1 gt CPFX 200mg (Hi)

&%), 18 600mg (34, 1A 3@

*XtFZEHK] : BAPC $& [ 1 £&7h BAPC 250 mg (/i)

B8] 1H 1g (4%, 184@
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(Fig.2),
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Table 1 Collaborating clinics

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

Department of Respiratory Disease, Sapporo Hospital of Japanese National Railway

The Third Department of Internal Medicine, Hirosaki University School of Medicine and Related Hospitals

The Third Department of Internal Medicine, School of Medicine, Iwate Medical University and Related Hospitals

Department of Internal Medicine, The Research Institute for Chest Diseases and Cancer, Tohoku University and Related Hospital
Department of Respiratory. Disease, Iwaki Kyoritsu General Hospital

Department of Internal Medicine, Kasumigaura National Hospital and Related Hospitals

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

The First Department of Internal Medicine, Kyorin University School of Medicine

Department of Internal Medicine, Tokyo Koseinenkin Hospital
Department of Chest Medicine, National Medical Center Hospital

Department of Internal Medicine, Juntendo University School of Medicine

Department of Respiratory Disease, Toranomon Hospital

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

Department of Internal Medicine, Tokyo Kyosai Hospital

Department of Internal Medicine, Kawasaki Municipal Hospital

The First Department of Internal Medicine, Yokohama City University School of Medicine and Related Hospitals

Department of Internal Medicine,. Y okohama Teishin Hospital

Department of Internal Medicine, Kanagawa Prefectural Nursing and Hygienic School Hospital

Department of Respiratory Disease, Kanagawa Prefectural Nagahama Hospital

Department of Internal Medicine, Toyama Prefectural Central Hospital

The First Department of Internal Medicine, Nagoya City University School of Medicine.

The First Department of Medicine, Chest Disease Research Institute, Kyoto University and Related Hospitals
The First Department of Internal Medicine, Kansai Medical University and Related Hospital

Department of Internal Medicine, Tane General Hospital

Division of Respiratory Disease, Department of Medicine, Kawasaki Medical School
The Third Department of Internal Medicine, Tokushima University School of Medicine and Related Hospitals

Department of Internal Medicine, Kure National Hospital

The First Department of Internal Medicine, Faculty of Medicine, and School of Health Sciences, Kyushu University
Department of Clinical Research, Minami Fukuoka National Chest 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 Hospital

The Second Department of Internal Medicine, Medical College of Oita

The First Department of Internal Medicine, Kumamoto University, Medical School

The First Department of Internal Medicine, University of the Ryukyus, School of Medicine
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Fig.2 Administration of test drug
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Table 2 Laboratory examination

Before

Days after start of administration

Items
ration

administ-

3 days 7 days 14 days

Chest X-ray

Arterial blood gas
RBC

Hb

Ht

Platelet

WBC

Leukogram

ESR (1hr)

CRP

Mycoplasmal antibody (CF or IHA)
Cold hemagglutination
S-GOT

S-GPT

Al-P

Total bilirubin

S-Cr

BUN

Urinary protein
Urinary sediment
Isolation of causative organism
Blood culture
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O : indispensable.
@ : to be examined as much as possible.
R, #R, ¥TE¥, Tb FECTHO 5 RECHE
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ERTHE & & LT,
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Table 3 Criteria for judgement of utility

Clinical effectiveness
Adverse reactions and Excellent’ Good Fair Poor Undecided
laboratory abnormality
No H# +* + + ?
Mild + + + + +
Yes Moderate + + + - +
Severe + + - - -

# . Markedly satisfactory, i : Satisfactory, + : Slightly satisfactory,
+ ! Unsatisfactory, — : Definitely unsatisfactory, ? : Undecided.

Table 4 Case distribution

No. of patients included
in statistical analysis

r_ CPFX 68 CPFX 54

BAPC 67 BAPC 48
Total 135 Total 102

Bacterial pneumonia

—— NS.

Effectiveness

No. of patients excluded
from statistical analysis

] CPFX 20 - CPFX 11.

BAPC 20 BAPC 12
Total 40 Total 23

Mycoplasmal pneumonia

No. of patients included Primary atypical
in statistical analysis pneumonia (PAP)

1 CPFX 83 ] CPFX 3

Total number of BAPC 84 BAPC 7

patients Total 167 Total 10
CPFX 88

BAPC 87 No. of patients excluded
Total 175 from statistical analysis

NS.

Side effects

] CPFX 5
BAPC 3
Total 8

No. of patients included
in statistical analysis

] CPFX 80

BAPC 77
Total 157

|

N.S.

