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Examples of Clinical Results and Their Recording

1. Urethritis
Table 1. Clinical summary of urethritis patients treated with 121;1223

SEPT. 1991

————

Patient] Treatment Day of Urethral WBC
Age | Diagnosis - obser- Symptong
No dose route duration vation dischargd smear VB,
(g % /day) (days) 1
0 + Rud +
/1285 GU  |oyx3|po| 3 3 - 0
17 - 0
0 + + +
2 (37| CU  |o4x3 |po| /4 | 7 + +
14 - 0
N. gonorrhoeae Evaluation®
Gran- C.trachomatis Side effects Remarks
stain culture MIC khﬂmylmtynd UTl Dr
+ + 0.2 -
- - - excelfent suellent -
- - - avceflfent
- - +
—_— - _ meme ?00({, —_
- - — excellent

GU :gonococcal urethritis

CU :chlamydial urethritis Dr :Dr's evaluation
VB,:voided bladder 1

¥ UTl:criteria proposed by the UTI Committee
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Table 2. Overall clinical efficacy of U7-003 in gonococcal urethritis

WBC in smear Effect on
or VB, Cleared Unchanged
N. gonorrhoeae N. gonorrhoeae
Eliminated /3 7 20 (€7 %)
Unchanged / 2 3 (/3 %)
Bffect on WBC 3 patient total
n RN CTE N N € 4 ) 3
r ]
Bxcelleat /3 “7% overall efficacy rate
Moderat
[———] ¢ 7 _10/ (97%)
2
[::::::] Poor (including failure) J 3
No. of percent Overall
C. trachomatis Excellent| Moderate Poor efficacy
patients ‘of total rate
Positive 4 (26% J J R
Negative 17 (T % /3 v 00 %
Total 23 ( 100 %) )3 2 3 27 %

Table 3. Overall clinical efficacy of UZ-OOB in chlamydial urethritis

WBC in smear Effect on
or VB, Cleared Unchanged
C.trachomatis C. trachomatis
Eliminated /0 Iy )5 6ER)
Unchanged 3 « 7 2%
atient total
Effect on WBC 3 6w 9 wWwl T
l:l Excellent /0 5% overall efficacy rate
Moderate /5
1 $ - (68%)
: Poor (including failure) 7
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2 . Acute prostatitis _
Table 1. Clinical summary of acute prostatitls patients treated with Ul-003
{Patient Treatment Pain on WBC*
Age - Fever® | micturi
Na dose duration Lion® VB v8, | Bps VB
(gx /day)| "' (days) : ' ! '
+ + +
20, — | |7 | | —
/|| 043P 7 _ _ + |+

Bacteria® Bvaluation®*
Side effects | Remarks
VB. VB,EPS | VBs species | count] MIC UT! Dr
O Lede | 10¥] 0.2 !
S 2 weellod| good | — |
t
O - / v ; |
i
‘ |
! i
l |
before treatment . UTl:criteria proposed by the UTI Committee
after treatment Dr :Dr’'s evaluation

EPS : expressed prostatic secretion
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Table 2. Overall clinical efficacy of (/7-003 in acute prostatitis
Synptoms Resolved Improved Persisted Bffect on
clear- | decre- | uncha- | clear- | decre- | uncha- | clear- [ decre- | uncha- .
wec ed ased nged ed ased nged ed ased nged bacteria
eliminated | , 3 / / $ 20 3%
.| decreased
Bacteria (replaced) 0 (9%
unchanged / / 2 # (I7X)
Effect on symptoms )Y (¢2% 7 (J.? X) k) (/3% |patient total
Effect on V.IBC /& (63 % 7 ().7 X) 2 (2% g’(
Excellent (YN
: /3 }l overall efficacy rate
E:] Moderate Il >/, (é’.?x)
a
[::] Poor (including failure) d

Table 3. Bacteriological response to UZ-OO} in acute prostatitis

Isolate No. of strains BEradicated Persisted®
S. ,gf,dermidfs S / (23 %) 2
E. cols B ;9 (90% P
Total 30 at (83 % S

x regardless of bacterial count

Table 4. Relation between MIC and bacteriological response tolJ-003 treatment

in acute prostatitis

MIC (ug/nl) Inoculum size 10° bacteria/ml Not
Isolate Total
=0.39] 0.78 1.56 | 3.12 | 6.25 | 12.5 25 50 100 | >100 | done
; /
sqemilis | | N NN NANANANT NN
' 7
cwle S\ 55155\ N\ S\ NN
/ [y
mal%%%/%///z%//%
woo% | (o [ &N | % D1 »iC Hldon|onic HICH &3 %

No. of strains eradicated/ no. of strains isolated
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3. Chronic prostatitls

Table 1. Clinical summary of chronic prostatitis patients treated with 0T 003

Patient| Treatment WBC*
Age Symptoms*®
No dose duration
route VB, | VB, | EPS VB,
(g % /day) (days)
-+ + |
;o|s7 o s|po| e | |||
+ -t
Bacteria *
VB, VB, EPS VB,
species | count| species | count| species | count| MIC species | count] MIC
£ faecad.s | 2
- 3 ‘
el [ 10t a0 ] s .
S',l/'d(nﬂidff a |- . o3 -
£ faeadis 10" |t Jaecalis | / 2§
Bvaluation**

