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Fig. 1. Chemical structure of NY-198
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Table 1. Background of cases
Sex Male Female Total
Age Cases*| % |[Cases¥| % |Cases¥| %
16~19 1+6 | 5.9(24+0| 1.7|34+6| 7.6
20~29 8+9 | 14.4 |10+8 | 15.3 (18+17| 29.7
30~39 |12+6 | 15.3 | 6+10| 13.6 |18+16| 28.8
40~49 6+2| 6.8/0+9| 7.6|6+11 12.7
50~59 44+2| 5.1|2+6| 6.8|6+8|11.9
60~69 3+2| 4.2|0+2| 1.7 |3+4| 5.9
70~75 1+0| 0.8|1+0| 0.8 2+0 | 1.7
35-+27 21435 56+ 62
Total 52.5 47.5 100.0
62 56 118

* Inpatient + Outpatient
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Table 2. Criteria for evaluation of effectiveness in bacterial elimination
1. Inpatient
Description Effectiveness
Culture negative on the 2nd day of administration; no
bacterial discharge observed thereafter
(NY-198) Excellent
-—>
Effective ex) +++————————————— (=)
Culture negative on the 3rd day to 6th day of administ-
ration; no bacterial discharge observed thereafter Good
00
—
ex) +++++++t————————— (=)
Bacterial discharge observed sporadically during and after
. administration
Ineffective Poor
«—
ex) ++++———F—t——————
Culture negative during administration; no bacterial dis-
charge observed thereafter but another drug administration
(Other antibiotics)
«— € >
ex) ++++++——————————
Unknown Unknown
Culture negative before administration; no bacterial dis-
charge observed thereafter
«—>
eX) ————————————————
ex) +——————————— — — — —
2. Outpatient
Before administration During administration After administration Effectiveness
+ - — Excellent
+ + Good
- 00
No bacterial test
+
+ — + Poor
No bacterial test
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Table 3. Number of cases

. . Laboratory e s 1
A Item Efficacy Side-effect finding Chnlcgl,\yalue
Total cases 118 118 118 118
Evaluated cases 76 106 78 75
Excluded or drop-out cases 42 12 40 43
Organism negative and no symptom 27 25
Shortage in duration of administration 8 7 8
No consultation after NY-198 3 3
administration )
Daily dose : 300mg/day 2 2 2
Other antibacterial agent administrated 3 3
before treatment
Other antibacterial agent administrated 1 1
during treatment
Not clear in process of treatment 1 1
Not tested 40
Table 4. List of cases evaluated for clinical efficacy
Acute enteritis caused by or carrier of Patient Carrier Total
Shigella spp. 10 21 31
Enteropathogenic E. coli 4 1 5
Salmonella spp. 3 15 18
Campylobacter spp. 10 1 11
Vibrio spp. 1* %%
Aeromonas hydrophila 1
Negative 8 8
Total 3% ° 40 6
* V. alginolyticus
*x V., parahaemolyticus
2. JRBIESERAR B, BZLOBITH D ARHEIZL00%TH 72, Ebi, M
1) HEEMERA BREhE 2 MERIIC oW TR LR, Fig.2k
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S5I{TRL72E 5T, EH6 6, A4BITH ) EHREE
#h+ER) 13100%TH 72, EERERME L D% A K
i3, FE(4H) Tid1~3H, ¥H1.86, IfE (4)
Ti31~78H, ¥¥3.88, AHEICRIEL2NDi2(8F)
2~5H, ¥#2.30, 1 BOBERED* 2 ELITICEE
Lizoiz (460 1~2 8, F41.38THh-72
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720 MAEZERIAIEI Table 6 iIRL22 X 5 i, E%H19

RUZ2 &S ICERPNE7 V% > ANET83.3% (10/12
) THoRDIHL, VAR TIE52.9% (9/176)
Thotz, i, 2HDEIERT ZDICETSEHRD
RiZETIZ3 ATH -7, BETIZ5 ATHHT
PIEX D, BRBRSHER & MUEEA3 R 2 k% LA L7
SIFIDIEAIRIE, Table 7 iR L7 & 5 IcE%h206,
BHLBITH VERHRIZL00%TH - 72,
KBAE L R R iR L CE HE L2 A Rt oWT
i3, Table 8ITRL22& 512, 326k MIE¥ICHR) ¥
1961, TREIFIBITH Y, MR A HEIT93.8%
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Table 5. Clinical effect of NY-198

