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Levofloxacin (LVFX, DR-3355) D181 F R EEKEEIIN T 285, REMBLUH
it % 2B SEE$ 5 H B Tofloxacin (OFLX) %4 HR3E & L “EERILEAER % £
L7

FI P BIELVFX4%1 H 300mg53(LVFX#), OFLX%'1H600mgsr3(OFLX#) & L, &
Hl & LC14 BB EREORS & L7,

1) #Bf5Ep%it1655(LVFXEES3H), OFLXEES26I)TH Y, MEAERICL LR
R 2 REF L 14851 (LVEXEE 7260, OFLXBE7661), BIfEF SEMixT $EH13159%5)
(LVFX#£78%0, OFLXEES1H), FarkmRz il R% FMMixt SES 2 1505 (LVFXEE7361,
OFLXEE77H1), 4 MMt S AERI2149%I(LVFXEE736], OFLXEE76H1) Th -7
RSB FM BEADBZEERRTFIIOVTIE, EBESR - ABHER AT EFILVFX
BICAHBIIED o233, MBHEMICEELRRE)IROON L7,

2) NERLSHEICL HEESEIILVFXEET87.5%(63/72), OFLXET78.7%(59/
B)DENETH Y, FHEHETIRFNFNE6.1%(62/72)L82.2%(60/73) DAEFHR
THY, WThIZBVWTLTEANBFOBRRMRICAEZIROON LD 7

3) MM R IILVFXEET86.4%(38/44), OFLXEET79.2%(38/48) D&tk
THY, MEAFOHMEFXNHRIABEEIRDON Lo,

4) BIEHERBFIILVFXEET6.4%(5/78), OFLXEET11.1%(9/81) & AR M2
HEZRIZEOON LD o1, —F, BRREEREEBHRALIZNEN6.9%(5/73),
18.2%(14/77) T 1), LVFXBETHEIMAD 5 72 (Fisher DEHEREFFTE L - P=0.049),

5) INEBAHEICL H5HHAMIILVFXE T86.1%(62/72), OFLX# T73.3%(55/
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75), F-FEEHETIFRENEAT%(61/72)E795%(58/73)DERETHH, W
THICBWTOWHERFOARABICEERZTIRD O Eh o7,

Dlog&s by, B8 TREBRYEAE I LLVFX1 H300mg43#%5-12OFLX1 H600mg
G35 ERIEOAEBRERT L L DICRERETENTSBY, FRALGRETHH L

PHER SNz,

Key words : Levofloxacin, DR-3355, Ofloxacin, BH TRERYE, —HERILERAR

Levofloxacin (LVFX, DR-3355) i%, # — flE ks

SHTHESN =2 —F /0 REOWNBERTH 5,

A#Hix T+ 34K TDH bofloxacin (OFLX) D HF R
KK THY, OFLXOEBREAKTH L LEEZOLNT
WA, AAENIOFLX & FIRICHAME LS 7 4
MEtEd, 79 sBMEIC L, LHEBRREANRS b
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H B2V, AFNIZOFLX & FAICEROR G 12X 5 IRIX
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DEOBEICESE, BUHTREKREICHT A
LVFXOF%, et FREFBNICEET S
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BEBLVL@LBIAMRSEKIEE 2w L L,
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Bt b CHIBRG SR C DD BE L Lz, £
16l B L, A, ARt SARDOZIZM b %
B, MELEBBEITRLBEL L, 2L, T

HOVTRPIHE T BEFIIEEP LR THZ L

L L7
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B, WEREHMLVFXEE & xtIBEHAOFLXEEIXIZ L
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AN B LR NE LB 7T bR R ER L 72,
ZLT, Fig. ITRT L HIZ, LVFXFEEIIBNT
IXLVFX$E & 77 LR x RIS T5, ZEHER
e L,

AEE, 1S SOER 28213 & L14H 5 (42
A) % VEBIS & LT LA ICIUD[DR-3355148H - 18
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Blood culture

Direct Coomb’s test

O

100 MAY 1992
Table 1. Items and schedule of laboratory tests
Lo Day of teatment Before Day 3 Day 7 Day 14
Chest roentgenography o O O o
Sputum culture o o ([ ) [ )
CRP () o o o
ESR ® (J o L
Mycoplasma antibody. HA O O
CF @) O
Cold hemagglutination O O
Chlamydia antibody O O
erythrocytes o o o
hemoglobin o o o
Blood hematocrit o o o
analysis leukocytes o ([ ) o o
leukogram o o o o
platelets o o o
GOT () [ @
GPT () [ ) [ ]
Hepatic Al-P o o o
function
test LDH o o [ J
+-GTP () 9o o
LAP ) b ) o
total bilirubin ) o o
Renal BUN ) () o
function
test creatinine [ ) ) o
sugar [ ) o o
Urinalysis protein hd ® ®
urobilinogen o o o
sedimentation o o o
Pa02 O O
Arterial
blood gas Pac0- O O
pH O O
O
O

l

@ : indispensable

QO : should be performed as often as possible
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FlEirldcayba—g—UMNIGH) S EESIC
s hfHy, AEFPN L CERRICEM L, B, E
FlE 0k, a3 bo—5 -2 EESICHE LK
BEAMIOVWTEERBEY SO RAKBR L BEEM KT
FRFHE RIHERBIR)IKE L2, ZORKR, W
EH & LHBIGEES L TWA T DRI,
aryru—5—RBREEFHOEHROIEHKNE, W
FOBAAREY, BEBEMHT, F—a- FORE
oY, MNERAHEOBRORERDT I~
FAE, S EFORE, ¥— 23— FREHEHZOT—%
DAENEB L U ORIEICH 7572,

4. %5E, ®5HEL L CRSHH
REREHIZ1E14,(288) # 1 H3EBRRZICHKS L7,
T%bblAKESEIZLVFX 300mg, OFLX 600mgT
Hh, HEYEIZER & LT14 B MERZS & L7z
AS, HHL L EEEBEDLDFNULOBRGPAEL
X N3RS, BEEER T - RBRERREEOREE
BRBLL, #ERSFITFE LRI S
&, REREFOREIYETETER WK LBE,
BEIZIRBEA» SRS FIEOR LENS - 1235E,
HHVIRFOMEBEIZGFILDUELROIHE
KRFBREOHM CRErHEL T LI e L
272U, REREFFES L HE L THEICEEST S
WAL, FOHBIEIALR L3S (9E) L LK
BLigifrHoZ LT,

5. BEREH

HBEFIR G P iMbOPIRA], AEREATOAF
RO Lz, 72720, BIEEREAT a4 FAl
IZonwTid, REBERZSHAB7THLUR L VERSR
TBY, BIBEREATUA FRRSIEI LELLR
BIEROEANRD S NT, »ORBREFRIXGHR TR
T TRBEDREREATOA FAREEL TS5 SNT
WHBARELZZRVWIDE LT,

After After After
breakfast lunch dinner
Levofloxacin
ach (@ O €O @ O
Ofloxacin O
group ©

@ : Levofloxacin 100mg tablet
QO : Levofloxacin placebo tablet
@© : Ofloxacin 100mg tablet

Fig. 1. Package of test drugs.

