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Fif % Mat 3 3 2oz, clarithromycin (CAM) %NHEHKE L THRIEACZRWRLLEBEME FME L
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Azithromycin (AZM) 3XE7 7 4 ¥ —HHBHE - R
Lizw7u74 FREEMETHY, *OLEMED eryth-
romycin D 14 BRS 7 v ic A FVEBABFEEAAL, 15
BBrLE7H¥I54 PR~ 7054 FTHBY (Fig. 1), &K
FIRBEFEDO= 7074 FROEME LAY 7 LBHEHE,
WEMEB L U Mycoplasma, Chlamydia =3 L THWHE
EWE BT 2130, Haemophilus influenzae 5D 7 7 L
HECHLTYH, BENHBEEESREATWE™Y, &1,
BB 2EYMBERARB L UEXBTOE | HAR O
HR, METS X UERNEFAS60~T0RMERL, &
DEfMD~Y 7074 FRAEVECBAShZVERERT
35 ENELD ST,

oKL D, SEBRECHT >AALESHFS
h, 18163 BMOKRE %2FAIL T 3 —REEKABRSEM
ahi, —MEKZRTOFFRBRAECHT 2HEHERIZ
88.3% (286 B1/324 %)) THYH, DI BRI T HHH

Fig. 1.

Chemical structure of azithromycin.

1% 89.9% (98 #1/109 F) &, RIKEEKAROKED S M
Ahl:BRIFZEKBE LN,

% 7o, MRBEPGECNT ERARERNT2EHT,
Mgk EnRiCAZM D1 H250mg (Hffi) {#E¥B IV
500 mg (Fffi) BEBC & 2 HERR 2 —EHEREKICTE
WL 78R, 500 mg 5 BIRE N,

UEDORREBEE X, AROMECHT 250, T2k
B UEAK2EBNCFE ¥ 5 B® T clarithromycin
(CAM) %xifR¥E L L THRARE KL 72D T, TOHE
EWmET 5,

B, XFAKIZGCP #MFL TERL I,

I. R B »5 &

1. MEEFORESL & VS5 ROZERI

SHERADOBREICHIc> T, MEACHCERETIE
OFA~Z7074 FRINEYE D S b Streptococcus
prneumoniae B & U H. influenzae = HEBEEEZEL,
¥7:, HEZRCXAZh, BEL- L LAEVLHEEE
Tw3 CAM 2BIRL 72, CAM O - AREIRIC
sty 5 HERBROTHV SR 1E200mg (F3{f) 1
H2ME, 14 BM&ES5 L L, AZM 0BS5S BIZME A
TORERERROKEL D 1E500mg (Fffi) 1H
1@, 3HMKEEL L,

2. EHHIM L REBE

AABRII1993FE 12 A5 1994 £ 10 A £ TOMI,
LEMIBRB LUV ZOMERZEZZ L MRBER
HRE UTe, BIREAE IR, WK, %KX, BWEXK,
CRP, BMM¥RHz EH» SR DERMSHAET, »o&
OXEDOBENRTHIBREL O UPEEDOER & Lz
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—DBREDH 2 BE

2) VIERTHRARLETENIBEBIVEME L
ETHEORRER - AHEEXET2RE

3) FEBREAMAICMONERSREEN, TTLE
RoOBBLOOH 2 BE

4) FA—RRx Yy — Ficnt UBREE iz EREL
PRl Eshhct0ob s BE

5) WEREF LRI DHEELE L TH
SHICEMEFL O D BE

6) EELZWH3VIIFRERELETL8E

7 ERELIERLTVIAENODLBEB LUV
BAFOBE

8) BWMBDIHEYFMEETHTIEHL SN EE
9) REABIURKILERERZY, BRERPERT
ArrcEmERET LIRS

10) ®ofts, MBREYEMLIEARBRONRE L TR
TIL YL o BE

3. BEORK
FABROEMICKEL T, BEE LREERBAZCHR
BOAABIVGCP KEDShI-BHEHEHHEL, Bl
BEC L 3RIERB

4. FBEH

BRI 1 g2z AZM 250 mg (Hif) ¥ &8FT5H
BIANLT—T 4V TEE

AHEE3E: 1 g2hic CAM 200 mg (Hffi) 8B+ 58
7 ANAT—T 4 VI8

TR IR SR 2 120, WEREL X UNEEKICZ
hEhET 2 4B ERFITHEL 77 w RERERL,
HAeb¥2 I LIV _ESREOBREEEZML 2,
28, AZMBIUZD 7St RER 7 74 ¥ — K
WL, CAM B UZ0D77 & RFEITKERERD S
REEERIT 72,

5. EFOFD T

avbo—5— (ERERKFEEEZEEHRE $5
¥EF) 12, RBREFOBRFITHEMELERELZD X T, 4
ERS% 18 U TEESCE D), key code DR
BB L UBREDT— 5 ODFREEERIEL 120

nE, RBREAICT 2 WAFNARIR, 3 o—
F— X DE=FEHWETH 2 ERRRFEHERE (B
KHER) wBESh, HAE bICHABRER L LTHES
LTw3 Z LRSI,

6. ®‘EHE

AZMBE X 1H1E (HR%) 500mg 2¥HD3H
Bics5L, #0111 BM7 7R E2&ETHILE
L7ze CAMBEIZ1H200mg # 1H2[E (HARK, ¥

Ak), WEMBEETSILELT,

oL, MEMBECBWLWTEARRL SNEXMAT
28, TOHORSRIBARRED L BRREICRAE
REZLEL, ENIRBROORELMBRTIBHETH
2T, FARERSESLORAIR®EILELT,
28, BREFEERL 7 PTP a2 Ay, REHE
TREBMTEILICE > TIRBERFHILL /- (Fig.
2)°
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RosRME 2 WA i, RRIBURMOH N TRE 2L
LT&wa kL, 2L, |YHOKEIRDPZLLS
KBStk I EMERRBL R ETITO L E L, &
7o, UL 2WE W IRPERFCATEDORE - RE 2
ZROEHIELELT,

8. BrA¥HIB L ILE
FRBRDIMMOVERE, A704 FYHF, o7
) U8iFB L oo - —FKIMKEF (G-CSF, M-CSF)
DHERIZFERIE LTfTbiwZ kL, EXTFOAF
HHUIREHR, BH - SUEH, HABRAZ O II#
335, PUEETHALLBAR, X¥N4, BE5RR
EREFEBRBRICERT I L, kB, RAE
L THEOIDDONRIZNBIIETEZ L Ly, R
BHFP L WA L BEOFBRED D DALEIZT- T
fwZkkli,