No. of patients excluded
from statistical analysis

] CPFX 8

BAPC 10
Total 18

Abnormal changes in
laboratory findings
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Table 5 Reasons for exclusion from the evaluation of clinical effectiveness

Reasons CPFX BAPC Statisti;al
analysis
Serious underlying disease 1 1
Second treatment with the test drug (the patient treated twice) 1
Concomitant medication with antibiotics 1 1
Increase dosage of concomitant steroids 1
Violation of medication schedule 1
Not visited after treatment 1
Disease not included in protocol 14 13
Clinical symptoms of infection unclear 1 1
Infection already improved before the treatment 2
Loss of chest X-ray film 1
Total 20 20 N.S.
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Table 7 Initial X-ray findings
) ) No. of Degree scale of X-ray Statistical
Type of diagnosis | Drug cases | 10 5 ) 7 p p P 3 2 1 0 analysis
CPFX 68 1 1 2 15 | 31 17 1 NS
All cases BAPC | 67 6| 2| 16| 23] 18] 2 >
Bacterial CPFX 54 1 2 9| 26 | 15 1 NS.
pneumonia BAPC 48 2 2 10 17 15 2
Mycoplasmal CPFX 14 6 5 2 NS,
pneumonia & PAP | BAPC 19 6 6 3
Table 8 Distribution of causative bacteria
All cases Bacterial pneumonia I;zdy;‘:[;l?smal pneumonia
Characteristics Statietical
" e .
CPFX | BAPC atls'n?a CPFX | BAPC Statlstl'cal CPFX | BAPC Statxstl?al
analysis analysis analysis
Monomicrobial infection 20 20 16 16 4 4
Polymicrobial infection 3 1 N.S. 3 1 N.S. —
Unknown 45 46 35 31 10 15
S. aureus 4 1 3 1 1
S. pyogenes 2 1 2 1
S. pneumoniae 6 7 6 5
E. coli 1 1 1 1
K. pneumoniae 1 N.S. N.S. 1 N.S.
P. aeruginosa 1 1
P. maltophilia 1 1
H. influenzae 4 10 4 9 1
S. aureus+ K. prneumoniae 1 1
S. aureus+ K. ozaenae 1 1
. . S. S.
S. pneumoniae + Klebsiella sp. 1 NS 1 N
S. pneumoniae+ H. influenzae 1 1
* including bacterial mixed infection
P<0.05), £fEQI/EHOIT~A 275 X<ffisk « PAP Rish -7,

MO WTIEERZEIFED bhish - % (Table6-1),
4 BERIOER, MR, RERE
BRERRSMOER, TR, BREREOWT, %

YEREY Table 10 RTHECHK - THEL, ThE

VDA R T IEAIRERT THBE Lcs
O, kR, TREE MEKcE 77/ -¥ B

GER, AIER%, &Kk, CRP, BfRMi» =2 (PaO,,
aC0;, pH), <1 =277 A~Hifkfli, EBHRERIE
LT AEAFECAEZ IR D b hihate
Table 6-2, 3), {61 L BRIz DO WTIE, =4 275
C=fiiZk « PAP filicds\~C, BAPC B4 CPFX Bz it

S LVEEACR-> Tk Y, ThEhAEHFRECE
ERED SN, Fh, MBS OIS
BT BAPC Biclgmaifix IEFAINBRT, AR
BB SRt (Table 6-2), Mg IMUE S D 4 i %
able7 R LcH, AEABMCEELRDIEDD

5) FRAHE L EHIRRZ S

ERIRZD RAEHT x5 0 135 Blleh, B AR AHEE LB
iy 44 @) (CPFX 2t 23 7, BAPC £ 21 ) T»
h, 05 HLEMBREFITHE 20 4], BAREAIL
CPFX 2 30l, BAPC # 1 B Th » fco BIMBREH DA
Rix, S.aureus 5 i, S.pneumoniae 13 l, S.pyo-
genes 3 5, E.coli 2 {5, H.influenzae 14 5|, K.
pneumoniae, P.aeruginosa ¥ X O P. maltophilia % 1
BITHoTco ThbHDOBEKEDH IO TR EFIRF
B EERTD I -7 (Table 8),

