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Fig.1 Package of drug

Group Package (dosage time)

S © |..MOM Tablet(100mg Tab.x 2)
MOM © @ | MDM Capsule(Placebo)

S S |..\OM Tablet(Placebo)
MDM © @ | "MDM Capsule(200mg Cap.X2)
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Table 1 Criteria for overall efficacy rating by committee
1. Severity and scores of main symptoms
1) Acute suppurative otitis media and acute exacerbation of chronic otitis media
Otalgia ++(2) + (1) - (0)
Redness of tympanic membrane and HH(3) +H+ (2) + (1) - (0)
/or tympanic cavity membrane
Volume of otorrhea +H+(3) +H+ (2) + (1) —(0)
2) Figures in parentheses denote the scores for evaluation
2. Global severity rating is determined by the total scores of main symptoms as follows
H 1 6~8 1* : Only volume of otorrhea (1)
+H+ 1 3~5 1** : Only redness of tympanic membrane and/or tympanic cavity membrane (1)
+ 12~1"
+ 1"

Severity of each symptom is evaluated before administration at day 3 and 7, and improvement rating
at each aforementioned date is determined according to the following table.

After treatment
Markedly improved

%
Before treatment
Improved
_H+
Slightly improved
.H
‘:l Unchanged
+

3. Overall efficacy rating is evaluated by improvement rating at day 7 as follows :

Excellent : Where marked improvement was observed. However, cases without any change of improvement
at day 3 should be excluded.

Good © Where improvement was observed. Cases who have shown marked improvement at day 7 while
the symptoms were unchanged at day 3.
Fair : Where the symptoms were slightly improved.
Poor . Where the syinptoms were unchanged.
Impro(vement)
7 day Slightly Marked|
y
Improvement Unchanged improved Improved improved

- ) S
Unchanged // / [T Fair
0 // [ ] Poor

7
Slightly improved

Improved /

Markedly improved
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Fig. 2 Case distribution (Evaluated by committee members)
Total No. of patients
MOM 122 cases
MDM 111 cases
Total 233 cases
No. of patients adopted No. of patients droped out No. of patients excluded
MOM 101 cases (acute 42, chronic 59) MOM 7 cases (acute 3, chronic 4) MOM 14 cases
MDM 90 cases (acute 38, chronic 52) MDM 7 cases (acute 4, chronic 3) MDM 14 cases
Total 191 cases (acute 80, chronic 111) Total 14 cases (acute 7, chronic 7) Total 28 cases
Side effects Medication not included in protocol
MOM 1 case (chronic) MOM 1 case (chronic)
MDM 3 cases (acute 1, chronic 3) MDM 1 case (acute) <
Total 4 cases (acute 1, chronic 3) Total 2 cases (acute 1, chronic 1)
Judged by doctors in charge No isolation of organisms
MOM 5 cases (acute 2, chronic 3) MOM 4 ceses (acute 3, chronic 1)
MDM 2 cases (acute) MDM 6 cases (acute 5, chronic 1) <
Total 7 cases (acute 4, chronic 3) Total 10 cases (acute 8, chronic 2)
—
No re-visiting after first diagnosis Concomitant medication
MOM 1 case (acute) MOM 5 cases (acute 4, chronic 1)
MDM 2 cases (acute 1, chronic 1) MDM 3 cases (acute 2, chronic 1) é‘
Total 3 cases (acute 2, chronic 1) Total 8 cases (acute 6, chronic 2)

No. of patients inciuded in
Statistical analysis
——Effectiveness—

No. of patients followed for
side effects

Disease out of the objects

MOM 4 cases
MDM 4 cases
Total 8 cases

MOM 107 cases (acute 44, chronic 63) MOM 121 cases
MDM 95 cases (acute 41, chronic 54) MDM 109 cases
Total 202 cases (acute 85, chronic 117) Total 230 cases

|

No. of patients served for

the evaluation of usefulness
MOM 107 cases (acute 44, chronic 63)
MDM 95 cases (acute 41‘, chronic 54)

Total 202 cases (acute 85, chronic 117)
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121§, MDM E 109 81) THwot=o