9. fER - -FTROBESL I URE

UTORESB L UREE2D R L b, 5%
3JH%, THEBIUVUHEBCERETSE I EELT
(Table 1), FREDPBEHCERTELRVEESCIR, *

Azithromycin group

day 0day 1|day 2|day 3|day 4 day 12|day 13
After o8 00|00 00|00 00|00
breakfast ®) @) e} 'e) e} e) e)
After ololol|lolo ol o
dinner

At
0: azithromycin 250 mg 0: azithromycin placebo

O: clarithromycin

Clarithromycin group

day 0 |day 1|day 2|day 3|day 4 day 12|day 13
After 0O0(00(00|0OO0O|0OO 00|00
breakfast ) Y ® Y ® ° °
After
dinner ® [ o o o o [ )

ys
— T
0O: azithromycin placebo  @: clarithromycin 200 mg

Fig. 2. Packaging of test drugs.
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Table 1. Items and schedule of laboratory findings
Day of treatment
Item
before | day 3 | day 7 |day 14
Chest X-ray [ ) o [ o
Sputum culture [ ) @ o L
erythrocytes () [ [
hemoglobin ® [ ] L
hematocrit o o (
Blood
00 . reticulocyte [ ] [ ] L ]
analysis
leukocytes o ® o [
leukogram o ([ [ ] o
platelets [ )] o [ ]
ESR (1 h value) [ @ o [
CRP [ ] o o (
Mycoplasma THA d d
antibody CF ) o
Chlamydia antibody ) [ ]
Cold hemagglutination [ ] o
GOT o ® {
GPT [ [ ) { ]
Liver LDH ° ° °
function
tests y-GTP [ J [ ] [ J
Al-P [ ) [ ] o
bilirubin [ ] o L
Renal BUN [ ] [ ) o
function
tests S-creatinine [ J [ [ ]
serum electrolytes (] [ ] o
Others
serum phospholipid @) O @]
protein O O O
sugar O o] O
Urinalysis
urobilinogen (@) @] O
sedimentation A A A

@: Indispensable, O: Should be performed as often as possible
A: Performed if proteinurea is present
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(1) #&: FERELT1H4BEHE

(2) =mk: # (BESEEINZEE), +, —D3IK
F&

(3) ®EE: #t (=100ml/H), # (50=~<100ml/
H), # (10=~<50ml/H), + (<10ml/H), —
(kL) D5k

%, THEEZBOBEERHET S LELT,

(4) mEEMR P (BatE), PM CGREERME), M ORitk)
D 3 E&FE

(5) FRREEE: 4 (RLROBE), +, — O 3Kk

(6) Masm: +, —D 2Bk

(7) MRS EH #, +, —D IR

(8) BiAUER: +, —D 2 Kb

9 F7/—¥:+, —D2HKK
FOMOERIZOWT IR, #, +. —0 3B THE
Taz kLTS

2) HaER X #R
BREREEFIRSAKICRA Y v FTHEEbIC, BE
L-EREEFMNBRECRHET I L E L,

3) MEEHRE
RREBRDFEC & D ERREITY, EOHRERNT
oLl BhEEIXRBE LTSN EICD
wTit, BHROUMTERS DEROEEE L AZM
BLUCAM icxt3 5 MIC BIE 2= LF¥ L —> —
I THMBICITo 2. 23, MIC BIRE ik HER{LF W
o (AR 10°CFU/ml, EXFHRER
%) el

4) FERME

EREFEEB LI UL EFIEICRL I (Table
Do 5MMGCREBORMEMNSBED ShI-BE
i3, ATHERMRDEBHRAE TSI LELR, 4B, REX
B OYE XX LEMEFZSBEANEEERNERS
HE (UT, LEREFZSELERE) "E2SHCLT
fTo 12,

5) BEMER

PEAEER S RE L 78S RIRRI & L TERMBHEAT
¥ CIEBMEEL, ok, BE, RBEH, #HkXH, R
BRELEORFERE B & UNHEREF <D\ TEMZH
B/ Taz LT,

10. HEBESB L UEHR

1) HERIEYEMC X 3HE

BRI L AT 2 AR S BALART B & UARK TRIC
TRHROFEHIZDOWTHEL 2, &8, SEHMBANTIE
BRIEYEM>»IOCEBEMcIDAET S Z L2 FAIE
Lize 28, HIENTE o BER [HIEFRHE] &
L, TOWARELEH/T L E LT,

(1) HABRBALEERF OEFER

A ABRBARATOGKRAT R, M X R R B X UERKR
Bl E»S, NREBOEEE Y 8], [PEFE]
Horwix [EE] OIBRETHEL 2.

(2) E&RZNR

KR, MHXEs L UEOfORERRONB %
b [E%), 8%, TPER] 5w [ER)
D4ERBETHEL, £OHERIMICDOWTERL 7
(3) MEZMEIE
HERXBEOMRL D MK, (B L3RIH
%1, %] oz [EHXR] D4BETHET S L
EhicRAE, RREOHERIMICIOWTIEEL .
[ERR] 0BG, BRERSD (BREH) CHBRLE
EEEC L 2RAEOEECLY THRNRE] & [BX
RIER] 2XAIL T
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4) ‘oM
@ FEMER $ 7 REEKREBEOREER

REAEER % e MR EBOR LR IR L 108
B TOBREREMEESER I LREC [BE ],
[hEE], [BE] OIBRKETHEL 0. £k, BBRE
Al ORRMFEIE MBS BB Y |, [2: H5802
HY], s nb LRV, T4BELWSL
W] H50id [5:BEEL ] OSEBRETHEL ., &
B, ARBARS1I~3 DL DEHRERC L 2BIEA
T REEKREEOREER E L TEH L,

@ HEZReE

FEHERB & UBRKREERMEMOER LS VICE
OEEICLY [RIEZL ], [FEAER, BEREERY
HBEOL D], [HAER, BEREBEIHHSDERED
YD) H3 i3 [HEER, BEREERESEEDD
Dl OABRBETHEL 2,