HREBEEH, MHH, y-ru7) J8AE, 7V
S AER AT LEEE T AHIEEA B L U
FoOBESFERE LTEIE LAY, RUEBTHAL
RARFONELHABRYEFTAILE LT,

sEH, FHEH, [RELIIRA, HRHREASI 2
WA BT & L, MABEYEMR, 55
VidREEWH, bo-—FHR R LSS,
I, OIS & AR IILE 2 & INCEEER AR
W AMEEFERLHE, TONFEHMZEHET
BZEkELT,

6. JEK, FTROBIE L L URRKKRA

1) fER, FiRoBg

TROEBBEL, FRELTEBEHITH IZLELE
A, Az &b REBRERR SR, K5 HKB3ARK,
THHBLUI4BRICEERL, RETHI L LS
B, MohOBATI4ARBETRS 2HIET 535
&, HHVIIMFNICEET 250, PIERATY
THENDBEBLIPHELIT) L LI, KGR
14B# T CRABYBIEL, RHFTLILELL,
BIEIHE B X OEElA

iR L ERME(L B 4EBIE)

B A2EPET Jnwa ke L,
sk H (RIREESNLEE), +, —D3KKE
Wk (2) ¢ H# (50ml/ B LA E), +(10ml/HEL L

50ml/ ki), +(10ml/H &), — D4R

W (PEAR) ¢ BRtE(P), HBRtE(PM), HtE(M)D3

230
MPOR R H GRALMIRARRE), +, — D3R
WasE -+, —D2BR
M TE . H, +, — DKM
F7) =¥+, —D2Ek
BiAFELR - +, —D2EXHE
2)  BEREREIR
K5 RGH®ICHB U EERE, Z0MERK, BE,

HWHE, WE, &8, BXUOREBRENEOREBRRE
LIZoWT, TEAZIFFHMICESZTAZLE LT,

3) ERREA

BRREDEREE B L OEHEH % Table 1II/R L
720

WTFNOBZIEE B L UREHEE bFTED B ICERK
$THIEE LA, ERATEELZSHEICE, AT
BRHICERTHIEE Lz, 7, HSHHEICE
RREEOFE LB 2RO HEE, &5 REHE
FREEMEICET AT TTRLZE) AT EWFFAE
THrIEELTS
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4) HERE

k5 BthET, 53 E%, THEBIU148%
(F3BTE)ICSHEROAEICL Y EEPOME D
S8 - FE - BRI, BRELRELHEE
L7z, EREEL L UHRERRE I, FaaL -1t
FEREEH (R L) & BRI K EEZ R REER
EMICEM L, BRELITI L LI, BRLFHE
FAEREEY 2 X ) LVFXB X OFLX DMICHIE % £
L7

7. H%E

1) MEERIZLDHE

KB TH, avro—5—id, EShL-AER
DREFERMR R, EiEES, ERES, FEERHE
#7514 FbL, BELIHES EHS L, INE
B&E, 794 Y FLah/-RAERS L UWEEXHE 7
ANV LIZEDTERORE, ZWArREL, BE
fEE L COEER *8E, PEE, EEDIERKT,
PREESH R 2 E%h, A%, LAY, EWHOIBERB L
UCHEARRET, MEENDHRLEME, B Toi—

mHE, AL, BXROIEES S THESRRE LT,

&1, BER, BRREEREOHES LUZDOE
FEREICOWTHERTo 0 %8, ER, BIRBLY
BRREREOYEE IOV TR EFEENRERIC
W L7 4 DIEF DR, TR, BRRERKE

Table 21I/R$HHEICEL Y 7L — FLL, &5F%E38
%, THRBIV4BROUER LRI L, HEE
XI5 FART OF AT 5 FGHREA L7- b 02 s,
LHOLWLDEARE, HMLA-b0rELLHEL
77

BIERIZ DWW TR, FIEEDFLIK L - ERON
HUER, B, BBEY, 08, £8%)IEkonT
HEREFEOEEB L UEEEZHE L, BERRE
fHICoWTiE, FREFEELS LT L/-HEBL
CHALEREFRMEEIC L HEBRERICBITS
e, BRREEREFOHERER | OICEROE
HICEY L-EEIEBICOWT, MNEEASICTRES
BOFEDOHEL L UVEEEDHELIT -7,
ARMEBERDRLEERB L BRREMBREE
BOEEEFHEL T, Table 3NDKHEIIHY, B
THA, B, 60, FATLRY, O4ERT:
WFHERETHE L7

2) FHEERICLDHE
FREIMEOHMICL Y, BEEL LTOEER
PRYE, TSE, EEOIERT, EBER - A0
DEEE * BIE, PHIE, EEDIKET, BRDE
2 ER, AR, LRER, EHOIEREDS L UHER
BT, MEFNHREL BN, BT 23 —HEE,
AZE, BRROIEKS X CHERRT, £etico

Table 2. Evaluation criteria of symptoms, signs and laboratory findings

Ltems Degree

1 2 3
Body temperature (°C) <37 37~<38 38~<39 : 239
Cough - + ++
Volume of sputum (ml) - <10/day (+) 10~<50/day (++) 250/day (+++)
Property of sputum - M PM P
Dyspnea - + ++
Chest pain - +
Rales - + ++
Cyanosis - +
Dehydration - +
WBC (/mm?3) <8,000 8,000~<12,000 12,000~<20,000 220,000
ESR (mm/h) 219 20~39 40~59 260
CRP - +~3+ 4+~5+ 26+
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WTIIBEREER, BRREEREEBOAE, IV
ZOEEE, RBREH L ORERRIIOVTHELTT
olze E6IZ, FEREHE & FEEER, BRIRREMERE
YHEL, RBREHOFHAELIEBOTER, A, ®
PHA, BRTLVWOLERB X UCHEARETHEL
AN