2) BAOEH

PIBRS X Y HESHhIBABIL 28 SITH+DER
B Fg 2R LBV THB, Tiebd, HREILE
IVHEEBEVDORBE LT WIER X246 (MOM
# MDM £ 14D, RBBBENCERENTED
RTWIWES) 10 ] (MOM B 44, MDM 26 f),
REBEOHEMRFREEB bl - TR ER N £
B, BRABRA, Rexz I vHARFA I hsf
(MOM %54, MDM B34, ¥ LUK % El+HE
REOBEREER ELHEShicSAREs Al (MOM
7, MDME& 44 ThH5, BEBUEHMNERTHEDL

Table 4 Isolation of organisms from patients (All cases)

All Single infection Mixed infection
Orgenisms MOM | MDM Total MOM | MDM Total MOM | MDM Total
S. aureus 50 47 97 23 22 45 27 25 52
S. epidermidis 23 22 45 11 5 16 12 17 29
B-Streptococcus 6 1 7 2 0 2 4 1 5
Streptococcus sp. 9 9 18 2 3 5 7 6 13
Aerobic GPB 2 7 9 0 1 1 2 6 8
Corynebacterium 6 9 15 1 1 2 5 8 13
Propionibac. acnes 2 0 2 2 0 2 0 0 0
Peptococcus sp. 1 3 4 0 0 0 1 3 4
Anaerobic GNB 1 0 1 1 0 1 0 0 0
Aerobic GNB 32 38 70 11 8 19 21 30 51
Others 4 3 7 4 3 7 0 0 0
Total 136 139 2175 57 43 100 79 96 175
Statisie) est NS, NS, NSS.
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ni-ER IR K X e B E 5 2 e &I U RRED BOTETIRELHE L EMNT7 6 (MOMEES f,

WL o MDM # 26, ¥ X0#R55AH LIERBEL /ahr > 7o
3) BiGoEH 34 (MOME 141, MDMZEf 24 TH-lc,
NEELTTH% & HES hIEML 14 § (MOM 4) FHRHEFAAOKTRRACET 55

2, MDMEAT7H) Thso, TOEADARL, EIfF WREUEEAADOFRERC O\ TLIEAS LUK

BOREIC X hikERIEE o7 441 (MOM 31 41, LB %, LR RE 2 BRI 20 TR

MDM B3, FHRENHREHTEAESLT — 2 0B FHli, Ticbb, 5, Fin #E K- AR,

Table 5 Isolation of organisms from patients (Acute suppurative otitis media)

All Single infection Mixed infection
Organisms MOM MDM Total MOM MDM Total MOM MDM Total

S. aureus 15 18 33 7 8 15 8 10 18
S. epidermidis 7 13 20 4 3 7 3 10 13
f3-Streptococcus 4 1 5 2 0 2 2 1 3
Streptococcus sp. 4 4 8 1 2 3 3 2 5
Aerobic GPB 0 1 1 0 0 0 0 1 1
Corynebacterium 2 4 6 0 0 0 2 4 6
Propionibac. acnes 1 0 1 1 0 1 0 0 0
Peptococcus sp. 0 1 1 0 0 0 1 1
Anaerobic GNB 1 0 1 1 0 1 0 0 0
Aerobic GNB 12 12 24 3 3 6 9 9 18
Others 1 1 2 1 1 2 0 0 0

Total 47 55 102 | 20 17 37 27 38 ‘ 65

Table 6 Isolation of organisms from patients (Acute exacerbation of chronic otitis media)

Organisms All Single infection Mixed infection
MOM MDM Total MOM MDM Total MOM MDM Total
S. aureus 35 29 64 16 14 30 19 15 34
S. epidermidis 16 9 25 7 2 9 9 7 16
fB-Streptococcus 1 1 2 0 0 0 1 1 2
Streptococcus sp. 5 5 10 1 1 2 4 4 8
Aerobic GPB 2 6 8 0 1 1 2 5 7
Coryncbacterium 4 5 9 1 1 2 3 4 7
Propionibac. acnes 1 0 1 1 0 1 0 0 0
Peptococcus sp. 1 2 3 0 0 0 1 2 3
Aerobic GNB 20 26 46 8 5 13 12 21 33
Others 3 2 5 3 2 5 0 0 0
Total 88 85 173 37 26 63 51 ! 59 “‘ 110
Stati:(%l(cYal)fteesstt N.S N.S N.S
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EIEE, W, APHEORE RE»LWZL ¥ TOH
B, SEE AEEKERTSCOEETETIR> .