5) HR%

BRSREBEREEZHRL [EbOTEH] (B
Al [*EA] b2z [BAMZL] O 4ERETH
EL,

2) EFAMNERSIC L 2HE

EFRNERS (FBH: =KX, kBFHe, FAE
o, NE B BE R AKEST HRBRENES X
DHRESNTWEXBKRERES L EFEHFAKEZL &
2, ERZ L FEEE OHE 21T 72,

7B, BELLEBFHEDOF—HBHIZOWTI,
HBRENERS LR D D 2 BREMICHE 2H—L 72,

(1) MEXBEEOKE

SEFOKEXBERICHL, ZKSWBEBLIA
BCH-T, 08 (EH) »5 10K (REE) £TO
11 RRETHRAL 120

2) eMmEOME

ZEF DM X MENRS L CEFIEHEAKED Lt
WMEEHEEL 2 DM, <4 377 X2HikfHREE
ARG (CF) T64fFA L, M &R mEk 5% K IC
(IHA) T320 U LERT >, XR7MMWT2HEULD
TREBDIERE~L 27X~k L, Chlamy-
dia XML BIERE 2 5 SV TRiRE LT, 28,
WS 03512 fBLALERERL, »OBELHRZERE
EAMTEY, MERORH, SMRHSLEDASH
EVWEFNIRBIFER & LT,

(3) MEHuiE MIEE

RS MMETORIE, BKATR, BEAREESLIUSS &
KHREENTHBXRERZE»S [BE], [FF%
fE], [EfE] O IERBETHUEL 2.

(4) FEGIDEEAENT EOED FKv>
HREMHES b LT, ERT L KR,
HERRR, Tt GEER, BRREME, #ELe
E) 8LUERYOEFTMEE D TEHFT LOM
DT EBRE LT, 28, BERMOHZEICIIFIRED I
RN EEEEFERL (Table 2),

Table 2, Criteria for usefulness evaluation

Adverse reactions and/or Clinical efficacy
abnormal laboratory findings | excellent good fair
No + + + - ?

mild

poor  unevaluable

W+
W+
+

[
'~

Yes moderate

severe - - - - -

Unevaluable ? ? - - ?

4 Very useful, +: Useful, +: Slightly useful, —: Not useful,
7: Unevaluable

Table 3. Criteria for evaluation of clinical parameters

Grade
Symptoms - * + L Ht
Temperature (C) <37 237~<38 238~<39 239
Cough - + +
Sputum volume - <10 ml/day (+) 210~ <50 ml/day () =250~<100 ml/day (4} =100 ml/day (4§}
Sputum type - M PM P
Dyspnea - + +
Chest pain - +
Rales - + +
Dehydration - +
Cyanosis - +
WBC (/mm®) <8,000 28,000~ <12,000 212,000~ <20,000 220,000
ESR (mm/h) <20 220~ <40 240~ <60 260
CRP —~+ 2+, 3+ 4+, 5+ 26+
(mg/dl) (0~<2) (2~5.6) (>5.6~12.0) (>12)

M: mucous, PM: mucopurulent, P: purulent
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11. fER « TR OWME

BEBIOFER « AFR 8 & UERZIR OB & 72 2 HK
REBRKICOVWT—FOEM Y, REMKEICNT
P®RE53H%, THRBI VY EBEKOUBEERD
(Table 3), MJERXMMAT R DL T b BMMEHEDAK %
bEiCFRICHBEERD 2,

12. H&B X U7 — 5 OFEIT

FEEG O MR LOMY HEREHR, 3~ bo—
7 — AR EIT o o, TENMEEE ZEKRR, HHE
MR, BERLES L UERY L L, MKYR, &
BRLEB L USHMIC DV T it Wilcoxon 2 AR
E, HIEPRRRIC DOV T i Fisher DEERXE % H
WTERKBMOLLB 217> e 22721, MEREARIRIC
BT DHRF IR RO REF D 5 b &4 EMR
HEAIE AR [HEA+ERR] 22FLLTHBEL L,
HREFRBRIRBARIC O TEHBIICRL, &
HFOEABMORD IOV TRNL 2, BIRKFEMEE
BRMEAERS L UBERREBOREEM 2L LT,
FEHERS X UBKRREBORELTHIC DL TIRERT
I EEHBERNC#EEH L, Fisher DEBEREEE2HWT
REEDOHBEITo 720 X 5 ICEIRBIBET & L TEKY
RIAEBH, BEEEKF, HEREKR - AHEORHER B X
UERERLAIT, MEEHOR IS OEE CREHM
WEfTole &8, RECBI2EBRARIIBELRIC
DWW TIIFEMAI15%, EhMicowTIRERIS%E L,
FERME (pfE) 2EHELL, SS5XEWERZED 95%13
BEXMEEH L, £, BB CHL TREERE
(A) %210% & L-BRABEZEMORH 21T 12,

II. &2 8% B ",

1. SERUEFISEB L CEA DR D Hi»

ERMIN163FID> b HBKBER 4 5, ABRBEK
BRi»S5DAT7 o4 FHAIH (NRAKB1A%2S
o), MOBBRERICARREFB L 15, HERLIR
16, HABRERES 16, VIZAUBEREDR T2
3BIB L URTREDD - 7 REFETFIFIETTRTO
ESHRIT D SR S Rz,

%72, MRNEE 20 B, BPERTEHE (ML
TERRER &) 5618 L UTHYIES (EmEBORE
X o TEZFFELSREE) 2 BIERRRNR DL S
Z T2 R=F (AN

Z2MBL T, REBOBERRESKESKRT (b
1) HORI% 3 BURKRITbh TwiRw 3818 X UK
ENTRVIZSREFHCREDD % 4 B28, BHRRE
EDOEHFT» S S LT,

28, BIFEAE  BERREEORELHHIDO SN
THEFIOBIELR S 13T X TEFHTIZ 128, BIfERH
ZHoNT, BKREMIETIFITL SBRA ST 56
DEFEREE X [HETE] & UTEF#ETD SBRA X
hz,

BRI A E I > TEFADI D HV8R
Eénﬂ:o

UEDZ L EFEEZITV-MML 2, EDOKBR, B
FERhRYIE 122 51 (AZM B 59 5, CAM K636, M
TR YISE 149 B (AZM B2 74 5, CAMB 75 6Y), &
R (NHE 142 5 (AZM B¢ 72 B, CAM B¢ 70 87),
HMiERSEYEL445 (AZMB2H, CAMKT2
7)), ARMYEI21H (AZMEE59 81, CAME62
Bl) HIBATIRE STe, ¥7e, FMEEOMMTERNGIRIC
B\ izAsshieh»ote (Tables 4, 5).