8. F—a— FOH

NEREIC L 22H %, EFOIERVB L UHERN
BIIOWT B RERDNEKE OMRE, TERLBR &
EFDRBEEITbNA, ZO%kay ba—F—12& )
F—a- FREFIN

9. F— 5O

BT A, BEREZIER, MEFHR, AR
Wilcoxon D JIEHLFI4R E i (LLF Wilcoxon) D 137, F
MEEDEEFLAEDE, BHAE HHER &
OTHB L ER %45 LA RARIZIFisher DEHHE
REHEHE (LU FFisher) 5 Wik Y REE (LT ¢ %
BH L,
HOEERTF OB BV CIXBRITE B OIS
UCLEEBEOWThhOREELHEH L7, RED
AFEKEIHEAS% L L,

I. 8 B B &

1. fEBIHERK

AREBROBI S EGIM B & Ul RER ORR %
Table 4127R L7z BiX5ERIL65B DI H, 176l%
EREFAMI B R ER & L TIRRSICBWTER
M L(Table 5), 148%I(LVFXEE72%I, OFLX#76%)
2 BRI RSB RES & Lz T D DIEFISAIC
B L CHREABMICEELRIIRDOON LD 5T,
BWER 2DV TR 5S-G 2 & HRERE R 5 R aawl
2= 2 —F 0y FD RS Sz 361 (LVFXE: 241,

OFLXE1%1), A7 a4 FHEIAPH S 7z26](LVFX
B), MiERAP6HE S 7216 (LVFXE) D Et6 bl
(LVFX®5%50, OFLXEE141) % B\ 721595 (LVFX#¥
7861, OFLXEE81%1) % sFMxt RAES & Lo FRRMR
FEREIZOWTIE, REBREAIRSREERIC= 2 —
F 0 RH S S/ 3B (LVFXEE26), OFLXAEL
Bl), A7 a4 FEIAHER S h/-26)(LVFXE), HE
FIAPEE SN2 16)(LVEXEE), B X UBRRRERE
DB (LVFXEESH, OFLXEE4H) DEF1561 % Brv 7z
15051 (LVFXBE73%1, OFLXB:774) % SEMfixt S 5
E L7 HRAMICOWTIE, BRAERFM S ES
148615 & B RBREAME D45 (LVFXEE, OFLXEE A2
B EBNL, BIER I -3 BRREERELE R
B U756 (LVFXEE360, OFLXEE26]) % Nz 7214961
(LVFXZE73%1, OFLXBE76%1) % sFlixt R AR & L7,
2. BEMRFMEN REAOBEERET

B R AR SRl 3t RAEBI 148B1IC DWW T, R
BLUBEERRT OB 2T o7

1) W&

FaR ) el RAEF DEBONRITBHRELL
8261, Bk ko - REHIIRESTH, KEXME
1060, MiGAE6R, MikMEiEssl, BRIBMEREA%6HI,
FHBERFELIGIE X P ETRERELFITHY, WE
FBBOEBRSHICAELR) IRBDON o7
(Table 6),

2) %, EE, BE, AR - Sk, BREEOHESE
B, KB - AOHE, RERENRSHEER{LEHE
%, PEHE

EPEEE - S6ED ) DIERIAY, LVFXBETHEIC
Ehro2h(x? 1 P=0.047), ZHPUANOEHBIZDONWT
TERIBERICEERRY 13380 5k b - 72 (Table

Table 3. Criteria for judgement of usefulness

Side effects and Clinical efficacy
laboratory abnormalities excellent good fair poor undecided
No + + + - 9
mild + + t - ?
Yes moderate t kS - - -
severe - - - - -
++: markedly useful, +: useful, = : slightly useful, — : useless, ? :undecided
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Table 4. Case distribution

No. of patients included
in statistical analysis
Levofloxacin 72
Ofloxacin 76
Total 148
— Efficacy
No. of patients excluded
from statistical analysis
Levofloxacin 11
Ofloxacin 6
Total 17
No. of patients included
in statistical analysis
Levofloxacin 78
Ofloxacin 81
Total 159
Side effect
No. of patients excluded
from statistical analysis
Levofloxacin 5
Total number Ofloxacin 1
of patients Total 6
Levofloxacin 83
Ofloxacin 82 No. of patients included
Total 165 in statistical analysis
Levofloxacin 73
Ofloxacin 77
Total 150
Laboratory findings —
No. of patients excluded
from statistical analysis
Levofloxacin 10
Ofloxacin 5
Total 15
No. of patients included
in statistical analysis
Levofloxacin 73
Ofloxacin 76
Total 149
—— Usefulness
No. of patients excluded
from statistical analysis
Levofloxacin 10
Ofloxacin 6
Total 16
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6)o

3) REAEFFSHBEOER, TR, BKRRE
]

SREREAI SR OIR, M, WEIRE, WRME
%, kR W, WRSE, F7 /-, BKE
%K, MK, FRitB L PCRPOVTIRIZIOWVTS,
TEFIBERICEE 2R Y 13320 5 ik o 7z(Table
7)o

4) BREB X ORZTHSA

B P S AT R IE B 14851/ B E KIS B W THE
KRBT LB ERIZ966] (LVFXEE456), OFLX
B516))Thh, HME Y886 (LVFXE4081,
OFLX B 48 ), # BHi /& 413 86 (LVFXE 561,
OFLXE3%))Td » 7= (Table 8)o ZNHDERH &
FEESN21058D 5 b, LVFX$B L 'OFLXDMICH
EAER LEB47T8(LVFXEE218, OFLXE26%k) D
S IR BERICEE 2R D dRD Ok
A2~ 72(Table 9),

3. IEEEHEIC L DERHR

B PR A B Sl xt R AE B 14881 D /AT RS HEIC &
BEGHRANE % Table 101271 L7z, SEFIORRFR I
LVFXEE T 7281 ERN561, A58, 2R A4
Bl, ERSHITER, AHEAbELAEHERIILTES,
OFLXBETi176BIshERAH, HRH556, RRHEMT
B, EZHOW, HIEABLIFITHMEILTRI% TH o
720 MERBOBRDRICEEZIRD LN 5T

1) HEBIRREIR

EBIRDR S S h - HEEREL LTI, AR
LVFXEET89.7%(35/39), OFLXEET90.5%(38/42)
THY, FEFAETH 720 KOTENBDE -7
B2 o - REXIRIETIE, AT IILVFXET
85.7%(18/21), OFLXET56.3%(9/16) & LVFX#
DHENENE D 720D, AEEIRDONL Do
7o MDEBIZOWTIREBBA D%, HETFHR
% T 5T TITIEES Lo 72(Table 10)o

2) EEEERIRRKDR

e D EAERE BIRAR R R LA Lz ARERI,
#E Bl CLVFX#81.1% (30/37), OFLX# 74.2%
(32/43), H&ETIILVFX#94.3%(33/35), OFLX
#84.4%(27/32) L WTFN L LVFXBEDO /A EH o 72
A, TEHBOHBRDEIIEEEIRDON LD 572
(Table 11),