A. 2FEfl MEESHEEEEO—BEL Lol
Bz oTHB & MOM B Cik 9 A xR
Teinoiont Table 2, 3, 4 wRT L, MDM #ix
B EA EDEACH WG BT, NEERLKEEE
OBREH#H (6~8) #3 MDM B oLkl
M FEAMCERES S TEEORIEZRDLERE
Bix7eh i,

B. Z#ftiBHhE % SMtBHEDERERNREL
BE, AREMOSWYECEROEYR D MDM #
E WS BOEARSELHH LT, ¥, SRR
SEREOBE CEEMN MDM Bic, ARMLESR
A MOM B, ZhFhPeReSWEANZRLRICED)
WERTRETREHCRE D IED o b o #= (Table
2, 3, 5),

C. BHBMFERSMEHEE MOM P 50 &%
RBORANRRL AL, i, MDMBEFERE
JOEEY BEL TWBEFNSH - L, TR

HMoBEREHCEREDORE Y XBD bhith o7z (Table
2, 3, 6),

HLED b ASEARNSIEAD TRR T ARBI A
X EYELBIREORD IR EEL I,

2. HHRHIEHRM

1D REBKRYHE

SEFAYRR L LIcBE, ERER X 5ERYR,
MOM #1107 B, E&h 124, FH 424, LLEH
23 B, #E%h 24 B, BI6BITH XK 53.5%, MDM
P 95 Bk, EZD21 Bl, BR 27 4, RREH24H,
#&%) 20 B, REI5PITC, BRHE53.3% LARBERS
OEHER BDIcH, HEFEIC IR MDM B
B T, —7, PMREKHER X B EKRSE
X, MOM 107 fisb, EZh21 41, BE338], ©2F
%h 24 B, 4E%D 29 BICHZIE 50. 5%, MDM £t 95 4
th, E%208, BE25 0, OFH27H, EHBA
THEE 47. 4% T MOM TR XL VK TH o et
BT A BRI TS b itk (Table7),

SERFRE BT EASMEEERCBIILLg

Table 7 Clinical effectiveness

All case Acute suppurative Acute exacerbation of
ses otitis media chronic otitis media
MOM MDM MOM MDM MOM MDM
Number of cases 107 85 44 41 63 54
Excellent 12 21 3 13 9 8
Good 42 27 21 14 21 13
Fair 23 22 10 7 13 15
Judged by
“doctors Poor 24 20 8 4 16 16
Unknown 6 5 2 3 4 2
Efficacy | Excellent—Good| 53.5 53.3 57.1 71.1 50.8 40.4
rate(%) | Excellent-Fair | 76.2 77.8 81.0 89.5 72.9 69.2
Po=0.0541+ Zo TYZ)E’;Z%Q e
Statistical test (E) Xott =1, N.S.
(MDM>MOM) Po=0.0042**(E)
(MDM>MOM)
Excellent 21 20 13 13 8 7
Good 33 25 14 15 19 10
Judged by Fair 24 27 1 8 13 19
committee |  pyor 29 23 6 5 23 18
Efficacy Excellent-Good 50.5 47.4 61.4 68.3 42.9 31.5
rate(%) | Excellent-Fair | 72.9 75.8 86.4 87.8 63.5 66.7
Statistical test N.S. N.S. N.S.

Statistical test: x5(Y)-, Fisuer-, WiLcoxon-test
** P<0,01, » P<0.05, +P<0.10
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Fig. 3 Global-improvement rating (Judge by
committee)
- Markedly improved

® Markedly improved+improved

— MOM
100 | ----MDM

Improvement rate %)
- D o«©
o o <
T T

[N}
fe=}
T

day day
Acute suppurative| Acute exacerba -
otitis media tion of chronic
otitis media
Statistical test : FISHER-test
**P<0.01, *P<0.05, +P<0.10

All cases

PiE Ry, Table 7 R, &MEFEATRERE
¥ IVPERL LS MDM BEVEYRTCRPE - T
D, BEBEHACTIREECE> T, LiL, 18
HhE LS ERERE T, MOMBOFRERER LV
NNEEL L IFHRTLRE> Tl fETH AT 13F
BECELRI oI,