2. WRATF

BRI DA & 122 GO W IREF 2 MM T8
L7z

KR ONIR MBS % 10880 (AZM B 51 84,
CAM #5781, ~4a 7> X~A 116 (AZME6
#l, CAMESH), 773 7M#&16] (CAMEI1
Bl), REML2H (AZMBE26) THD AEMCR
DizAaponizhrol, £/, CAMBICERER - S
iE (Y] OER, BERESSVLEMSL L UM 7 HFH»®
BREINTEFANS L, TRTN@MBEMICED (XRE
B SHECE &K P=0.004, KEZDPp=0.013, ME>
Hp=0.104) B8& 6N, EDOMOEAHTIRIRD i2H
sz oie (Tables 6~8),

3. BERESB L URAIBRZN

ERRZN R ORI R 122 B, ERELSHEA L 1M

Table 4, Case distribution

No. of No. of S'a::t'“l
patients patients (Fisher's
excluded evaluated !

exact text)
total 41 total 122
Clinical ] || NS
efficacy AIM 2271 AZM 59 (P=0.592)
CAM 19| [{CAM 63
total 14 total 149
_Adverse | NS
reactions |AZM 7 AZM 74 (P=1.000)
CAM 7| |CAM 75
total 163 total 21 total 142
Ll Laboratory | NS
AZM 81 findings AZM 9 AZM 72 (P=0.641)
CAM 82 CAM 12 |CAM 70
total 19 total 144 NS
—Safety —AzZM 9[1AZM 72 (P=1.000)
CAM 10| [CAM 72
total 42| | total 121 -
— Usefulness — AZM 22 AZM 59 M (P=0 723)
CAM 20| |CAM 62

AZM: azithromycin, CAM: clarithromycin
NS: not significant
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Table 5. Reasons for exclusion from evaluation
Reasons Number of patients Ch‘mcal Adverse | Laboratory Safety | Uefulness
total | AZM | CAM | efficacy reactions | findings
Violation of cut off date 1 0 1 X X X X X
No dosing 1 1 0 X X X X X
No return after first visit 3 3 0 X X X X X
Violation of administration protocol 1 1 0 X X X X X
Insufficient washout following participation in another study 1 0 1 X X X X X
Serious underlying disease 4 1 3 X X X X X
Ineligible disease 16 | 10 | 6 X @) O O X
Ineligible disease + Deficient laboratory data 3 1 2 X O X X X
Ineligible disease+Development of adverse drug reaction 1 1 0 X O O O O
Unclear symptoms of infection 5 1 4 x O @] @) x
Insufficient confirmation of disease under study 2 2 0 X (@) O O X
Starting steroid use immediately prior to study entry 2 1 1 X X X X X
Ineligible disease +Starting steroid use immediately prior to study entry 1 0 1 X X X X X
Violation of required laboratory schedule 1 1 0 O O X X X
Deficient laboratory data 1 0 1 O O X X x
Violation of required laboratory schedule+ Development of adverse drug reaction 2 0 2 O O X O @]

AZM: azithromycin, CAM: clarithromycin
QO: evaluated, X: excluded

Table 6. Patient baci‘cgrounds (1)

Treatment group AZM CAM

Statistical
No. of patients —_—
Item 63 test
Bacterial pneumonia 51 57
Diagnosis Mycoplasmal pneumonia 6 5 NS§?
48n! Chlamydial pneumonia 0 1 (p=0.348)
Atypical pneumonia 2 0
Severit mild 41 41 NS®
y moderate 18 22 (p=0.605)
Sex male 31 27 NS®
female 28 36 (p=0.365)
~19 1 1
20~29 6 7
30~39 8 6
40~49 6 8 NS»
Age (year) o oo 9 10 (p=0.83)
60~69 13 19
70~79 14 8
80~ 2 4
~<40 5 4
40~ <50 18 16
. 50~ <60 15 18 NS¥
Body weight g7 <79 5 9 (p=0.404)
(kg) 70~ <80 20
80~ 2 3
unknown 12 13
l{nderlymg absent 40 2% _ )
disease or p=0.004
S present 19 37
Complications
Pretreatment absent 4 50 NS?
with present 11 12 (p=1.000)
antibiotics unknown 3 1

AZM: azithromycin, CAM: clarithromycin
NS: not significant

» Fisher’s exact test,  x?*-test, ¥ Wilcoxon 2 sample test

13326 (AZME1564), CAMB17H) THDH, D
5 b HMEERALIE AZM B 1261, CAM B 1581, B
BRRIZAZME IS, CAMB2HTH -1z, BMHE
BBz 817 28K 81331 Staphylococcus aureus, S.
pneumoniae, H. influenzae i ¥ ThH-olds, Zh ol
REOSMCHBMTHEERZRBYI ZAOL Do T
(Table 9),

BRED S b MIC DRIE %17 1Btk id AZM B 12
%, CAMEIRDBE 21K TH o248, 2D MIC
FCHABHMTERZIRBY XA S5h» o7 (Table

10),
4. BRERZHR
1) EREKZIR

BEARZIRZ AZM BE 59 B, %] 105, [H%h)
8%, BLU [EHM] 1BITH- 7z —F, CAMEE
63Tz [EX 104, [HR] 476, [LHER] 3
Bl XU [#2] 3FTHD, MBEMCEREZRASN
o7z (p=0.325),

$7:, B%E (%) + (8% 08®4) 13 AZM
B£98.3% (584 /59%1). CAME£90.5% (57 #1/63
Bl) THD, A=10%DREFMREDER LD, AZM
DCAM it 3 2K EFEBRIE S Nz (p<
0.001), EXEDZDNBEHEXMIZ (—0.5%,
16.2%) T#® -7z (Table 11),

%8, CAM OBEICHERE (Klebsiella pneumoniae)
OMEL-26 (AZME 16, CAMEL1H) 2Bwv
LEMEIXAZME.3% G7HI/5848), CAM B
90.3% (56B1/62%) THbD, ZOEFIZBWT bR
MICEEZRAoNE» o5 (p=0.227) 23, AZM D
CAM izxt 3 5 ERRBIRIEMIRIE S 1tz (p<0.001)
(Table 12),
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Table 7, Patients backgrounds
(Primary symptoms and signs) (2)

Treatment group AZM CAM

Statistical
No. of patients - test
Item 63
~<37 11 14
37~<38 38 k| N§»
Temperature 3B~ <39 6 9 (p=0.767
() 39~ 3 5
unknown 1 1
- 1 0 »
Cough + B 0B (p-Nosta)
+ 3 3 o
— 10 4
+ a1
Sput
putum + 6 29 p=0.013
volume
# 1 2
+H+ 1 1
M 12 8 NS»
Sputum type PM 2 2
P 1 2 (p=0.163)
— a4 .
Dyspnea + 1 15 (p _{‘I 05379)
+ 1 2 o
— 44 51 NS®
" .
Chest pain + 15 12 (p=0.513)
— 27 21
+ 27 34 p=0.104*
Rales + 4 8
unknown 1 0
) — 58 60 NS»
Dehydration + 1 3 (p=0.620)
) — 59 63
Cyanosis + 0 0 No test