3) EBEE - APHEOHERRRTR

REREFIZR S RGBT OBREERRTF CAELRR
2 b AR E - ABHEDOH ERIEBRSR LR
L7zo EBEES - A0ED ) DEF T, FHHERIZ
LVFX®T81.4%(35/43), OFLXET81.3%(26/32)
EIIFMETH - 7275, HEBEHRE - SPHES L DS
Tit, AMEIILVFXEET6.6%(28/29), OFLX#
T76.7%(33/43)Tdh V), LVFXBOBRKIMIEIAHE
IR T\ 72 (Wilcoxon: P=0.025)(Table 12)

Table 5. Reasons for exclusion from clinical efficacy

Reasons Levofloxacin Ofloxacin Statistigal
analysis
Diseases not included in protocol 1 4
Disease not suited for evaluation 1
Unclear symptoms of respiratory infections 2 1
Concomitant medication with steroid 2
Concomitant medication with antibiotics 1 NS
Pre-treatment with new quinolone 2 1
Shortage in duration of medication 1
Discontinued due to side effects 1
Total 11 6
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Table 6. Patients characteristics
Characteristics Levofloxacin Ofloxacin Stanstl(.:al
analysis
No. of patients 72 76
chronic bronchitis 39 43
bronchiectasis with infection 21 16
bronchial asthma with infection 5 5
Diagnosis evaluated pulmonary emphysema with infection 1 5
by the committee pulmonary fibrosis with infection 4 1 NS
old pulmonary tuberculosis 1 5
with infection
pulmonary cyst 0 1
middle lobe syndrome with infection 1 0
male 37 43
Sex female 35 33 NS
20 ~ 29 3 1
30~39 5 3
40 ~ 49 3 7
Age (yr) 50 ~ 59 15 14 NS
60 ~ 69 24 28
70 ~ 79 18 17
80 ~ 4 6
~39 5 6
40 ~ 49 18 19
. 50 ~ 59 21 23
Body weight (kg) 60 ~ 69 1 9 NS
70 ~ 3 3
unknown 14 16
out 50 50
In/out patients in 20 25 NS
in & out 2 1
. . mild 37 44
Severity of illness moderate 35 32 NS
Underlying disease no 29 43 5
: P=0.047
and/or complication yes 43 33 X
Pretreatment with no 66 63
antimicrobial agents yes 3 1 NS
g unknown 1 2
Concomitant drugs ;:s 2(2) 4213 NS
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Table 7. Initial symptoms, signs and laboratory findings

Items Levofloxacin | Ofloxacin StatlStl(.:al
analysis

No. of patients 72 76
~ <37 33 32
37 ~ <38 27 30

Body te:nperature 38 ~ <39 1 8 NS
O 39< 1 5
unknown 0 1
- 4 3
Cough + 41 46

oug ++ 27 26 NS
+++ 0 1
- 1 2

Volume of sputum _':_ gg g NS
++ 12 13
- 1 2

Property of sputum PI\1<I/I 22 2% NS
P 41 44
- 43 43

Dyspnea + 25 27 NS
++ 4 6

Chest pain :- 63 6; NS
- 31 24

Rales + 33 41 NS
++ 8 11

Cyanosis ; 62 7;’ NS

Dehydration :_ 7 { 7‘21 NS
~ < 8,000 26 33
8,000 ~ <12,000 31 32

WBC (/mm3) 12,000 ~ <20,000 13 10 NS
20,000 = 0 0
unknown 2 1
~ <20 12 17
20 ~ <40 21 19

ESR (mm/h) 40 ~ <60 15 8 NS
60 = 14 23
unknown 10 9
- 11 11
+~ 3+ 37 41

CRP 4+ ~ 5+ 15 17 NS
6+< 4 4
unknown 5 3
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4) RREPIERRHFE

NERERICBOWTRAREITHEE SN72966 Tok
KA EERAE % Table 131278 L7z, £BITOEDE
{XLVFX B T91.1% (41/45), OFLX¥ C1i382.0%
(41/50)TH b, WMEFBORKMHEICAEEIIRD
S hol, HHENTIIRBENENRDE ) -7
Haemophilus influenzaelZ DO\ Tix, LVFXEHEDHRFE
1394.4%(17/18), OFLXBE D% N i383.3%(10/12)
T, LVFXBEOHPEERTH - 7275, WMERHOBRKR

HBRICEEEZIRD SN L H» 5 7z, Streptococcus
pmeumoniae TiX, LVFXEET100% (4/4), OFLXE X
81.8%(9/11), Pseudomonas aeruginosa Tix, LVFXEE
T75.0%(6/8), OFLX#1366.7%(6/9)DEHETH
0, H. influenzae & [Ekk, LVFXEDOHFHPEERTH -
7275, MEAEOBRMFEICAEZIZDOON L5

4. EHREHEIC L BERSE

/NE B R ERR R R A A S AER 14861 D FIGEHE

Table 8. Distribution of causative organism

Causative organisms

Levofloxacin

Ofloxacin Statistical analysis

Monomicrobial infection
S. aureus
S. pneumoniae
B-Streptococcus

ES

NS
NS

B. catarrhalis

K. pneumoniae
E. aerogenes

H. influenzae

H. parainfluenzae
P. aeruginosa

S. marcescens
Serratia sp.

NS
NS

NS

NS

W Wl =N s

Polymicrobial infection
B. catarrhalis + S. pneumoniae
H. influenzae + B. catarrhalis
H. influenzae + B. catarrhalis
+ S. pneumoniae
H. influenzae + K. pneumoniae
H. influenzae + S. pneumoniae
K. pneumoniae + S. aureus
A. calcoaceticus + P. aeruginosa
P. aeruginosa + H. influenzae

Total 45

51

Table 9. Sensitivity distribution of causative organism

MIC Treatment

MIC (ug/ml)

Statistical
Total I

of group <005 0.2]0.39

0.78

1.56| 3.13| 6.25/12.5| 25 | 50< analysis

Levofloxacin

Levofloxacin .
Ofloxacin

5
9

1
2

21

% | N

. Levofloxacin
Ofloxacin )
Ofloxacin

1

21
26

NS
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2 X BEERENE %, Table 141I7R L7z, £IERITIZ,