2) KARZE

B, SRR, QW ERIBEL L3 HER XUV7
BEO#Z RT3 PERASKEAREE L Table 8,
Fig.3 RRLTc B YT, 2EAXNRELIEE, 3
A B Cix MOM 2 80 SI-hEHKE T B, HE9 4,
RWE 32 4, AERHAT, EHHE HEL DL

HERIZ 20.0% TH-lo i85, MDM $ix 67 fich
ZPBEES A, HEAL, PXHEBN FE2m
T, HERIL17.9% Th-Tco MOM HoFHiigER
TRRLIVEBTH - e T AR e 2T
Bhigh ot 7 HBEIiX MOM ¥ 101 flAE i 3
B, S 18 Fl, *XHF 24 B, TK 23 4, HEx
53.5%, MDM #¥ix 90 & BIakE 33 4, k& 124,
eWE 27 fl, TE 18 4, HEE50.0% T3HAL
AR HER T, MOM BFHOFHH LW Torfettil
HEFRCRERECESEN 5T,

SHABERERERRE LIBE, 3HEOHER
1z, MOM Zf 36.1%, MDM ¥ 17. 9% THBE MOM
BE S T, BBELh ChOENI S LRS
LREARCE RO EBLIRD bhinh o,

—7%, 7 BBOHERIL MOM ¥ 64.3%, MDM &
73.7% T MDM £ O FHMN L WERETH - L #5140
CEBERZRRED ORI 2T,

S LB E A SMEEEELNRE LA, 30
BTix MDM R EBHEOIEMAS L HEK17.9%
ThHotcoizxtL, MOM i 6.8% THERK MDM
BOFHE- T, 7 HEOHERT MOM 458
%, MDM % 32.7% THEFSH § MOM HoAH
2B S T,

3) MEFHPHE

AR L ER oW CRIESZN SR RAL
FofEBi3, Table 9 WRLIERD THh » fo Thib
b, IEFTIE MOM 2 93 fishifk 42 #l, 7F 35
B, B 16 FICE4%R 54.3%, MDM B 85 Fhd
%434, FE32H, R 104, JHEET.3% THE
HEL L RIEASOBEERRLR U, itk SELRE
HE T2 MOM BEOHAR 66.7% CxL, MDM
FE 78.1% TR MDM B OWMARNRE - AT

Table 9 Bacteriological effect

All cases Acute suppurative Acute .exact.ar.bation‘of
otitis media chronic otitis media

MOM MDM MOM MDM MOM MDM
Number of cases 923 85 34 61 51
Eliminated 42 43 25 24 18
Unchanged 35 32 7 26 25
Unknown 16 10 2 11 8

Elimination rate (%) 54.5 57.3 78.1 48.0 4.7

Statistical test N.S. N.S. N.S.