Acute enteritis caused by No. of Evaluation Efficacy rate (%)
or carrier of cases Excellent Good Poor Excellent E:c(;e(l)l;;l t
Shigella spp. 10 6 4 60.0 100.0
Enteropathogenic E. coli 4 3 1 75.0 100.0
Salmonella spp. 3 3 0 100.0
Campylobacter spp. 10 8 20.0 100.0
Vibrio alginolyticus 1 100.0 100.0
Negative 8 0 100.0
Total 36 12 24 0 33.3 100.0
Table 6. Bacteriological effect of NY-198
No. of Evaluation Efficacy rate (%)
Organism
strains Excellent Good Poor Excellent E_f_(al)fgt
Shigella spp. 29 19 10 65.5 100.0
Enteropathogenic E. coli 5 2 3 40.0 100.0
Salmonella spp. 17 9 3 5 52.9 70.6
Campylobacter spp. 10 3 2 30.0 80.0
Vibrio spp. 2 2 100.0 100.0
Aeromonas hydrophila 1 1 100.0 100.0
Total 64 36 21 7 56.3 89.1
100 1 Tholz,
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Cumulative percentage (%)

Days

Organism 1 2 3 4 5
S. flexneri |12 6 4 2
S. sonnei |17 4 5 6 1 1

Fig. 2. Cumulative percentage of days required
for disappearance of bacterial discharge
(Shigella spp.)
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13100%T& Y (Table 7), BHEH, ERRZEER EHH:
Lol OF AL RIK100%TH -7 (Table 8),

3) YALERATBR

REEDE 72728, BEHREOHEERIL 3Flic
kE o728, WA TH -7 (Table 5), MH¥
BEhRIZ1THIR, EH 9B, BR3H, EHSHTED
£(170.6% TH -7 (Table 6 ), FDEEE, BA%EIL
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Table 7. Global clinical efficacy of NY-198

Acute enteritis caused by No. of Evaluation Efficacy rate (%)
or carrier of cases Excellent Good Poor Excellent EicGellent
| ood
Shigella spp. 31 20 11 64.5 100.0
Enteropathogenic E. coli 5 2 3 40.0 100.0
Salmonella spp. 18 8 5 5 44.4 72.2
Campylobacter spp. 11 3 6 2 27.3 81.8
Vibrio spp. 2 2 100.0 100.0
Aeromonas hydrophila 1 1 100.0 100.0
Negative 8 8 0 100.0
Total 76 36 33 7 47.4 90.8
Table 8. Clinical value of NY-198
Acute enteritis caused | No. of Evaluation Usefulness rate (%)
. Very Slightly Very Very [Very useful
by or carrier of cases useful Useful useful Useless useless | useful +Useful
Shigella spp. 32 19 11 1 1 59.4 93.8
Enteropathogenic E. coli 5 2 3 40.0 100.0 - -
Salmonella spp. 19 8 5 5 1 42.1 68.4
Campylobacter spp. 10 2 6 2 20.0 80.0 -
Vibrio spp. 2 1* 1 50.0 100.0
Aeromonas hydrophila 1 1 100.0 100.0
Negative 6 5 1 0 83.3
Total 75 33 31 2 8 1 44.0 85.3
* V. parahaemolyticus
** V. alginolyticus
1380.0%i21k % 72 (Table 6), L7=»*>7T, i5A%E 3. ReMORE
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BEDBREFINDEHRIZVTNDI0%TH -7
(Table 7), ERAMDFHE CIREREIBRICBWT
1 BUCEEERREIER E VD Si27:0, 2DEHERIZ
83.3% ThH -7zH, FDMDBEREEIIIN% TH -7
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BRARIREER %13 TablelOicR L7z &I, T8I,
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Table 9. Side-effects
Occurrence rate : 4/106 = 3.8%
e Dose of NY-198 Side-effects
ase 1
Sex | Age Organism Dail . -
y dose | Duration | Total
No. ) (mg X times)| (days) 1) Symptom Degree
Soft stool .
13405 F 46 Salmonella O7 200x3 7 4.2 Nausea Slight
Stomach .
13409 | M 45 Salmonella 09 200x3 7 4.2 discomfort Slight
: . E . - .
13211 M 21 Campylobacter coli 200%x 3 5 3.0 l:lligszzg:fcort Slight
13217 | F | 25 | Shigella sonnei 200x3 5 3.0 El;‘g‘;‘f“ic Slight
Table 10. Abnormal changes in laboratory findings
Occurrence rate : 5/78 = 6.4%
Case Dose of NY-198 Laboratory findings
Sex | Age Organism Dai . Item
aily dose | Duration | Total
No. (mg X times)| (days) @ Before | After | Follow
26103/ F 54 | Vibrio alginolyticus 2003 5 3.0 |Eosino. 2 12 —
18411 M 51 | Shigella flexneri 1b 200x 3 5 3.0 GOT 32 37 30
13413 M 31 | Shigella sonnei 200x 3 5 3.0 GPT 14 43 41
18211 M | 21 | Campylobacter coli | 200x3 5 3.0 | SOT % e 4
. GOT 22 40 16
14104| F 67 | Negative 200%x3 5 3.0 LDH 319 449 362