INHOHRD S b, BEHREITiobh LB
23 Bk THh 7o CPFX 5 TD 14 #Rix CPFX 1zxt
LTuw¥hi 3.13pg/ml LTORFAKEEYRLE
DT, BAPC =it LTl EELZ BN D 25 pg/
ml P E#RT 4 00 6 BEE L, —%, BAPC &5
FHETO9IRKRTIX, BAPC 1oxf L Tix 3.13 pg/ml LITF,
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CPFX 1% LT% 0.78 ug/ml LT &, WIFhORAC _ 53
LARREEEER L, ok, T EAORSHMET Sl sl w88 u|ula
CPFX % XUf BAPC icxt3 5 MIC o fikiict E g zZ |z |T7°| 2| 2| =z
%, HEZIFD LN -7 (Table 9, e N A
3- &‘%“HFE'E] E <+ D ~ O o o N © AN~ [ N~
EEYesy 14 AROBENTiebh RS 98 fl S |= |7 |7 |~
< 7 BUMCE s hE S hAERIS 26 §l, 8~13 8 . _ .
R E X R ERIR 11 fld - 7ehs, TOHTHITILTH A
EABR CEEER RS Ir T (Table 11), %1, < . .
14 BRIk CHERHE LicfloBEfE, Table 12 1< -
RLicEB DT, TEAEMCEEZIR b hig o o
7o "
4. BEERBHER ] - -
1) SMERSHEC X BHRH
INERACHCHES N ERDEY Table 3¢ F | |2
Ut fERICHL CPFX B 68 GIb, E43m, & 2| [
% 55 (0, oA 7Ol M3, BAPC B 67 IT o j«j
AR 57 Bl, a3, %36, HIEARE 4 Fl =
o B AR LA AR LR ER 85.3%68  E | |2~ | ~|~ ~
68) L 90.5% (7/63) THH, MEARMCAEOE (&
BRDID - T2 MBS T 5 HEER, CPFX 2|3 § N N N
B¢ 83.3% (45/54), BAPC B T X 88.9% (40/45) § LE) -
L, WEABMCAEEOERRL, ¥, vM277X S Sl e
<% - PAP ek 5E M K T b CPFX B 92.9% o | [
(13/14), BAPC Bt 94.4% (17/18) THEMBMAHE = A - o
DER I > To §
SIS XOMERIE CORRRENOBRARER T | |o - -
5L, Table 14 WRLIERD, WFhOBACS, B 5| [
EHBRICHE DEZTD b RIH - 1o Z| s - - -
NERSC R TRABNEES R 4 GIOBEKSD O | |a
Branl (Tabe 15), 75 sBugcormsnn 5| (5| |7 7|7 |77|”
w3, CPFX Bo##h%s: 83.3% (10/12), BAPC B & | |g
DXL BT.5% (1I8) T, 75 AMRMLEO HIEELD) s| 7 ~
1%, CPFX Bf i 100% (8/8), BAPC B (% 90.0% S8laala ool .
(9/10) T, WHEABRICATOEETD bhich -1, v
RABRON 4 G & D ic KEETE Tehr o 1o 2
261, BEOWREFICHV THEEDORD LA ES|EE|EE|EE|EE|EL|Es|
#omDEFIEI LT, % OBKBRE DT #7 - £®|0x|0m|Ca|0a |0 oA
122t WFROBRIC L AEERRD bR - 1, 1
2) EREHET X bR ol xlelwlelxlelt
EHEC L D HE S hIHERER % Table 16 iw/R L 2 ° % = E,“- E % E %
1o &HEfITIY, CPFX % 68 filch, Z%h 15 4, B%) ‘3
42 G, 2B 6 0l W32 0l HEREIHTHDY, 5 s
BAPC Bt 67 (IT13, %) 15 {l, 4% 38 0, ©°HK “;5 g = E P 5
W60, mH2 P, HERESOIT, BHrEhEED 2El € EE | BEZ |
erE B R IL, FHRER 81.7% (57/65) & 86.9% g ) SEa |
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Table 10 Criteria for evaluation of symptoms and laboratory findings

Grade
1 2 3 4

Symptoms and signs
Body temperature (°C) <37 37 ~ <38 38 ~ <39 =39
Cough - + +
Volume of sputum (ml) - <10(+) 10 ~ <50(+#) 250(4)
Property of sputum — M PM P
Dyspnea - + +#
Chest pain - +
Rales - + +
Cyanosis - +
Dehydration - +
WBC (X 10°%) <8 8 ~ <12 12 ~ <20 =20
ESR (mm/hr) <20 20 ~ <40 40 ~ <60 260
CRP - + ~ 3+ 4+ ~5+ =6+

Table 11 Distribution of treatment period

All cases Bacterial pneumonia Mycoplasmal pneumonia & PAP
Duration | CPFX | BAPC | Statistical analysis | CPFX | BAPC | Statistical analysis | CPFX | BAPC | Statistical analysis
T ~T7days| 16 10 9 7 7 3
8~13days| 1 10 NS. 1. 7 NS. 3 | (F)P=0.0569"(7)
14days| 51 47 4 34 7 13