Statistical test: x5(Y)-, Fisuer-, WiLcoxon-test
»» P<0.01, » P<0.05 +P<0.10
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Table 13 Distribution of symptomson day 3 and 7 (1)
. Acut. bati
All cases Acute suppurative | o, O itie madia
Day 3 Day 7 Day 3 Day 7 Day 3 Day 7
MOM|MDM|MO M|MDM|MOM|MDM|MOMMDM[MOMMDMMOMMDM
<37 19|23 |22|2aa] 8| 8| 9| 71|15 /]13]|wn
37~ 4] 0| 1 1] 4] o] 1| of of of o] 1
38~ ol ol of of of of o o] of o of o
Body 39s o o ol ol of o] o of o o of o
temperature(C) Unknown 84 | 72 |{ 84 | 73 | 32 | 33 | 34 | 34 | 52 | 39 | 50 | 39
Total 107 | 95 1107 | 95 | 44 | 41 | 44 | 41 | 63 | 54 | 63 | 54
Statistical Zo=2.0477" Zo=1.7239%
test aomsmomy|  N-S- {momsmory|  N- S N.S.
- 62 | 54 | 92 | 83 | 26 | 19 | 37 | 36 | 36 | 35 | 55 | 47
+ 15 15| 7] 6| 9| 8| 31 1| 6| 7| 4| s
+ 51 3| 2| 1| 2| 3| 2] 1| 3] of oo o
Otalgia Unknown 25 23 6 5 7 11 2 3 18 12 4 2
Total 107 | 95 |107 | 95 | 44 | 41 | 44 | 41 | 63 | 54 | 63 | 54
Statistical
test N.s. N.S. N.S. N.S. N.S. N.S.
- 29 | 19 | 64 { 56 | 19| 9| 30 | 29| 10| 10| 3]
+ 53 | 52 | 37 | 34 | 18| 20 [ 12| 9| 3|32 ]|25]3s
Otorrhea Unknown %5 | 24| 6| 5| 7|12 2| 3}18)12] 4] 2
(Subjective
symptom) Total 107 | 95 107 | 95 | 44 | 41 | 44 | 41 | 63 | 54 | 63 | 54
Statistical
test N.S. N.S. N.S. N.S. N.S. N.S.
- 32 | 24 | 60 | 55| 12| 8 | 24 | 20| 20 | 16 | 36 | 26
+ 50 | 46 | 41 | 35 | 25 | 21 | 18 | 9 | 25 | 25 | 23 | 26
Feeling of Unknown 25| 25| 6| 5| 7|12 2| 3| 18] 13| 4| 2
ear obstruction Total 107 | 95 |107 | 95 | 44 | 41 | 44 | 41 | 63 | 54 | 63 | 54
N Zo=1.7938*
Statistical N.S. | N.s. | N.s. [Pe=0.0978*| N.S. | N.S.
(MDM>MOM)
- 57 | 44 | 83 | 71 | 21 | 19 | 32 | 34 | 36 | 25 | 51 | &
+ 25 |27 |18 |19 | 16| 11| 10] 4| 9| 16| 8|15
Unknown 25 24 6 5 7 11 2 3 18 13 4 2
Tinnitus
Total 107 | 95 |107 | 95 | 44 | 41 | 44 | 41 | 63 | 54 | 63 | 5¢
za(=‘}.)9237+ ngyl.)%ﬂ'
.. x Xo
Statistical N.S. | N.s. | N.s. | N.s. | =2.8996%|  =3.0567
Pp=0.0611" | Po=0.0612
(MOM>MDM) |(MOM>MDM)
- 29 | 16 | 46 | 36 | 18 | 11 | 27 | 26 | 11| 5 | 18| 10
+ 53 | 54 | 55 | 54 | 19 | 18 | 15 | 12 | 34 | 36 | 40 | 42
Hardness Unknown 25| 2| 6| 5| 712 2| 3|18 | 13| 4|2
of hearing
Total 107 | 95 (107 | 95 | 44 | 41 | 44 | 41 | 63 | 54 | 63 | 54
Statistical  |Zo=1.6759*
eut movsmowy| - S- N.S. N.S. N.S. N.S.




vOL. 31 NO. 4 CHEMOTHERAPY 425

Table 13 Distribution of symptoms on day 3 and 7 (2)