LVFXBE7281%, FEx5HI, A315761, L LER6H,
ERNABITHEIEIZ86.1%, OFLXBE76H5IhE%H8HI,

AHiho2l, RREHTH, EXH6H, HEAEIGITH
#HEII822% TH ), WMEAFHOBMKDRICHEEEIZ
Do ol, BEJTI, BEREIRIIBY
THRFEIILVFXE89.7% (4/39), OFLX#1%90.2%
(37/41) L ARIZRMET D » 120 BB 2P - 2R E LI
BAEIZBIT A AL, LVFXEES1.0% (17/21),

OFLX#1366.7%(10/15)T& 1), LVFXEOHHE

HED 51275, MEFAHOBKDRICEEZIZDS
Nied o7z,

5. HIRFHEIR

INE B S BRIRED R E-lixt SAEBI 148BI D/ NE B & ¥
FEAZ & B MR EMR)E % Table 151258 L7z, Bt L
i3, LVFXE£86.4%(39/44), OFLXE79.2%(38/48)
Thh, MEAROHMEAFWHRICEEZIZRDOLN
Lol

F7:, MEERICTHE SN Z105KOEREDOH
% Table 161IR L7zs ELEHOWHEEIL, H in-

Table 10. Clinical efficacy judged by the committee

Diagnosis Treatment | No. of Clinical efficacy Efficacy | Statistical
group patients | excellent | good fair poor | undecided | rate (%) | analysis
Chronic Levofloxacin 39 3 32 2 2 89.7 NS
bronchitis Ofloxacin 43 2 36 2 2 1 90.5
Bronchiectasis Levofloxacin 21 2 16 2 1 85.7 NS
with infection Ofloxacin 16 1 8 3 4 56.3
Bronchial asthma Levofloxacin 5 4 1 80.0 NS
with infection Ofloxacin 5 4 1 80.0
Pulmonary emphysema | Levofloxacin 1 1 100 NS
with infection Ofloxacin 5 3 2 60.0
Others* Levoﬂm.(acin 6 5 1 833 NS
Ofloxacin 1 1 4 1 1 714
Total Levoﬂoz(acin 72 5 58 4 5 87.5 NS
Ofloxacin 76 4 55 7 9 1 781
* QOthers : pulmonary fibrosis, old pulmonary tuberculosis, pulmonary cyst and middle lobe syndrome with infection
Table 11. Clinical efficacy classified by severity of illness (by the committee)
Severity Treatment | No. of Clinical efficacy Efficacy |Statistical
group patients | excellent | good fair poor | undecided | rate (%) | analysis
Mild I./evoﬂo?(acin 37 30 2 5 81.1 NS
Ofloxacin 44 32 4 7 1 74.2
Moderate Levoﬂoy.(acin 35 5 28 2 94.3 NS
Ofloxacin 32 4 23 3 2 844

Table 12. Clinical efficacy classified by underlying disease and/or complication (by the committee)

Underlying disease | Treatment | No. of Clinical efficacy Efficacy Statistical
and/or complication |  group | patients | excellent good fair poor | undecided | rate (%) analysis
No Levofloxacin| 29 3 25 1 96.6 | Wilcoxon :P=0.025
Ofloxacin 43 2 31 5 5 76.7 | Fisher : P=0.041
Yes Levoﬂm.(acin 43 2 33 4 4 814 NS
Ofloxacin 33 2 24 2 4 1 81.3
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fluenzae CLVFXEE, OFLXEE & $100% (% 4 20/20,
15/15), S. pnewmoniae Tix, LVFXE100% (7/7),
OFLX#90.9%(10/11), P.aeruginosaTid, LVFXE
25.0%(2/8), OFLXE44.4%(4/9)ThYH, WTho
BREICBVLWTOMEAEMICAEZIZDON LD o

o

6. ERERIEIR, PTRB L REBMOYUERE

TR, WM, WEERE, WO, PR, M,

W&o E, F7/—¥, BAKEK Bk Rits
X UCRPIZDWT, Z0HMR B L UHEE % Table 17
SR L. BRSO WCLVFXEDIHZONE
EXEEICER TV A2 P=0.007), ZhlHD
FERK, FTROBERICEH LT, MEAHOXEEICH
EERIEDON 57,

7. BWERB X UBRREMERE

1) BIfEH

Table 13. Clinical efficacy classified by causative organisms (by the committee)

Causative Treatment | No. of Clinical efficacy Efficacy | Statistical
organisms group | patients [ eycellent good fair poor | undecided | rate (%) | analysis
Levofloxacin 4 4 100
. NS
5. aureus Ofloxacin 4 3 1 750
S, pneumoniae Levofloxacin 4 4 100 NS
P Ofloxacin 12 1 8 1 1 1 81.8
Levofloxacin 0
B-Sireptococcus | ¢ wacin 1 I 100 -
Levofloxacin 8 0 8 0 0 0 100
swtotal | oxacin | 17 I 12 2 1 1 13 | O
, Levofloxacin 4 100
B. catarrhalis Ofloxacin 5 5 100 -
s | K pneumoniae Levofloxacin 0 _
E P Ofloxacin 3 1 2 100
g Levofloxacin 1 1 100
= | E. aerogenes ) -
5 Ofloxacin 0
g1, . Levofloxacin | 18 1 16 1 944
H. N
‘Eé influenzae | (\loxacin 12 1 9 1 1 833 S
H. parainfluenzae Levofloxacin 0 -
' Ofloxacin 1 1 100
P gerusinosa Levofloxacin 8 6 2 75.0 NS
- aerig Offoxacin 9 6 1 2 66.7
S marcescens Levofloxacin 1 1 100 B
' Ofloxacin 0
Serratia s Levofloxacin 0 B
P Ofloxacin 1 1 0
Levofloxacin | 32 1 28 3 0 0 90.6
b-total
sub-to Offoxacin | 31 2 3 3 3 0 07 |
Levofloxacin | 40 1 36 3 0 0 923
-total
Subtotal ) foxacin | 48 3 35 5 4 I 09 |
Polymicrobial Levofloxacin 5 4 1 80.0 NS
infection Ofloxacin 3 3 100
Levofloxacin | 45 1 40 4 0 0 91.1
T
otal Ofloxacin 51 3 38 5 4 1 0o |




1BM: T S BSE 144 B Levofloxacin® — EH AR B ER

VOL.40 S-3

111

BIVER SEMEiX RAEBI 159610 5 b, PMEEKICBW
TRIER L HE SN EB DM % Table 18127 L7z,
EIVER ORBITIZLVFXEETI36.4%(5/78), OFLXE
Ti311.1%(9/81)Tdh h, LVFXBORHEI LK
Mooy, MERFEHOBHRICEEEZIRDOLNL
hol. BMERDOWERIZ, LVFXEETIX, K&, OIF
& Fwv - e, i, AR, AR - BEEER
B AR 16T, EEREIX, BEM26, %
EA3BTH Y, OFLXEETIX, EEEHE, BM, &
Ry, TH, EWRE, 25013 THE TR - HE
BEAE 1B, RIRA2BITH Y, EEEI, BENOH,
RSB TH o720 TNOSDRIERIZV TR
Sk #d 50 RGERTHRICIGHEERZ W LER -
L7,