Table 12 Reasons for discontinuation of treatment

(All cases)
No. i istical
Drug No. of Cured Poor | Side Others Statlstl?a
cases effect | effect analysis
CPFX | 16 7 2 3 4
N.S.
BAPC| 17 | 9 3 2 3 NS

33/61) TH Y, MEFIHEIEREDERRD LI >
MBI KT RS, 2EFATOER LR
{FAROBIR T, MEFHMCARZIZDLRT,
L4275 X<fitidk « PAP ) HEABMCEEE
TN (B3 0%

5. MEFHZHR

BRERATOBRXEIETE SN 4 FID > b, BOHD
TR I 41 Flie oW TOMEFHRR AR Lic
A, KFEW) T, CPFX BT 85.7% (18/21),

BAPC BT 65.0% (13/20) DEHEEAERXRL, ZD5
B OB % Tt CPFX BT hELENERNE
Hhich, WIS EER BN CEEEY
B Teh» 1o (Table 17), BRI O HEFH 25 B v
Table 18 /R L7chs, HMERLEFID 7 5 ABHEHEICE
T AHEEARIE, CPFX BT 81.8% (9/11), BAPC
BHET75.0% (6/8) THy, rssElEicsT 5
Fiux, CPFX % T 100% (7/7), BAPC ¥ T
63.6% (7/11) THH, CPFX BETIIEOYERED
RRCRKTHocdboD, EFARLEBD TR, T
FEHIEFRERTEREREXR DRIt v 1,

RARLEGS XOEEIIE, EGAE DL, HiKk
Lk -1,

6. HRIKIERS XOBRERROHRS

SREOICOWT, WERANT X 5 BREBEG OKE, %

Table 13 Overall clinical effectiveness judged by committee members

No. of Efficacy rate (%) Seatistcal
. . 0.0 tatistica
“ype of diagnosis | Dr Excellent |  Good Fai P Undecided - -
1agNOSIS ug cases Xxcellen 00 air oor naecide Exce]]ent EXCE“EM analysis
Good Fair
CPFX | 68 3 55 7 3 8.3 9.6
1 cases 2)P=0.0917*(E
BAPC | 67 57 3 3 4 %.5 %2 | (E)
"\cterial CPFX | 54 1 4 6 3 83.3 94.4 NS
+eumonia BAPC | 48 40 3 2 3 88.9 9.6 o
‘ycoplasmal CPFX | 14 2 11 1 9.9 100 XS
{eumonia & PAP | BAPC | 19 17 1 1 U4 9.4 o

s
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Table 14 Overall clinical effectiveness classified by severity (by committee members)
Efficacy rate (%)
7 . ) Statisti
Characteristics Drug No. of Excellent Good Fair Poor | Undecided | Excellent-| Excellent- 'f‘l
cases ) analysis
Good Fair
FX 9 1 51 6 1 8.1 98.3
Mild cp ; NS,
BAPC 55 47 3 1 4 92.2 9.0
All
- soderate | CFEX |9 2 4 1 2 ot 78 s
Moderate BAPC 12 10 2 83.3 83.3 -
PFX 47 41 5 1 87.2 97.9
Mild ¢ NS.
Bacterial BAPC 43 36 3 1 3 9.0 97.5
pneumonia CPFX 7 1 3 1 2 57.1 71.4 :
Moderate BAPC 5 4 1 80.0 80.0 NS
Table 15 Overall clinical effectiveness classified by causative bacteria (by committee members)
Efficacy rate (%) S
No. of ) . tatistical
Type of infection Drug cheZ Excellent Good Fair Poor Undecided | Excellent- | Excellent analysis
Good Fair
CPFX 12 10 1 1 83.3 91.7
NS.
Gi+) BAPC 9 7 1 1 87.5 87.5
Monomicrobial 6(=) CPFX 8 8 100 100 NS
infection BAPC| 11 9 1 1 90.0 100 -
CPFX | 20 18 1 1 9.0 95.0
NS.
Sub total BAPC | 20 16 1 1 2 8.9 9.4
Polymicrobial CPFX 3 2 1 66.7 100 NS,
infection BAPC 1 1 0.0 0.0 -
CPFX | 23 20 2 1 87.0 95.7
NS.
Total BAPC| 21 16 1 2 2 8.2 8.5
Table 16 Overall clinical effectiveness judged by doctors in charge
Efficacy rate (%) )
Tyve of diagnosis | D No.of | o . . Statisticd
yoe of diagnosis | Drug | xcellent | Good Fair Poor | Undecided | Excellent-| Excellent- analysis
Good Fair
All cases CPFX 68 15 42 6 2 3 87.7 9.9 NS,
BAPC | 67 15 38 6 2 6 86.9 %.7
Bacterial CPFX | 54 12 3 5 2 1 86.8 96.2 NS
pneumonia BAPC | 48 11 30 5 1 1 87.2 97.9 B
Mycoplasmal CPFX 14 3 8 1 2 91.7 100 NS
pneumonia & PAP | BAPC | 19 4 1 1 5 85.7 92.9 -
Table 17 Bacteriological effectiveness
B
Type of No. of . Partially i tatistical
. P . Drug o-© Eradicated | Replaced arfla > Decreased | Persisted Eradicated Statis .
diagnosis cases eradicated rate (%) analysis
CPFX | 21 18 3 85.7
All cases .
BAPC| 20 13 2 1 4 65.0 NS
Bacterial CPFX 18 15 3 83.3 Np +(E)
pneumonia BAPC| 16 9 2 1 4 56.3 (x*)P =0.08%
Mycoplasmal CPFX 3 3 100 NS
pneumonia & PAP* | BAPC 4 4 100 -