All Acute suppurative Acute exacerbation of
cases otitis media chronic otitis media
Day 3 Day 7 Day 3 Day 7 Day 3 Day 7
MOM|MDM|MOM|/MDM MOMMDM/MOM/MDM/MOMMDMMOMMDM
- 27 | 15 | 58 | 49 | 23| 8| 30| 28| 4| 7| 28| 21
S 15|15 (1212 6| 8| 5| 4| 9| 7| 7| 8
M 15|12 12|10 5| 6| 6| 3|10 6| 6| 7
PM 182 |12 15| 3| 4| 1 30 15| 16 | i1 | 12
Property of P 50 5| 71 4| of 1] of of 5| 4| 71 4
otorrhea
Unknown 27 | 28| 6| 5| 7| 14| 2| 3| 2|14 | 4, 2
Total 107 | 95 [107 | 95 | 44 | 41 | 44 | 41 | 63 | 54 | 63 | 54
. s Zo=2.4489"
Statistical Po= .
reat N. S. N.S. o 0126y N.S. N.S. N.S.
MOM>MDM}
- 27| 16 | 58 | 48 | 23 | 9| 30 | 28 | 4 | 7 |28 |20
+ 28 | 29 | 23| 25| 7| 12| 7| 7| 21| 17| 16 ] 18
+ 17| 16|15 12| 6| 4] 4| 3|11 1211 9
Volume of et 8| 6| 5| 5| 1] 2| 1| of 7| 4| 4| s
otorrhea Unknown 27 [ 28| 6| s | 7| 14 2| 3| 20| 4] 41 2
Total 107 | 95 [107 | 95 | 44 | 41 | 44 | 41 | 63 | 54 | 63 | 54
C . Z,=1.8706"
Statistical N.S. N.S. [P 0sa0e | N.S. N.S. NS,
MOM>MDM
- 20| 22| 52| 49| 11| 8| 2| 24|10 M| 8 7
+ 33| 25 | 32| 28| 14| 11 16| 11| 19 | 14 | 31 44
+ 21w |15 w0 7 3| 3110 0 o0
Redness of i |
tympanic membrane Eans 5 2 2 1 21 1 0 3 1 0 0
/
and/or mucosa of Unknown 27 | 29 6 6 7| 14 2 312 | 15 4 3
tympanic cavity I
Total 107 | 95 [107 | 95 | 44 | 41 | 44 | 41 | 63 | 54 | 63 | 54
Statistical ‘I
atistica | . -
teut N.S. N.S. N.S. N.S. N.S. N.S.
- 67 | 55 | 91 | 78 | 30 | 22 | 37 | 34 | 37 | 33 | 54 | 44
+ B0 | n| 7 5| 5 4| 6| 6 5 7
Swelling of Unknown 27 29| 6] 6] 714 2] 3|21, ¢+ 3
{ympanic membrane Total 107 | 95 [107 | 95 | 44 | 41 | 44 | 41 | 63 | 54 | 63 | 54
Statistical . b
reut N.S. N.S. N.S. N.S. NS, NS
- 22 | 17 | 37 | 36 | 20 [ 12| 29| 29| 2, 5 § | 7
|
+ 59 | 49 | 64 | 53 | 17 | 15 | 13 | 9 | 42 | 34 51 44
Perforation of
tympanic membrane Unknown 26 | 29| 6| 6 7|14 2| 3] 19 15 4 3
Total 107 | 95 {107 | 65 | 44 | 41 | 44 | &1 | €3 | 54 | 63 | 54
Statistical ! .
reut N.S. N.S. N.S. N.S. N.S. | N.S.

Statistical test : x2(Y)-, Fisuer-, WiLcoxox-test
++ P<0.01, «» P<0.05, + P<O0.10
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BB Y B otce —F, BHELREREL
SEEE T, MOM oM%K 48.0%, MDM ¥
DBEE 41. 7% T MOM BEMNRR L VB TH o fedd
HEET T IIEN D bhith o1,

%=, Table 10, 11, 12| 3MIEE2ERICEEIRZE (/)
FEELHE) HRLED, SEAYERELLSE, &
SEREENC R TR S & MOM % 93 i
)16 B, Hxh27 B, °RERH 226l ERH2BHITE
%, Bk Sbe BRI 46. 2% TH »1To MDM B
1285 BUrhERh 18 4, Hgh22 I, °°HR) 246, &KL
21 ICHEZERIL 47.1% TH b AEAMCEZIZRD LA
fehot, ThbBMEY, BARPCEILTHH
EFIRC R ERRD bRt ot —7, ER
RLEH S. aureus THHE, S. aureus PJHOFKME
75 ABHETHLE MEULENE FREST %
BEERIVZOMOBCBIL, Thbyk X bERY
AF BRI LIVBE & R A BERY, BRI
BRI L B4 CRERIM O ERIR R R4 HBHRET L 1ot
BRI S. aureus R EHEET MDM B ERIE 59. 1
%R L MOM BEAERIEK 39.1% T MOM B 00
HEREN B LRI EN T EC ELYRDICHRA R
fehoic,

A, 2BEhERENRELEERT, BR
RYSER &M T, Fio, BHELREPERSERTEIEY

w&E LIcBEE, S aureus BWMRYT MDM Eok
REHEI MOM BECHNRPRPRVEBBTH o, L
L, #0MiHEHME &R CREOBRGERS
s} Bhf\:o

3. 3HEXXO7 BEBCKIFHERBEDH

3HERXVT7 BER KT A EREER - TROBED
B Y TR CHERR Loz Table 13 wzid
KO Th5b, TIhbEAYRIEL TR LLES,
3HECHAHREEN MOM Hc&-Tkh, MDM &
Lo ERRDI, ¥, HEOREAN3IAER
MOM Fiz e &h - 1Lt FEER - TROBEE
DOHFCIE3BERLIVT7 BB & BRI AT L
R EL0Y2F (B9 0P8