AZM: azithromycin, CAM: clarithromycin
NS: not significant

Y Fisher’s exact test, ¥ x“-test, ® Wilcoxon 2 sample test

2) ERREIROE5 et

(1) ZBRIERKER

ISR R 203 2 FRIE IE AZM ££ 98.0% (50 #l/
51410), CAMB£91.2% (52 %1/57 #l) TH Y HmEER I
FEEZERA OIS,

A4 277 XRICNTT HEERZIERIZ AZM BTk
6B, (2] 26, [HZH] 461, CAMBTIZ56)
th, [E%h] 26, (B 2BIBL U [RER] 15
ThYHEECEEREZERA SR> T2,

¥/, 273V T7HRBCAMBIC 16, RAA
BAZM B 28A S0, WFRbLERLLETH-
7= (Table 13),

(2) HEEEFEKRZIE

BEFTOERFIZ AZM B 100% (41 #1/41 1),
CAM #92.7% (38 8B1/4141), HEIELITIZ AZM #
94.4% (17#1/18 %)), CAM B£86.4% (19 #1/22 &)

Table 8, Patient backgrounds (laboratory parameters) (3)

Trestment group AZM CAM

Statistical
No. of patients —_— test
Item P 63
~< 8,000 22 25
WBC 8,000~ <12,000 25 23 NSY
(/mm?) 12,000~ <20,000 10 13 (p=0.642)
20,000~ 2
~<20 6 6
20~ <40 15 20 NS®
ESR 40~ <60 9 1 (p=0.47m)
unknown 3 3
~< 2.0 2 10
CRP 2.0~ 5.6 22 20 NS¥
(mg/dl) > 5.6~ 12.0 17 18 (p=0.175)
>12.0~ 18 15
1 1 0
2 8 13
3 29 25 NS»
Chest X-ray 4 M7 (p=0.92)
5 7 4
6 0 4

AZM: azithromycin, CAM: clarithromycin
NS: not significant
Y Fisher’s exact test, ¥ x*-test, ¥ Wilcoxon 2 sample test

Table 9. Distribution of causative organisms

Fisher’
Causative organisms AZM | CAM *
exact test
;‘J:;’i;e S. aureus 3| 2
cocci S. pneumoniae 7 9
Monomicrobial -
C ETAM |y catarvhalis 1
infection negative .
.| H. influenzae 1 3
bacteria
other C. psittaci 1
Sub-total 12 15
S. aureus + K. pneumoniae 1
Polymicrobial | S. pneumoniae + M. catarrhalis 1 NS
infection S. pneumoniae + H. influenzae 1 1 (p=0.645)
K. pneumoniae + H. influenzae 1
Sub-total 3 2
Total 15 17

AZM: azithromycin, CAM: clarithromycin
NS: not significant

THY, BEF, FEEFOVLTHICE VT H IR
BEZERA 5257 (Table 14),

(3) HEBER - SOHHEDHEFIEEKREE

EBERE - 0HE (2 L] T AZM B 97.5% (39
Bl/40 B1), CAMB£96.2% (2581/2680), TH0 | T
X AZM #£100% (1961/19%1), CAM B£86.5% (32
BI/376) OBE#METHY, [RL]), [H0] dwFh
KBWTHHERCEEZERAON Mo (Table
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Table 10. Susceptibility distribution of causative organisms (Inoculum size 10°ells/ml)

Tested Treatment MIC (ug/ml)

Tot:
100 >100

Statistical test
(Wilcoxon 2 sample test)

drug  group £0.0250.05 0.10 0.20 0.39 0.78 1.56 3.13 6.25 12.5 25 50
AZM 1 2 1 2 1 1

AZM 2 1 1 12 NS
CAM 2 2 1 1 1 2 9 (p=0.371)
AZM 2 3 1 1 2

CAM 2 1 12 NS
CAM 1 1 1 2 1 1 1 1 9 (p=0.185)

AZM: azithromycin, CAM: clarithromycin
NS: not significant

Table 11, Clinical efficacy

Cinical efficacy

Statistical test

Treatment  No. of rftf:";;z;,‘ Wilcoxon  Test of clinical equivalence (4=10%)
group  patients excellent good fair poor (95% CI) 2 sample  Efficacy rate difference (AZM—CAM)
test (90%ClI of the difference)
AZM 59 10 48 0 1 58/59 (90.::6.,3?%0%) NS p<0.001
90.5% (p=0.325) 7.8%
CAM 63 10 47 3 3 57/63 ' (—0.5%, 16.2%)

(80.4%, 96.4%)

* (excellent+good) /No. of patients
AZM: azithromycin, CAM: clarithromycin
NS: not significant

CIL: confidence interval

Table 12, Clinical efficacy (excluding organisms not indicated by clarithromycin)

Clinical efficacy

Statistical test

Efficacy
Treatment  No. of rate (%)* Wilcoxon  Test of clinical equivalence (A=10%)
group patients excellent good fair poor (95% CI) 2 sample Efficacy rate difference (AZM—-CAM)
test (90% CI of the difference)
98.3%
1

AZM 58 10 47 0 57/58 (90.8%, 100%) NS p<0.001

03%  (p=0.227) 8.0%
CAM 62 9 47 3 3 56/62 ) ' (—0.5%, 16.4%)

(80.1%, 96.4%)

* (excellent+good)/ No. of patients
AZM: azithromycin, CAM: clarithromycin
NS: not significant,

CI: confidence interval

Table 13. Clinical efficacy by diagnosis

Di . Treatment  No.of Clinical efficacy Efficacy Statistical test
iagnosis group patients excellent good fair poor rate (%)* (Wilcoxon 2 sample test)
Bacterial AZM 51 7 43 1} 1 50/51 (98.0) NS
pneumonia CAM 57 7 15 2 3 52/57 (91.2) (p=0.339)
Mycoplasmal AZM 6 2 4 0 0 6/ 6 NS
pneumonia CAM g 2 2 1 0 45 (p=0.838)
Chlamydial AZM 0
. No test
pneumonia CAM 1 1 0 0 0 1/1
Atypical AZM 2 1 1 0 0 2/ 2
. No test
pneumonia CAM 0

* (excellent+good)/ No. of patients
AZM: azithromycin, CAM: clarithromycin
NS: not significant
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Table 14, Stratified analysis of clinical efficacy

Item Treatment No. of Clinical efficacy Efficacy Statistical test
group  patients excellent  good falr poor rate (%)* (Wilcoxon 2 sample test)
, AZM 4 4 37 0 0 41/41 (100 ) NS
_ mild CAM 4l 6 32 2 1 38/41 ( 92.7) (p=0.832)
Severity AZM 18 6 11 0 1 17/18 ( 94.4) NS
Moderate — - M 2 ‘ 15 1 2 19/22 ( 86.4) (p=0.214)
AZM 40 9 30 0 1 39/40 ( 97.5) NS
Underlying absent T oAM 2 8 17 0 1 25/26 (96.2) (p=0.544)
c;mp,ic,t‘:;n Y 19 1 18 0 0 19/19 (100 ) ( :;sm)
CAM 37 2 30 3 2 32/37 ( 86.5) p=0.