* including bacterial mixed infection.
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Table 18 Bacteriological effectiveness classified by causative bacteria (All cases)

No. of . iall ica isti
Causative bacteria Drug -0 Eradicated | Replaced Paﬂ';la y Decreased | Persisted Eradlc‘:t,ed Statxstlc‘al
cases eradicated rate (%) | analysis
CPFX 3 3 100
S. aureus BAPC 1 1 0 N.S.
CPFX 2 2 100 )
S. pyogenes BAPC 1 1 100 N.S.
. CPFX 6 4 2 66.7
S. preumoniae BAPC 6 5 83.3 N.S.
.. CPFX 11 9 2 81.8
Gram positive BAPC 8 6 1 5.0 N.S.
I
S
5 . CPFX
Q p—
k: E. coli BAPC 1 1 0
T g . CPFX 1 1 100 _
,g . pneumoniae BAPC
Q
E | p oo CPFX 1 1 100 B
2 . aeruginosa BAPC
=
P maltophili CPFX 1 1 100 _
. maltophilia BAPC
, CPFX 4 4 100
H. influenzae BAPC 10 7 9 70.0 N.S.
CPFX 7 7 100
v N.
Gram negative | g pe 11 7 3 63.6 S
CPFX 18 ‘16 2 88.9
t. N.
Sub total BAPC 19 13 1 68.4 5
S. aureus CPFX 1 1 100 _
+ K. pneumoniae | BAPC
=
S | S aureus CPFX _
g + K. ozaenae BAPC 1 1 0
:‘-5 S. pneumoniae CPFX 1 1 0 _
B | +Klebsiella sp. BAPC
il
E | S prewmoniae | CPFX 1 1 100 B
= | +H influenzae BAPC
"
CPFX 3 2 1 66.7
N.
Sub total BAPC 1 1 0 NS
CPFX 21 18 3 85.7
NS.
Total BAPC 20 13 1 1 65.0

B OEE, ERMR, PREE K BHsE o+
77 =¥, BKiEOERE, BMmERK, HKit, CRP
CEOBRERRI LW LR 7 4 Vs SEROHB %,
Th¥h Fig.3 & Table 19 iR Lz,
CERCHROHEEIE LTIk, 5HE OKE T
SAPC BMERE WHER YR LU, WThoXR
ATH FHECEEEYTD ) > 1,

B vig 7 4 L 2 DRI oW, 3BERIOT
ARD VG SH CPFX BT, X hEDHIzHM L
kb, FEENEDLII,

7. BIfEAR XUEERIREERY

FET R G) 167 Bl 5> b, B - A/ IR DRI
JEEEL (Table 20), CPFX BT 8.4% (7/83), BAPC
BT 9.5% (8/84) &, MEAIWMICHEETEOERZEDS
nigh ot 05 bEEFR G CPFX $#T5 fl,
BAPC B T6 i Th~Tc, BIFFADEE & L T,
CPFX B CTIXMERIEOME 1 6, ANTIE 1 0, K-
gV 10, RE20, BI - B g, HE - T - S
141 ThH, BAPC BETIIANTIELF, 355 M,
EBR 1, BEARELGITH -7,
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Table 19 Improvement of chest X-ray findings
Degree scale of X-ray Statistical
Day | Drug Unknown Total .
0 1 2 3 4 5 6 7 8 9 | 10 analysis
CPFX 1 17 | 31 15 2 1 1 68 NS
0 BAPC 2|18 | 23 | 16 2 6 67
CPFX 1 12 18 8 3 1 1 24 68 Z=2.2913*
8 BAPC 6 | 10 5 4 6 2 34 67 P =0.0219
CPFX | 13 | 18 | 13 6 1 1 16 68 Z=2.1919*
7 BAPC| 9 | 18 | 12 | 12 5 3 1 7 67 P =0.0284
14 CPFX | 17 | 17 13 4 17 68 NS,
BAPC| 13 | 16 | 14 3 1 20 67