EHACBERERIERADO R OWTHRHNTS L, 38
BoR#EE? MOM Fov&<{, X, SBHH
W& LIEME MOM BERCEL Zbhl, ¥
7 BET, EHAERVEARUICERANN MDM #e
2L BD LRI, LTDOMDIER - FTROHEB CHEH
BCEBEY LRI DD ot

B LB EARMEMEEACOWTARS L, 30
B, $XU'7 BB LIFRORBDLIS EF2 MDM
HC L B b3 IAEAMCER 2Tk
fER - TR o7,

4. ElfeA

Table 14 Side effects

MOM MDM

No 117 99

Yes 4 10

Total 121 109

Side effect

Frequency (%) 3.3 9.2

23(Y)=2.5044(N.S.)

Statistical test

Po=0.0953 (P<0.10)

Gastrointestinal disorder 1 4

Nausea and gastric discomfort 0 1

Nausea and stomach-ache 0 1

Stomach-ache and heart burn 0 1

Abdominal enlargement 1 0

Symptoms

Heart burn 0 1

Exanthema 1 1

Exanthema and itching 0 1

Urticaria 1 0

Total 4 10
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Table 15 Utility

All Acute suppurative Acute exacerbation of
cases otitis media chronic otitis media
MOM MDM MOM MDM MOM MDM
Number of cases 107 95 44 41 63 54
Very useful 13 19 4 13 9 6
Useful ‘ 43 32 21 15 22 17
Slightly useful 21 19 9 6 12 13
Judged by |y )oce 25 21 8 5 17 16
doctors
Unknown 5 4 2 2 3 2
Utility ~Gestat ™! 54.9 56.0 59.5 71.8 51.7 44.2
(%) Very usetul o 75.5 76.9 81.0 87.2 | 117 69.2
Zo=2.0803"
Statistical test N.S. P, =0.0130"(V) N.S.
(MDM>MOM)
Very useful 21 19 13 12 8 7
Useful 33 24 14 15 19 9
Judged by Slightly useful 22 28 11 9 11 19
committee Useless 31 24 6 5 25 19
Utility ~Gezear ™! 50.5 45.3 61.4 65.9 42.9 29.6
(%) Very usetl 71.0 74.7 86.4 87.8 60.3 64.8
Statistical test N.S. N.S. N.S.

Statistical test: x3(Y)-, Fisuer-, WiLcoxox-test
*+P<0.01, =P<0.05, +P<0.10

RO SR S 230 #] (MOM #f 121 4, MDM
B1094)) THhotoht, Table 14 iwRrlLi-X 52,
TEA%ZRBLUIIERL 14 51 (MOM 44, MDM
10 f) TRERIZ MOM FH' 3.3% i xf L, MDM
F11 9.2% THESTERIT 3 MOM B iz A 7e\WMEH
ZRDI, BIfERIL, 2RI IBET, BHER® %S
<, 104y (MOM #2%], MDMZE8f) <D bh,
DM RS - R B A 46 (MOM 24, MDM
o) w@nbhis,

il, RBREFAZKSHZO MK - MKE(LFRECTK
VT, BEEAC X B EBbhDREBIIA DRI -
126

5 BRtE

B REER 26 202 Bl oW TERER LUONER
SPHELERREOE 213, Table 15 IR/ Lic s
DThot, Tinbb, LEAYHEE LBE, A
BHETix MOM % 107 fidh, “E>CHRMSHH”
BE, “BRtEdH” 434, “LLERMEHL D" 21 4,
“BRWRL” 256, RS, BAELS49% THD,

MDM #f 95 fiTit, “BHTHEBRELH” 196, “FH
HHn” 3246, “RLHERAEDLD” 196, “FRMERL”
21 B, REA4AM, BRHES6.0% Thoto —H, NE
B£¥E T MOM 3£ 107 fidh, “B»CHA%D H”
21 6, “BREHD” 334, “RFRAKDD” 22 4,
“BR#RL” 314IT, BA%E50.5% THH, MDM 2
95 FITIE, “BDTERAMESD” 19 6, “BRAKDLH”
24 B, “LRFRMESH D 28 F, “FAMKL” 24 fIT,
BHEK 45.3% Tholo WTRDHEDS HEFHFEATIZ
FHEAMCEEDOZIIED L hich - T,