* (excellent+good)/ No. of patients
AZM: azithromycin, CAM: clarithromycin
NS: not significant

Table 15. Clinical efficacy stratified by causative organisms

Clinical efficacy Statistical
R ) Treatment| No. of Efficacy test
Causative organism R .o .
group | patients | excellent| good fair poor rate** (%) (Wilcoxon 2
sample test)
S aurous AZM 3 1 2 3/ 3 _
(I.:: ’ CAM 2 1 1 2/ 2
C S. preumoniae AZM 7 1 6 771 _
- preumon CAM 9 1 7 1 8/ 9
AZM 10 2 8 10/10 (100 ) _
sub-total CAM | 11 2 8 1 10/11 ( 90.9) S (#=0-636)
. AZM 1 1 /1
M. catarrhalis -
Monomicrobial ﬁ CAM 0
infection | B | . . Sluenzae AZM 1 1 /1 _
’ CAM 3 1 2 3/3
AZM 2 2 2/ 2
sub-total CAM 3 1 2 33 -
C. psittaci AZM 0 _
L CAM 1 1 /1
AZM 12 2 10 12/12 (100 )
- l =
sub-tota CAM 15 4 10 1 /15 ( 83.3) NS (P=0-788)
S. aureus AZM
+ K. pneumoniae CAM 1 1 1/1
S. pneumoniae AZM 1 1 1/1
+ M. catarrhalis CAM 0 B
Polymicrobial S. pneumoniae AZM 1 1 1/1
infection +H. influenzae CAM 1 1 1/1 -
K. pneumoniae AZM 1 1 /1
+ H. influenzae CAM 0 -
AZM 3 3 3/3
sub-total CAM 9 1 1 2/ 2 —
AZM 15 2 13 15/15 (100 )
Total =
2 CAM 17 5 11 1 16/17 ( 94.1) [NS (P=0-489
AZM 14 2 12 14/14 (100 )
Total* _
. CAM | 16 4 1 1 15/16 ( 93.8) > (P=0.735)

* excluding organisms not indicated by clarithromycin, ** (excellent+good)/ No. of patients
GPC: Gram-positive cocci, GNB: Gram-negative bacteria

AZM: azithromycin, CAM: clarithromycin

NS: not significant
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14),

(4) ERERHBIOHEKRR

BREORHEN326 (AZMBE 156, CAM#
178)) OFERHEIZ AZM BT 100% (15 41/15 #1),
CAMBTIZ94.1% (168/178) TH O MBEMH
BEzrashihok,

¥ 7z, CAM DM HREH MG L 7-5ES DERKRN R
XAZM B 18k B3], CAMEOD 16z [#¥2)
T#- 7 (Table 15),

5. MEENR

BERR ORI RER DS b, BRAEHHE SN
328 (AZME 158, CAMB17#) OMEEan R
ERA L, MAE (THE] + [ERR] 0oWE) 11

AZM B£86.7% (13 81/15 1), CAM ¥ 88.2% (15 81/
176) THH, MHMCERBIZASA LGN, %
fo, BMBRAPIOMERICBLT Y, MEMCEEE
Badhihot, %6, MKEBRRFIZSHATHD,
AZMBETIZ 3Bk 1 Bt [k ), CAMBETIX 2L
biz [HK] THoTe,

CAM OHMEHBMHRE L7z 2 Flizn 3 h o AKE
BEFATHY, AZMBEO 112 (B % 72 i3B2H
%], CAMED 1Mz Mkl Thot, b2
PROCEABEOMARIZ AZMEE92.9% (1341/14
%), CAMB£87.5% (1481/1641) TH>7: (Table
16),

6. fER - TR, BERREESB L VS XRATROK

Table 16. Bacteriological efficacy stratified by causative organisms

Bacteriological efficacy Statistical
Causative organism Treatment No.. of ldecreased o Ellmn'r:a?on .t&st '
group | patients | eliminated | partially |replacement| unchanged | rate®* (%) (Fisher's
eliminated exact test)
S aurens AZM 3 3 33 ~
g : CAM 2 2 2/ 2
(o} . AZM 7 7 717
S. pneumoniae CAM 9 7 1 1 | 9
AZM 10 10 10/10 (100 ) =
sub-total CAM 1 9 1 1 911 (18 | #0470
M. catarrhalis AZM ! ! V1 -
Monomicrobial ﬁ’ CAM 0
infection | B H. infl AZM 1 1 /1 _
- tnfluenzas CAM 3 3 3/ 3
AZM 2 2 2/ 2
sub-total CAM 3 3 3/ 3
C. psittaci AZM 0 _
- psittact CAM 1 1 V1
AZM 12 12 12/12 (100 ) _
sub-total CAM 15 13 1 ! 13/15 ( 86.7) NS (p=0.487)
S. aureus AZM 0 _
+ K. pneumoniae CAM 1 1 1/ 1
S. pneumoniae AZM 1 1 1/1 _
+ M. catarrhalis CAM 0
Polymicrobial S. pneumoniae AZM 1 1 0/ 1 B
infection + H. influenzae CAM 1 1 1/ 1
K. pneumoniae AZM 1 1 0/ 1 _
+ H. influenzae CAM 0
AZM 3 1 1 1 1/ 3
sub-total CAM 2 2 2 2 -
AZM 15 13 1 1 13/15 ( 86.7) _
Total CAM 17 15 1 1 | 15017 (ss.2) |NS P=1.000
. AZM 14 13 1 13/14 ( 92.9) _
Total CAM 16 14 1 1| 14/16 ( 87.5) NS P=1.000)

* excluding orgaanisms not indicated by clarithromycin
** (eliminated +replacement)/ No. of patients