Table 20 Side effects judged by committee members

Drug CPFX BAPC Statxstlc.al
analysis
No. of cases 83 84
No. of patients with 78.49%) | 8(9.5%) N.S.
side effects
Aggravation of 1
asthmatic attack
Anorexia 1 1
Borborygmus 1°
Meteorism 1°?
Eruption 2 5
Nausea 1° 1
Vomiting 1°
Stomach discomfort 1
Tinnitus 1°¢
Headache 1°
Fever 1°¢

Each alphabet (a, b, c¢) of reference marks

indicates one case.

EER B AEEREE L, Table 21 125R Lic& kb, CPFX
T 15.0% (12/80), BAPC BET 23.4% (18/77) 1o
BL, MEHBLICLI VAT I F—¥D LR
BREENLDOERLDTH -, TOHBRIZIIFHE
HFEFCEEOEIRED b hich -7,

8. ER#

1 NEESHE

B L ReMEHE L UNERL THESh-HH
% Table 22 1Z/R Lz, £fERITIX CPFX % 68 {7
i, SEECHRE 26, WWE 54 #l, T84, i
4 %, BAPC Bf 67 fih, /2 56 fl, ¥+ 344, X
15 B, FIBTRE2 I TH D, EHTHRE LR L EHY
TR ERIL, ThZh 82.47%;(56/68) & 86.2% (56/65)
T, MEAFECBEOEXRDIh > MEMENMZ
TiX, CPFX # 54 flo5 b, iR 45 6, 335
B, 74 1, BAPC B 48 @ Tk, /@2 39 i, %
ET400, N4 0, HETEELGT, @BRERIETHhE
h 83.3% (45/54) L 83.0% (39/47) T, MEFIBERMIIZ

Table 21 Abnormal changes in laboratory findings judged by committee members

Statistical

Drug CPFX BAPC .
analysis
No. of cases 80 77
No. of catiet N.S.
o. of patients
with abnormal laboratory findings 12 (15.0%) | 18 (23.4%)
GOT and/or GPT 1 4* g ot
Al-P 1 3
Eosinophilia 6° 8°
Neutropenia 1°
Leukopenia 2b
S-Creatinine 1 1
BUN 1 1t
Proteinuria 1 1¢
Leukocyte in urinary sediment 1¢
Urinary casts 1¢

Each alphabet (a~f) of reference marks indicates one case.
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Table 22 Utility judged by committee members
Utilty rate (%) |
Markedly | _ . Slightly .| Definitely tility rate {%
No. of Satis- . Unsatis- isti
Type of diagnosis | Drug o0 satis- aus satis- fsatis unsatis- | Undecided | Markedly | g,pic Statisical
cases factory factory satis- analysis
factory factory factory factory | factory
Al CPFX | 68 2 54 8 4 2.9 82.4 N
cases BAPC| 67 56 4 5 2 0 8.2 5.
Bacterial CPFX | 4 45 5 4 0 83.3 NS
pneumonia BAPC| 48 39 4 4. 1 0 83.0 -
Mycoplasmal CPFX | 14 2 9 3 14.3 78.6 | (x*)P=0.0077
pneumonia & PAP | BAPC| 19 17 1 1 0 9.4 (M.S.)
Table 23 Utility judged by doctors in charge
Markedly | .| Siightly | Definitely Utility rate (%) o
., i No. of . Satis- . Unsatis- . . Marked Statistical
Type of diagnosis | Drug satis~ satis- unsatis- | Undecided | Markedly Satis- .
cases fact factory fact factory fact satis- analysis
actory actory ory factory factory
Al CPFX | 68 16 36 8 4 1 3 24.6 80.0 NS
cases BAPC | 67 16 % 6 3 2 5 %.8 23 | ™
Bacterial CPFX | ¢4 12 30 7 3 1 1 22.6 79.2 NS
pneumonia BAPC | 48 1 29 4 2 2 22.9 83.3 -
Mycoplasmal CPFX | 14 4 6 1 1 2 33.3 83.3 NS
pneumonia & PAP | BAPC | 19 5 6 2 1 5 35.7 78.6 -
BEOERDDILI -1, EEMUL, £oX s BHMINENSERIFLY, &
2) THEHUTE LALDEBET2~3EENRTWHZ L THEY AH