SR R B 4 f B L p B A S B
CREHNLIEES, S¥LREbEMEAOEREHET
MDM D Fp MOM BECHARNERXRTHEEICE->T
W3 X IR HEET R e E BB b R i i -
o

I % =

SHALIEME AR 2081 U &35 B ARG RHRYYEC
KW TEDORBERIC DS S aureus DEGIIMDH
BUbONDH D, Tiobb, FIEMEBIR P E T,
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S.aureus B, HB\xThiexHs LBAREMN
%Y, HRBADSMELBERERD B\ ILIBEILERE
UFERSEMEEC T 5 S. aureus OSBRI E
M, BELLHEENBEVY RENREIR TS, ZD
RMABEE L TOBRCHELTRERDSHLIATHD
239, ZTOHAEYERBEC ST - TiE, MR, S. aureus
T3 5 BEME L EB L TEFOERE Tiobiui
HIEWY o REED D S aureus I LD ETH 75 A
HECBENCHEIYRL, hoReELdv~<2rS
1 FROUEWES LD X 5 nBACIHERC G U TRIR
INRDBREEHDO—DLEINTE T,

T, BRNERRHENAHFLLEAR L~ sns
1 FRFEHE MOM i3, Midecamycin (MDM) o
diacetyl FHE AL TH%2° MDM KK, in vivo i
BEEL M, MFFRELSR HT5 ik Cokuy
BTHTLnD, BRARDRIMHPEIh T3,

2T, 48, bhbhidSHBESET %% vie
LR F 5 SHEHEEDO AR LT MOM o
BEREYEBROCIMET 5 b S/ X 5 ~ Bkt
BRABEYLE LT, ThobbaRE:, MOM oy
WHETHH MDM L1, 1HEE%® MDM 1,200mg
() = * L, MOM 3ZzD¥ED 600mg (Hif)

Fig. 4 Susceptibility of all strains, isolated from suppurative otitis media
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Fig.5 Susceptibility of S.aureus, isolated from suppurative otitis media
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EVALUATION OF 9, 3’-DIACETYL-MIDECAMYCIN (MOM)
IN ACUTE SUPPURATIVE OTITIS MEDIA AND ACUTE
EXACERBATION OF CHRONIC OTITIS MEDIA

——A COMPARATIVE DOUBLE BLIND STUDY WITH MIDECAMYCIN—
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A double-blind comparative study was designed to permit objective evaluation of the clinical efficacy
and safety of 9,3"-diacetyl-midecamycin (MOM; 600 mg potency/day, divided into three equal doses)
in the treatment of cases of acute suppurative otitis media and acute exacerbation of chronic otitis
media. Midecamycin (MDM; 1,200 mg potency/day, t.i.d.) was employed as the comparative control
drug, the results are described below.

1. Based on the criteria of the Evaluation Committee, the clinical efficacies of the two drugs were
as follows. In the 107-patient group treated with MOM, the efficacy was excellent in 21 cases, good
in 33 cases, fair in 24 cases and poor in 29 cases. The efficacy rate was thus 50.5%, In the 95-pa-
tient MDM administration group, there were 20 excellent cases, 25 good cases, 27 fair cases and 23
poor cases, resulting in an efficacy rate of 47.4%. There was no statistically significant difference
between these efficacy rates, indicating that the results with these two drugs were equivalent.

2. Based on the criteria of the Evaluation Committee, the overall improvement, the bacteriological
efficacy and the usefulness were evaluated for both of the administered drugs. Again, there were no
significant differences between the results obtained with these two treatment regimens, and they were
found to be approximately the same.

3. The MOM administration group showed a tendency for a lower incidence of side effects compared
with the MDM administration group,i.«., 3.3% compared with 9.2%. The side effects seen with these
two drugs were the same; that is, mild gastrointestinal symptoms, rash, etc.

Within the scope of the present study, MOM was concluded to be a drug having a high degree of
safety.

On the basis of the above results, it was concluded that MOM is a safe and useful antibacterial agent
which is able to provide approximately the same clinical eficacy as MDM, at only half the dosage
level.