IO/ ERRALLRREDERNTS 5. BN in
vitro ICBWT 75 AR, BiEEIc L NFLX 8L U
OFLX : ABEDIE N 2RLY, o LEL
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(ciprofloxacin : CPFX) ®» B4 Bilese ic N 7218
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T3l bic, BRIERICHRT 2480 MIC %
EL, bbyTHHE HBIRST L 72,
ERRAMERRIC KT 5 AR MIC IV CI3RIREE

ELTRELRY, Zhickiud, AAlo> MIC(106CFU/
ml) (3B (378F) © 0.05~0.39xg/ml, HILERF (30
BR) 1 0.1~0.39ug/ml, REABE (84K :0.1~0.39
pg/ml, HrEasy g —(8#) :0.39~25ug /mid
RWEMNICH D, NA, PPA ick LN B ERL,
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DI, FFRITREEIHEE L £  ARELSBA0 B LI
2B b S TEEFID2TS ), Fioxt
1186, SkBEI 62 L £ ARIDIREK BBRRED
EFY SR E B -72720TH 55,
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(Shigella spp.)
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Fig. 4. Susceptibility distribution of clinical
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(10¢ CFU/ml)
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We evaluated the clinical effect and safety of a new quinoline antibacterial agent, NY-198, in patients with
acute infectious enteritis (bacillary dysentery, enteropathogenic Escherichia coli enteritis, Campylobacter enteri-
tis, Salmonella enteritis and other bacterial enteritis) and the corresponding carriers (118 subjects in all).

NY-198 was orally administered to the subjects at a daily dose of 600 mg for five days, but to patients with
acute Salmonella enteritis and Salmonella -carriers for seven days. Our results are summarized as follows:

1. Clinical efficacy rate of NY-198

In 76 evaluable subjects, the overall efficacy rate of NY-198 was 90.8%, and for 31 with bacillary dysentery,
the rate was 100%. In 64 subjects excreting causative organisms, the bacteriological rate was 89.1%, and for 29
of these with Shigella spp., the rate was 100%.

2. Safety of NY-198

Of 106 patients, four had side-effects (3.8%): soft stool, nausea, stomach discomfort and epigastric pain in one
case each. The rate of abnomal changes in laboratory findings was 6.4% (5/78 patients). These were eosino-
philia, elevation of GOT, GPT, GOT-GPT and GOT -LDH, respectively.

3. Clinical value of NY-198

In 75 evaluable subjects, the overall clinical value rate was 85.3%, and for 32 with bacillary dysentery, the rate
was 93.8%.

The above results show that NY-198 is a useful oral antibiotic for infectious enteritis.