FHRECIVHEIhIcE A % Table 23 RL
too BEEGICOWTH B &, CPFX BETix 80.0% (52/
65), BAPC EfTi3 82.3% (51/62) T, MEAIBMIcAH
BOERRDILD -1, MEKMZITE VT ZEHD
Pa L IITABEORS T (CPFX BT 79.2% (42/53),
BAPC BT 83.3% (40/48)), MEAHMIEREOEY
DI oic,

1I1. = ®

EE, €Y Ny AR VBFROREDSRIER OB
PB X% LK, NFLX, ENX, OFLX, AME&k\TZ
BL, HERZBRU TS, ThbDRANCHE LicEs
X, HERORARERITHS NA, PPA, CINX 1,
&7 2BHEC R T 5 oMM ing T, P.
aeruginosa, Serratia, H.influenzae \Z% THE A7
b AR RINICZ LR, S.aureus, S.pneumoniae,
E. faecalis 1t & D7 7 AGHECLIENIN R A K &
L, ThCEBBTLERIFRC &20, FROBERL
FEDHRI O, FRIBEGIE ¥ God 7= 41 0 RYFE g
KBEIWETEDRCH D Ei:, B-52724%
BIVT 37 EEGRERORMEREIC LB\ B 25
FoEbFIEEVR D,

CPFX 1%, BEVNA Y « "M = TR I hic, HL
VWEY Ky AR VBRREAT, B 12 NFLX

OHEIERY, BENTHY, OB S1XME0
DNA BN E/EER ThH 5 DNA gyrase DEEL
WhhTw5", REIOR RS5OSR BET
Hh, EITELEY PRIV, b TIRMIEERE
Bl 5f~DOBTA, e b TiRingE o# 1/3~2
DERFA~DOBITHRD bI?, FRBRPEC 15
BRWIBRAMENTRSE I Wi, FE, 2EHEOHRL
HABMTERINBERRABRIC ST, RRERSRE
PIex U 71.8% DEHRABLHR, & B
T 81.0% (81/100), <A 2735 X<fifs L UERE
REIHZT 80.0% (8/10) LB\ ARRER Lz tb
mEIh?,

I T, 4@ CPFX gt sEKE
R REMR IOEAEYEBNCIHET 5 BN T
BAPC #xfRIEL L, £ 63 jizk ToOXAPFRLLT
“EERERBR Y ER L,

KBREOBE Hic» T, FHHoEH CHRER
PIEV T BHIE R BT 5 b DA ek - oo, EA
EFIOFHL, WMEEHACEEYETHEH L VEA
T, BEZRCEVWTIYPEEh, 1 oBRiERLTRY
FEDML TOERMENHER I T\ %59 BAPC %3
V¥, TOWARETHSH 1A 1.0g #H\ 7, CPFX OF
SETovT, BEE To—BERRBRIc SV §
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gt T LR RS E,» B 5 h, o, B2t
DETH & BN\ 1 B 600mg #5EE Lic,

EHERBIC SV TRAERN 5 S hicfE §13,
CPFX B 88 fil, BAPC % 87 i, &+ 175 T -
72

NERLTHWT BRDEFBIN R L i 185
7] (CPFX B 68 fj, BAPC ¥ 67 ) ic>\ T, M
AEoREERRT ¥ HERE Lic, MEHEMLITR W
Ti3, CPFX B CHEBKRESLEIHHERXETH L D2 %
¢, =4 2735 X<ffis - PAP =%\~ Ti%, BAPC B¢
ZHBOEVS DR IUBEROBHAINSL, i
EFIF XCMEMEMA TR\ T BAPC Bt eiix
2L DG b DD, TRUSDOEREFIZOWT
13, AEAFMCEERREYIALhih o1,

NERLHIER X HER R, £5EFIT CPFX #
DEHRL 85.3%, BAPC EDLhiL 90.5% TH D,
WThiBh PR AR L, WEARECAEEOEIR
Dobhiehoto,
. R, WSR3 A5HE%EYL, CPFX BF 83.3
9%, BAPC B 88.9%, <1 =75 X<z - PAP T3}
CPFX B 92.9%, BAPC B 94.4% T, WEABRIC
BEDEXRADN o1, =4 2753 X<fHRD 24
Tix CPFX BB W TEHORE X BT, TIER
Rzt BEekEhE L, CPFX £ 87.7%, BAPC #f 86.9
% T, WIhbEh, BEANBCEEOEYRDILh
By
: RPEDEEE, BAES IUE2OERRTFITET
LKEBEOBEERHBEOBR T, MEAFNBCHEEOER
BBHBRIED > T,