GPC: Gram-positive cocci, GNB: Gram-negative bacteria
AZM: azithromycin, CAM: clarithromycin

NS: not significant
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5

HRER « FTR, BRRREMES L UM X AR RO
5Bk 3 Bk, 7 H%, 14 HRORME £ MM TR
Lico BRI SMMBATICEEBIL, | EIPELA Lo L
TAERI R L L, SR B8V TREMKERTD S D
iy [EX-ER] 702 [BYE-BY] THoed
D, HRLSMOTHBIRERHL 2o RN LT
TOEBE2WITHBEMcEEEZRAON -
(Fig. 3)»

7. &M

1) BEAEER (BIfER)

REASER (BITER) OB s ERIZ AZM BT
4Bh 38 (4.1%), CAMBTIZ 75 8¢ 54
(6.7%) THH, MHMCERZRASNE, ST,

EROWRIZ AZM HTRES, KE ZFHERSE L
#l, CAMBTIIES, KBOME - ¥, HEN-E
B, BT, R - BEHREEE - RETRSE 14T
bolo BEROTHOVBELOLFEETHY, BB
EBE50KRT (Pib) %, 2EROMHESEREATY
% (Table 17),

2) EBERREEORELE)

BRAREMEOREEENED S5 ERIZ, AZM B
TR72H$ 158 (20.8%), CAMBEETIZ 7064 15
Bl (21.4%) THY, MEMCEEZRA 50k d o
2o DWERIZ—@M OiF KNS, GOT, GPT 0. L
AnFELbOTHD, CAMED 1 HlichZED GOT,
GPT, »GTP O LA »EH > izds, BIFRETIRIE
HIZHEHL Twi- (Table 18),

3) BREReE

BERZLEZAZME TR 2D RIEZL ] 5
B, [BEFEER - ERREEREIBEEO LD 14 6,

[HEAER - BRREMRESPEEOLD) 2HITH
D, L% ([MEZL] OWE) 1277.8%THo 7
¥ 7z, CAMBTI726% (MM~ L ) 536, [HMF
R - BKREMRKSBEDS D] 165, [HAE
R MEMEMBYELNEEROLD] 3ATRLER
73.6% THD, MHMCABREZRALONZL O
(Table 19),

8. HRAK

AR L 7o EHIC b & T THIE S WAtk R AZM
BTIR59BIG, (b THMA) 86, [HAJ 484,
[PoHA] 1FBIU (ERA%ZL] 2HT, FR%

Table 17, Adverse reactions

Treatment group

- AZM CAM

Item Severity
Worsening of rash - Fever moderate 1
Rash mild 1
Rash moderate 1
Nausea - Constipation mild 1
Abdominal discomfort mild 1
Loose stools mild 1
Fever - Abdominal distension *

. moderate 1
Appetite loss
Floating feeling moderate 1
No. of patients evaluated for adverse reactions 74 75
No. of patients with adverse reactions (%) (4i) (G,ftl)
Statistical test (Fisher’s exact test) NS (p=0.719)

AZM: azithromycin, CAM: clarithromycin
NS: not significant

Table 18. Abnormal laboratory findings

Treatment group

AZM CAM
Item
Clinical |Days N:“:lm::i/nts Improvement rate (%) Slﬁ:i;l‘ical WBC| 2 1
ateran [eam [0 10 20 30 40 50 50 10 80 so 1ol gheonen] Basophil 1 1
3 | 40748 | 38/50 ale INS (p=0.799) Basophil 1 - Eosi it -
Temperatare | 7 | 44/48 | 43/50 \ INS (p=0.600) oP T osinophil T - GPT1 1
14 | 45/48 | 45/50 a &) INS (p=0.9%) Eosinophil 1 2 5
3 [ 30/58 | 31/63 ] NS (p=0.421) i it -
Cough | 7 |48/58 | 46/63 "\r\ NS (p=0.482) Eosinophil T - GPT 1 1
14| 51/58 | 53/63 A INS (p=0.753) GOT1? 2
3 [ 22/49 | 28/60 ) NS (p=0.628) .
Soutum 7 | 3149 | /60 ‘\‘\‘f NS (p=0.625) GOT1 - GPT? 3 3
oume | 14| 41/49 | 45/60 e NS (p=0.214) GOT?t -GPT?t - »GTP1? 1
Soaum | 3 | 31749 [ 38760 Y INS (p=0.219)
b 7 | 45/49 | 52/60 .\\ NS (p=0.16) GOT?t - ALP1 - yGTP1? 1
vpe 14| 49/49 | 55/60 29 NS (p=0.627) GPT1 3 1
3 [ 2/31 | 25/42 . INS (p=0.309)
Rales 7| 30/31 | 37/42 H\I INS (p=0.577) yGTP? 1
14 | 30/31 | 37/42 4 &[NS (p=0.774) Protein in uri
T @i < AS -0 rotein in urine t 1
WBC 7 | 31740 | 32742 NS (p=0.897 ; ;
14 | 36/40 | 35742 e | NS (po0.529 Urinary sediment (RBC) 1 1
3 [ 12/53 | 16/58 .| NS (p=0.608) :
ESR 7 | 29/53 | 25/58 D NS (bo0.441) No. of patients evaluated for 7 ”
14 | 37/53 | 35/58 -l INS (p=0.267) laboratory findings
3 [ 45/57 | 36/54 2o ;«é (p=0,45;;
CRP 7 | s8/57 | 50754 \r\ (p=0.16 No. of patients with
14 | 57/57 | 52/54 a¥ NS (p=0.232) patients wi aobnormal 15 N
@ 3 [ 36/59 [ 31/63 rre— NS (p=0.965) laboratory findings (%) (20.8) (21.4)
i 7 | 54/59 | 56/63 "‘ NS (p=0.854) —
8] 14 ] 56/59 | 58/63 INS (p=0.493) Statistical test NS
AZM: azithromycin, CAM: clarithromycin (Fisher’s exact test) (p=1.000)

NS: not significant AZM: &—@ CAM: a------ A

Fig. 3. Clinical parameter improvement rates.