2) BRBREMEE

NER SRR RE M REF 1508109 &,
MEERIIBWTHRREMBEE LR & HE ShIZE
BIOWER % Table 191CR L77o BRELHRHRI

LVFX#T6.9%(5/73), OFLXETi318.2%(14/77)
TdHY, LVFXBEORBFEHIAEEIED - /- (Fisher :
P=0.049), BELHOMRIZ, LVFXBEETI, HEEZR
¥%, GPTLEH, Al-PLH, Al-P-y-GTPLH, LAP
FRAPZ1BITH Y, OFLXBETIZ, MRS IR
b % < 8%, BUNLER 4B, SFMEEEkIE% - LAP LR,
GOT'GPTLER I Z1IBITH o7z LAL, WTFhD
BRELHOBETDH Y, B LE116I(LVFXE2H,
OFLXEOF) T3k 58 T, BHMCTEREL
5 BERIEICE L7,

8. HHM

1) MEERHE

A RN RER14951I2DOWT, MEERICE
D HIE S 7K B % Table 200278 L7zo LVFXEET
1273BF B THE3G, FRL596, RRE M3,
HETRWIE, HERERIFIT, BOTEHLER
2 &b HRAEIE86.1%, OFLXE TIZ766IH D
THBE4B, FRS1H, LRERMP, ARATRWIL

Table 14. Clinical efficacy judged by doctors in charge

Diagnosis Treatment | No. of Clinical efficacy Efficacy | Statistical
group | patients | excellent |  good fair poor | undecided | Tate (%) | analysis
Chronic Levofloxacin | 39 4 31 3 1 89.7 NS
bronchitis Ofloxacin 43 5 32 4 2 90.2
Bronchiectasis Levofloxacin | 21 17 3 1 81.0 NS
with infection Ofloxacin 16 2 8 2 3 1 66.7
Bronchial asthma Levofloxacin 5 1 3 1 80.0 NS
with infection Ofloxacin 5 4 1 80.0
Pulmonary emphysema | Levofloxacin 1 1 100 NS
with infection Ofloxacin 5 1 2 1 1 60.0
Levofloxacin 6 5 1 833
* N
Others Ofloxacin 7 6 1 857 |
Levofloxacin | 72 5 57 6 4 86.1
| NS
Tota Ofloxacin 76 8 52 7 6 3 822
* Others : pulmonary fibrosis, old pulmonary tuberculosis, pulmonary cyst and middle lobe syndrome with infection.
Table 15. Bacteriological efficacy judged by committee
Clinical efficacy o
Treatment | No. of - - Efficacy | Statistical
group | patients | eragicated | PAALY eradicated unchanged | replaced |undecided | ate (%) | analysis
- dicreased
Levofloxacin | 72 38 1 5 0 28 86.4 NS
Ofloxacin 76 38 0 8 2 28 79.2
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B, HERRLIGITHEAERIL73.3%TH ), LVFXH
DERENED - 725, MERBEOFHAGICEEER
BOOLNLD 57,

2) EBREAE

FHRECLVEMEEZEMEMEL CHES R
A Rt % Table 211278 L7z, LVFXBETi736H &0
THH6pBI, FHs5Hl, AR50, AHTRV6H,
HERELIBIT, HFHKIE84.7%, OFLXETI276%4l
mEO THRP, HR496, RRHERMH, EAT
ZWSBITHRAEIZ79.5%TH Y, INERSHELR

¥, LVFXBEOAERENE,P 500, MEHED
FRBICAEERRED O dh 572,
m % 5
LVFXid= 2 —F /0y ZROREATH Y, &F
IR FERYAE IIX LIL CfEH S Tw HO0FLX (S
tIK)D—FOXFEREEK LB TH D,
AHNIOFLX & KD EA RS bV &, OFLXD
YeomdEtr ALY, Rt ANBE
OFLX L IZIZFETHAH I L X ¥, OFLXD¥ & T
EOBRBKRBF L LVEVREBEFETLIEHNTHL

Table 16. Bacteriological response classified by causative organisms (by the committee)