L» L, Bz dinotcd o, K. preumoniae R
> aeruginosa kGl 7/ 5 AEMRE O BMREEINT B
~T, CPFX BT 100% OFEZHENB LI, FANIT
Lo, 75 AEHEBMERLGIzR T 83.3% &
SUEBERNEOhIT L%, —BACHARCE T AH
SRS VTR 7 5 ABHEOEEN S LEE
B AhB &, AKips BAPC LA, RAETBEOS
A DB R DEFIC TS EVBH T L ERRL
LWBholBbhic,
 LROBSEBMT BN EEE DR ERD L,
4L RITL fE 7 T2 CPFX B 21 fijsh 85.7%,
APC # 20 ffjsh 65.0% & CPFX DS TRLE
TERR R/, AEABMCEEOEIRD b
o fo MBERBMHRATHHZ Eh b, RRERHEE
BIEEAEA I, ERICHBE¥NDR L HET

BT LIXTER» -1,

Elfefz, CPFX #-Ci% 83 5= 7 (71(8.4%), BAPC
BFTIX 84 Pl 8 fl (9.5%) b o i, —7F, &
KBREERS O HBx12, CPFX B 12¢1 (15.0%),
BAPC %% 18 {7l (23.4%) T, ToEic b 0, MiF
FFvAT -0 LR (13 #—CPFX B4,
BAPC $¥9{4) LiFfapkis (14 #£—CPFX %6 {F,
BAPC B 8{) Tho7o TNHDEIERPREMBRY
DREZVCINLEMT, BEORERIZIVEIER
TR LT,

NNEBLHECLHLEND R Az o v T3,
CPFX % 82.4%, BAPC Pt 86.2% DiRET, Z1c
FHREHTIZ LSS D1, CPFX # 80.0%, BAPC %
82.3% T, MEAFECEEZIAONT, MEAEKEM%E
THLREEOHETH » 7o

Pk, #EEfsx %EE Lz CPFX 1 H 600mg
& BAPC1 H 1.0g 0EMHHERASR L ER LIcER,
A ISV TENE ERLMIEBRETNEREALEDS
h, CPFX iz BAPC L[k, MEMEMADBRETE L
TEREDEVEAITH D EmBINT,

ERFECHch, avibe—F—%HB5|ERF VK
WEHRA¥EFRREXHRBEEFHE HPES
#1g, HAFIRBREYERL CWE W EERREE
KIF¥FHE KAETNHBCEEOBEYERT %,

< 8
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The clinical effectiveness and safety of BAY 09867 (Ciprofloxacin, CPFX) in the treatment of
the patients with bacterial pneumonia were compared with those of bacampicillin (BAPC) by a
double-dummy fashion.

Patients over 18 years old with apparent clinical signs and symptoms of pneumonia were admini-
stered with CPFX at a daily dose of 600 mg or BAPC at a daily dose of 1g orally for 14 days
in principle.

The following results were obtained.

1) On the basis of committee judgement, the clinical efficacy rate in the total cases including
non-bacterial pneumonia was 85.3% (58/68) in CPFX group and 90.5% (57/63) in BAPC group,
respectively. In bacterial pneumonia, the rate was 83.3% (45/54) in CPFX group and 88.9%
(40/45) in BAPC group, respectively. The differences between the two groups in both analyses
were statistically not significant.

2) The clinical efficacy rate by doctors in charge in the total cases was 87.7% (57/65) in CPFX
group and 86.9% (53/61) in BAPC group, respectively. In bacterial pneumonia, the rate was
86.8% (46/53) for CPFX group and 87.22% (41/47) for BAPC group, respectively. In both analyses,
the differences between the two groups were statistically not significant.

3) As for the bacteriological response, the eradication rate in the total cases was 85.7% (18/21)
in CPFX group and 65.0% (13/20) in BAPC group, respectively. In bacterial pneumonia, the eradica-
tion rate was 83.3% (15/18) in CPFX group and 56.3% (9/16) in BAPC group, respectively. In
both analyses, the rates of CPFX were higher than those of BAPC, but statistically, the
differences between the two groups were not significant.

4) Side effects were noted in 7 of 83 cases (8.4%) treated with CPFX and 8 of 84 cases (9.5%)
with BAPC, and abnormal changes in laboratory findings were noted in 12 of 80 cases (15.0%)
with CPFX and 18 of 77 cases (23.4%) with BAPC. The differences between the two groups
were not significant statistically. Neither serious side effect nor remarkable abnormal change in
laboratory findings was noted.

5) The utility rates judged by the committee members and by doctors in charge were not
significantly different between the two groups.

From these results, it is considered that the clinical efficacy and safety of CPFX at a daily
dose of 600 mg are equal to those of BAPC at a daily dose of 1g in the treatment of the patients
with bacterial pneumonia.