AZM: azithromycin, CAM: clarithromycin
NS: not significant
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Table 19, Overall safety
Safety Statistical test
Treatment No. of adverse reactions and/or Safety rate*

(95% CI)

group patients o problem abnormal laboratory findings Wilcoxon 2 sample test
mild moderate severe
77.8%
AZM 72
56 u 2 0 /72 (6.4%, 86.7%) NS
73.6% (p=0.545)
CAM 72
53 16 3 0 /T2 (61.9%, 83.3%)

*no problem/No. of patients

AZM: azithromysin, CAM: clarithromysin
NS: not significant

CI: Confidence interval

Table 20, Usefulness

Usefulness Statistical test
Treatment No. of - Usefulness rate*
group patients u‘;:;y | useful s:i;gly not useful (95% CI) Wilcoxon 2 sample test
ul

94.9%

AZM 59
8 8 ! 56/59 (85.9%, 98.9%) NS
9 (p=0.165)

CAM 62 6 48 4 54/62 87.1%

(76.1%, 94.3%)

*(very useful +useful) /No. of patients
AZM: azithromysin, CAM: clarithromysin
NS: not significant

CI Confidence interval

TEbHTHA] + [BH] 08&) 1394.9%TH-
teo 27, CAMBETR62Hth, (b TER] 6
g, TEH] 486, [CER] 48, [EAM%ZL] 4
PICERARIZS.1%TH Y, MEMERERALSN
o7z (Table 20),

I, = 3

AZM RME R L HEBAS60~T0 M L b TR
<™, 1H1EH3BEOKETCHREDY 7T 74 FRI
&YE % T~14 HEBRE L -84 L RZEOBKZR S
HIxhTws,

FHTRINE TCHNE, AEL, ERAR, EWE,
HAmge, s - OEARS X CHRERVE SIS CHRIK
REMERI N, SERLE T 2EN 2R HER
EhTw3®, £, U AMHRAMKEXL (DPB)
PRRICEIRESEDORR (250 mgx2/:BX3 »A) 1T
bh, 84.6%DEMESBON, BEHTBLTLRK
DRV I EMHEREIN TV,

SERXZ 1Z AZM Otk icx 3 2 B8, Lelsk
UERY%2FMT 2 BT CAM 2BEL LIt HE
HEREERL 72,

ARERIC BL TEBINTBEFIEIL 163 B TH > 1z
28, EEERBHE ORI R S 1, FRETOBRET 41 6
g, FOELERIFAROLBY TH 225,
HROZDEODHBR LKL TZOHEFTVWERDbN
3, HEROBIMELEBARBRICB VLTI, —HROERL L

TERAADBERS ENIHERN IR 5~ EBCEAT S LW
IFBZAVERIED-HEITHDE, ZDZ LR, b
0 B TBBIER H 2 > i3 THITIEWER b R E L
THAIND Z LTy, BRONCIEICRE 285 L
EASFEHEI N T LABETE -T2, Nl
EOBBRIIBLTIR, ZOBEMBEORALDOAD»S,
BEEENTHCBBINTOLRVLEET, SRESE
WHND T EHHL, BITK > TTBEBEEHHEAT 3
ZEHEEELTABNTWVE, DT LHAKI, 2
BERUEBZVILELTY, IhoER®FHiixR
N 1B ETHEREE I BT /4 XHBBATZ I L
EixonhTwad, ZORY, MEEFEC BT 5 RN
DERD—DIZE>Twiz, FERTCRFMELLTY
BERLDICTEIL, $REFNCL->TEIVEEIDE
WEMFM S5 Z L 2B, 7o b -1 EO#EG
EEEL X DEFICESTLDD, REFICHL T+
HEMR Iz, ZORERABPOBRNABBHEL 2biF T
Hb, TDXICHRDIDE S RIBBICHL, LD
BAGIBREE L BB IND iR, FbohOE
KBRAGIBRES Z L TH D, FRBRICBVLTIRED&
SKRI/Y BBOOSNEhoTz, LIL, TOFENTR
TOETELVLERKIETER Y, LzdS>TUT, K
BCowTR, XHKICEBEREPOIC, BALXH
1BID D bRROAETRFHENRICAZ EEZ >N S
EREMZIREOSERELDD, EEE2TTH
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Vi,
HREATFCREREKR - AHEOHR, BEREB LU
ME 7 FCHBEMCRI A SN, LhL, BEER
CRAHEMCREY BASATuRL, i, [LHEY]
BIU (%] OEFACEET L L, AZMBOKY 1
BIOBKRFOEHE R [#] THY, *OEERIITEH
EThoteDONL T, CAMBOFH OEERIZ
(=126, T+] 16, THl2BBLU [#] 1B
BLTwl, &7, s 6 HIOEER IZBE3F, F
FEIFTHY, »oEEE L BEFEE L OMICHEMMN IR
BoHohighote, S5 XEERTHIIL -EED
Breslow-Day ME T3 #E &k & ¥R OMICARLKXE
ERRTEDSNT (p=0.261), BEEICOWLTHEL
7z Mantel-Haenszel B T3 BN IcE M 20800
shte (p=0.049), Lo LgsdomEkic o TiH%E
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The efficacy, safety and usefulness of a newly developed oral macrolide antibiotic, azithromycin
(AZM), for treatment of pneumonia were investigated using a randomized double blind trial with
clarithromycin (CAM) as the control drug. AZM was administered at a dose of 500 mg (titer)
once a day for 3 days, and CAM was administered at a dose of 200 mg (titer) twice a day for 14
days. The following results were obtained:

1. The efficacy rate (proportion of patients in whom clinical efficacy was excellent or good)
was determined in a total of 122 patients in whom clinical efficacy could be analyzed, out of a
total of 163 patients to whom the drug had been administered. The rate was 98.3% (58/59) in the
AZM group, and 90.5% (57/63) in the CAM group. There was no significant difference between
the two groups, and the clinical equivalency of AZM to CAM was demonstrated (A=10%, p<
0.001) .

2. The elimination rate of isolated bacteria was 86.7% (13/15) in the AZM group, and 88.2%
(15/17) in the CAM group (no significant difference).

3. The incidences of adverse reactions were 4.1% (3/74), in the AZM group, and 6.7% (5/
75), in the CAM group (no significant difference).

4. The incidences of abnormal changes in clinical laboratory test values were 20.8% (15/72),
in the AZM group, and 21.4% (15/70), in the CAM group (no significant difference).

5. The rate of safety (proportion of patients in whom the drug was not problematic) was
determined in 144 patients in whom the degree of general safety could be analyzed. The rate was
77.8% (56/72) in the AZM group, and 73.6% (53/72) in the CAM group (no significant
difference) .

6. The rate of usefulness (proportion of patients in whom the drug was extremely useful or
useful) was determined in 121 patients in whom usefulness could be analyzed. The rate was
94.9% (56/59) in the AZM group, and 87.1% (54/62) in the CAM group (no significant
difference) .

These results suggest that AZM is a very useful drug, comparable to CAM, for the treatment
of pneumonia.