Causative Treatment No. of Bacteriological respons Eradication | Statistical
organisms group patients | eradicated | persisted | unknown | Tate (%) | analysis
Levofloxacin 5 5 100
S. aureus Ofloxacin 4 3 1 75.0 NS
S. pneumoniae Levofloxacin 7 7 100 NS
P Ofloxacin 12 10 1 1 90.9
Levofloxacin 0
B-Streptococcus Ofloxacin 1 q 100 -
Levofloxacin 12 12 100
Sub-total Ofloxacin 17 14 2 1 87.5 NS
. Levofloxacin 6 6 100
B. catarrhalis Ofloxacin 6 6 100 -
. Levofloxacin 1 1 100
K. pneumoniae | g xacin 4 3 1 75.0 NS
E. aerogenes Levofloxacin 1 1 100 _
’ & Ofloxacin 0
A. calcoaceticus Levofloxacin 1 1 100 -
’ Ofloxacin 0
H. influenzae Levofloxacin 20 20 100 _
’ Ofloxacin 15 15 100
. Levofloxacin 0
H. -
parainfluenzae Ofloxacin 1 1 100
P. aerucinosa Levofloxacin 9 2 6 1 25.0 NS
- aerug Ofloxacin 10 4 5 1 44.4
S. marcescens Levofloxacin 1 1 100 _
’ Ofloxacin 0
Serratia sp Levofloxacin 0 _
’ Ofloxacin 1 1
Levofloxacin 39 32 6 1 84.2
Sub-total
ub-tota Ofloxacin 37 29 6 2 82.9 NS
Levofloxacin 51 44 6 1 88.0
Total
ota Ofloxacin 54 43 8 3 84.3 NS
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Table 17-1. Improvement of symptoms, signs and laboratory findings
Treatment No. of Improvement | Statistical
Items Day P patients Improved | Unchanged | Aggravated rate (%) analysis
3 Levofloxacin 42 33 6 3 78.6 NS
Ofloxacin 46 33 11 2 71.7
Body 7 Levofloxacin 41 36 3 2 87.8 NS
temperature Ofloxacin 43 35 6 2 81.4
14 Levofloxacin 32 27 4 1 84.4 NS
Ofloxacin 32 28 1 3 87.5
3 Levofloxacin 66 29 37 439 NS
Ofloxacin 69 28 39 2 40.6
Levofloxacin 69 44 24 1 63.8
h
Coug 7| Ofloxacin 70 42 27 1 60.0 NS
14 Levofloxacin 47 34 12 1 72.3 NS
Ofloxacin 52 37 14 1 71.2
3 Levofloxacin 69 33 35 1 47.8 NS
Ofloxacin 70 37 32 1 52.9
V°L“fme 5 | Levofloxacin | 71 48 21 2 67.6 NS
Ofloxacin 71 46 23 2 64.8
sputum
14 Levofloxacin 50 37 13 74.0 NS
Ofloxacin 54 40 13 1 74.1
3 Levofloxacin 68 46 21 1 67.6 NS
Ofloxacin 70 38 31 1 54.3
P‘°P§“y 5 | Levofloxacin | 72 59 12 1 81.9 NS
o Ofloxacin 71 52 19 73.2
sputum
14 Levofloxacin 50 42 7 1 84.0 NS
Ofloxacin 54 43 11 79.6
3 Levofloxacin 27 17 10 63.0 NS
Ofloxacin 30 12 18 40.0
Levofloxacin 29 22 7 75.9
Dyspnea | 7 | ofioxacin 31 19 12 613 NS
14 Levofloxacin 50 15 5 75.0 NS
Ofloxacin 55 16 7 69.6
3 Levofloxacin 7 4 3 57.1 NS
Ofloxacin 9 4 4 1 44 .4
. Levofloxacin 7 5 2 71.4
Chestpain | 7 | 5foxacin 10 6 4 60.0 NS
Levofloxacin 6 5 1 83.3
14 1 Ofloxacin 7 5 2 714 NS
3 Levofloxacin 29 9 20 31.0 NS
Ofloxacin 38 14 24 36.8
Levofloxacin 37 20 17 54.1
Ral
ales 7| Oftoxacin 47 26 21 553 NS
14 Levofloxacin 32 17 15 53.1 NS
Ofloxacin 40 29 10 1 72.5
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LI SN D, FZ CLVFXDEH T KB IRYGAEIC
W BEMN, REeNHE L UHBEEBNICEHES
HHMT, OFLX#MBE L LT _EERLERR
EM L7, LVFXORBHEE, RREBRICEZHER
SN EM T OB RYSE (T 5 A K O B B R
BE LY, BEARLEZ 5N5H1H300mes 335
L7,

AMEEE LT, B TREREEICNT 26BN
ASEERR S BRI SR R YL (X L CHLB L
HEhTEY, »OLVFX2EBELILIKTHS
OFLX% H\ 7z, 72, OFLXOHBEHEIX, BT
SERGE I 5 ZEERLBHREBR 2 L ) A%
AHER SN TV AH1H600mgy 38 5-& L7z,

SEIDRERTIE, 165FIDBEHIL Y F1)—3h,
ZD 9 H 14860 % BRR 3R MixT RAEFI & L TERA L
2o MBEREDFRRET I, EBER - SHECH
FELRVCVTHEABBICAELRRE Y ERDOLNT, W
KRB IILALHEOERLEZEZ O, HNEAS
HEIC L AEER#HE L, LVFXBT87.5%, OFLXE
TT787% DEMETH ), LVFXBEOEHEIED -
22 DOMERBROBRMRICEEZIZDON LD
o720 FIFRMOEHT, OFLXAMMBEL LT _EF
B L 83 B% % 1T - 7-tosufloxacin tosilate (TFLX)'®,
fleroxacin (FLRX)', sparfloxacin (SPFX)!® o1& 4
TREBREEICHTHHEHEEIZENEFNS3LYS,
779%, 82.1%, F¥7-ZFDBROOFLXOAEHMEIZZI

Table 17-2. Improvement of symptoms, signs and laboratory findings

Treatment No. of Improvement | Statistical
Items Day group patients Improved | Unchanged | Aggravated rate (%) analysis
3 Levofloxacin 3 2 1 66.7 NS
Ofloxacin 2 2 100
. Levofloxacin 3 2 1 66.7
Cyanosis |7 | Gfoxacin 3 3 100 NS
14 Levofloxacin 2 2 100
Ofloxacin 2 2 100 -
Levofloxacin 1 1 100
3 Ofloxacin 2 2 0 NS
. Levofloxacin 1 1 100
Dehydration | -7 Ofloxacin 2 2 100 B
14 Levofloxacin 1 1 100
Ofloxacin 2 2 100 -
Levofloxacin 28 21 7 75.0
3 | Ofloxacin 28 1 15 2 393 |¥XHP=0.007
Levofloxacin 37 25 10 2 67.6
WBC 7 | Ofloxacin 40 2% 11 5 60.0 NS
14 Levofloxacin 33 25 7 1 75.8 NS
Ofloxacin 32 23 6 3 719
3 Levofloxacin 31 6 21 4 19.4 NS
Ofloxacin 32 6 21 5 18.8
Levofloxacin 45 19 20 6 42.2
ESR 7 | Oftoxacin 4 18 21 s 40.9 NS
14 Levofloxacin 33 22 10 1 66.7 NS
Ofloxacin 37 22 10 5 59.5
3 Levofloxacin 34 16 18 47.1 NS
Ofloxacin 33 12 19 2 36.4
Levofloxacin 47 29 17 1 61.7
CRP 7 | Ofloxacin 53 29 20 4 547 NS
14 Levofloxacin 35 25 10 71.4 NS
Ofloxacin 44 31 11 2 70.5
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#h80.2%, 77.3%, 83.6%THY, SEOBHLIZ
BRBEDLDTH -7, KBJIDOBERIEIZONT
b, MEFBEICAEZIEDONL 572, FHBE
HEIC X AAEMEIZ, LVFXET86.1%, OFLXBET
822%ThHY, MEFBOBEBKRDEIIAEZIRDS

ny, NEEESHEEITITRBEOKETH -7,
MBEFE1E, 1486196%1(64.9% ) & 1 HE~105
Bys#sh, MEERIIBWTRERARE EHE SN,
MR IXLVFX # T 88.0% (44/50), OFLX B T
84.3%(43/51)TH ) MERBRB CTHEEZIRDOLN

Table 18. Side effects judged by the committee

Treatment group

Levofloxacin

Ofloxacin

Statistical analysis

No. of patients

78

81

No. of patients with
side effects

5
(6.4%)

9
(11.1%)

NS

Upper abdominal pain
Stomachache
Heartburn

Diarrhea

Taste bitter

Eruption

Hot flushes

Feeling of hot flushes, dizziness and
heartburn

Headache
Insomnia

Insomnia, swollen of face feeling and
discomfort

Insomnia and dull headache

P— e e

Table 19. Abnormal laboratory findings judged by the committee

Treatment group Levofloxacin Ofloxacin Statistical analysis
No. of patients 73 77
No. of patients with 5 14 Fisher : P=0.049
abnormal laboratory findings (6.9%) (18.2%)
Eosinophils T 1 8

Eosinophils T - LAP T
GPT T

GoTrT.GpPT T

AP T

AlPT . y-GTPT
LAPT

BUN T

1
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Table 20. Usefulness judged by the committee
Usefulness L
Treatment No. of - Usefulness | Statistical
group patients markedly useful slightly useless |undecided| rate (%) analysis
useful useful
Levofloxacin 73 3 59 3 7 1 86.1 NS
Ofloxacin 76 4 51 9 11 1 73.3
Table 21. Usefulness judged by doctors in charge
Usefulness L
Treatment No. of - Usefulness | Statistical
group patients | markedly | o0 | slightly | coco lundecided| rate (%) analysis
useful useful
Levofloxacin 73 6 55 5 6 1 84.7 NS
Ofloxacin 76 9 49 7 8 3 79.5
Lol BERREERERBEIL160~196%DHFEATH Y

BHERITIE, H. influenzae |35 B S 7235k EHEAS
W8 L, S. pneumoniae (X 19FK58E S 7225, HEE
IXLVFXET100%(7/7), OFLXBT90.9%(10/11)
Tholo BEBD ) LLVFXBEE THHE L-6BRITE
TP. aeruginosa TdH V), OFLXEE TixfFEHt L 7-8¥k+5
BEDSP. aeruginosa TdH - 720 2D & 9 IZP. aeruginosa
D LRIZFLVFXEET25.0%(2/8), OFLXHT44.4%
(4/9) L&D 7288, FRMER OBM T B RGIE
W23t A EEREEERIC B A BT b TFLXY
14.3%, FLRX'%45.0%, SPFX'®33.3%, OFLX"®™'"
14.3~455% DHERTH ), SOOI NHIC
HABRITE BB DT R D o7

BRDEICEELRITTEEZONS, EK - TR
BLUBHEBREMEOREETIE, SHEOAMIKKT
LVFXEPEEIIEWRERL R L, ZOMOEE
DREEIZOVTIIEEETRD LN 572,

ST, BIEA#EBEIILVFXE6.4%, OFLX
B111% %, MEABBCTAEZRROO P72
LOD, LVFXBETRETH -7, ERIE, BHE, &
helF, AE%, —2—-F/7 0 FTRICHEESINT
WBHEBDTHYLVFXEFALR L DIRD LN o7,
I b BEBIIPEELT T, 5HPEKLL
TR, WYk, BRI dEE L, BRREM
RELH T, RBEFRIILVFXH69%, OFLXH
182%THh Y, LVFXBENEEIMES o720 MO
BRYSE (ST A ZEERILERAERIZ BT H0FLXD

-9 AEOBEE ZIFARETH 720 THORE
HIZB W TLVFXAOFLX & W BN TV 5 DIE, LVFX
DHEWAOFLXD Z N L FE, HREETHY, KFE
HOFLXDEETHAH I LICERTALNDLEEZLN
5,

MNEEERHEIC L HH AR, LVFXES6.1%,
OFLX%73.3% L LVFXEICHWAHENRO LML
A, MEHBOAHAMICAEEZIRDON LD 57
FHREHEIC X 2 HHME, LVFX3E84.7%, OFLX
B795% CTh ) HERBOFRAEIARZIFEOLN
T, BRAE L AR, AEESHE & IITFERROBH
Tho7,

Db E ), LVEXILBN T RERRAECH L
1 H300mg4#34%5-C, OFLX1H600mgs 31x5 & [%
DEMRE LV EVWREEERL, OFLXEI@, &
HTREEEGEICERLZER L Z2 6N 5,

X 9

1) Hayakawa I, Atarashi S, Yokohama S, Imamura
M, Sakano K, and Furukawa M: Synthesis and
antibacterial activities of optically active oflox-
acin. Antimicrob Agents Chemother 29: 163~
164, 1986
Une T, Fujimoto T, Sato K, and Osada Y: In
vitro activity of DR-3355, an optically active

2)

ofloxacin. Antimicrob Agents Chemother 32:
1336~1340, 1988
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rob Agents Chemother 26: 659~666, 1990
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To evaluate the efficacy, safety and usefulness of levofloxacin (LVFX, DR-3355) in chronic respira-
tory tract infections, we carried out a double-blind comparative study with ofloxacin (OFLX) as the
control drug. LVFX at a dose of 300mg (100mg X 3/day) and OFLX at a dose of 600mg (200mg X
3/day) were oraily administered for 14 days. The results were as follows:

1) A total of 165 patients (LVFX 83, OFLX 82) were enrolled in the trial. The number of evaluable
cases, based on the criteria of the investigators’ committee, was 148 for clinical efficacy (LVFX 72,
OFLX 76), 159 for side effects (LVFX 78, OFLX 81), 150 for laboratory findings (LVFX 73, OFLX 77),
and 149 for usefulness (LVFX 73, OFLX 76). There were no significant differences in the background
factors of the patients, except in the distribution of underlying diseases and/or complications between
the two groups.

2) The clinical efficacy rates, judged by the committee, were 87.5% (63/72) for the LVFX group and
78.7% (59/75) for the OFLX group, and judged by the doctors in charge they were 86.1% (62/72) and
82.2% (60/73), respectively. There was no significant difference between the two groups.

3) The bacteriological eradication rates were 86.4% (38/44) in the LVFX group and 79.2% (38/48)
in the OFLX group. There was no significant difference between the two groups.

4) The incidences of side effects were 6.4% (5/78) in the LVFX group and 11.1% (9/81) in the
OFLX group. There was no significant difference between the two groups. The incidences of abnormal
laboratory findings were 6.9% (5/73) in the LVFX group and 18.2% (14/77) in the OFLX group. The
incidence of abnormal laboratory findings in the LVFX group was significantly lower than that in the
OFLX.

5) The usefulness rates, judged by the committee, were 86.1% (62/72) for the LVFX group and
73.3% (55/75) for the OFLX group, and judged by the doctors in charge they were 84.7% (61/72) and
79.5% (58/73), respectively. There was no significant difference between the two groups.

The above results indicate that LVFX (100mg X 3/day) is as useful as OFLX (200mg X 3/day) in
the treatment of chronic respiratory tract infections.