Side effects Remarks

UTI Dr

miderafe | fair -~

before treatment UTl:criteria proposed by the UTI Committee

after treatment Dr

:Dr's evaluation
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Table 2. Overall clinical efficacy of 421-003 in chronic prostatitis

WBC Bffect
Bacteria Cleared Decreased | Unchanged ec bggteria
Bliminated 4 ' 0 (4%
Decreased 2 2 (%
Replaced Py 2 > L @7%
Unchanged 2 2 " 8%
ffect /0 17 £ patient total
Bffect on WBC (we% | en | 6w 22
E Excellent é 7%
overall
E Moderate /0 efficacy rate
16
[—__:] Poor (including failure) A 2/)_ 3%

Table 3. Bacteriological response to (J/-003 in chronic prostatitis

911

It
I

Isolate No. of strains Bradicated Persisted®
_9 jzp/((erpu‘oa_s’ &~ HK ( fO %) /
)?a;zwy/zwﬁ( by 0 ) 2

Total 17 /2 (720 %) b

x regardless of bacterial count

Table 4. Relation between MIC and bacteriological response to[}[—aoz treatment

in chronic prostatitis

WIC (ug/ml) Inoculum size 10° bacteria/ml Not
Isolate Total
=0.39] 0.78 1. 56 312 | 6.25 12.5 25 50 100 | >100 | done
septeridss | | | 12\ NN A | N AE
- - adn -t - T - E - - - -L- -
).’aem,iMScL / / / / / / / / / 0// 0/ Oz
¢ / o) 0 /9
w | ANE N F NN AN A
WeH | C H|R0% | 0N | (/D[ H|G3N NIC N[N WON]| 0%

No. of strains

eradicated/ no, of strains isolated
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Examples of Clinical Results and Their Recording

1.

Uncomplicated UTI

Table 1. Clinical summary of uncomplicated UTI patients treated with [V T-003

927

« before treatment
after treatment

«s UTI : criteria proposed by the UTI Committee

Dr

. Dr’s evaluation

Table 2. Overall clinical efficacy of U] ¢03 in acute uncomplicated cystitis
0.25 gx «£/day, 3-day treatment

Symptom Resolved Improved Persisted
i - Effect on
Pyuria clear-|decre-|uncha-|clear-|decre- |uncha-{clear-|decre-|uncha- bacteriuria
ed ased |nged Jed ased |nged |ed ] ased |nged
eliminated / / kS 20 (£3%)
decreased
Bactenuna (replaced) o (o%)
unchanged / / 2 % (/7%)
Effect on painon mictuntion 14 (58 %) 7 (29%) > (/3%) patient total
Effect on pyuria 15 (43%) 7 (29%) 2 (fF® 24
3 Excellent /3 (S¢#%) overall efficacy rate
] Moderate ys |
2// 2y (PL%)
[ Poor (including failure J
Bacteriological response
Total no. of strains Eradicated Persisted®
>4 >0 (#3IW %

regardless of bacterial count

Patient ‘ Treatment ]
No Age Sex Diagnosis dose route duration Symptom*
) (g X /day) (days) .
. . . .—m
[ | 2% | F | A UC | c28x&l po 3 ~
_____ 1+
10125 | M |AUP |05 ¥4 | PO 7 —
Bacteriuna * Evaluation **
Pyuria * - Side effects Remarks
species count MIC UTI! Dr
"t E. ol (07 | s2.8
—— — Z % excellemt |excellent -
H K. i 10" i
I ‘—%"U‘L ‘7 _)L/ excellent [excallewt -
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Table 3. Bactenological response to ﬂ_"_"l_ in acute uncomplicated cystitis
I lsolat;v{ ] No. of stiimns I~ radicated ( %) Persisted ¢
E. couli /6 B 1 (PE%) 2
T T ) T 1
S Sarrophytices 2 B /(¢ /
Total 2y 20 (£3%) «
* regardless ol bacterial count
Table 4. Strains® appeanng after L[-0¢3 treatent 1n acute uncomplicated cystitis
Isolate No. of strains ( %)
S saproempices / ¢«
( %)
T ; D
( %)
Total
ota / (100 %) B

No. of patients in whom strains appeared
Total no. of patients evaluated

% ( 4%

* regardless of bacterial count

Table 5. Relation between MIC and bacteriological response to U] - gp3  treatment
in uncomplicated UTI

MIC (ug/ml) Inoculum size IO‘ bactena/ml Not
Isolate — d Total
<039| 078 | 156 | 312 | 625 12,5 50 100 | >100| 9one
. ! 7 S 2 2 0 / V «
Ecoli | /|G | 7 B4 | %15 | 2% 7| 7 [
2 I J JE! .7 11 1
- = ot Z o T T - - pet = T c .
! /
S. soproshvtien| / / /, / / ‘}/ / / / / /)_
- é 2 2 2 20
rewl | Z G NB | A 2| 2%%|Y | a ) 7 P
O BN E)|Ce%)|(00%)|(£6%)|(100%)|( 67%)|(/0%)(( 0 B|STB  B|(P3%)

No. of strains eradicated/ no. of strains isolated
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2. Complicated UTI

Table 1. Clinical summary of complicated UT! patients treated with L/T- 703

tient Diagnosis Treatment
PaNlen Age | Sex Catheter uTl o i
0. Underlying condition (route) group g x /day | route
thronic  cystitis + .
; - 0 X 2 1.V,
/ #3 | M nearogenic  bladder |(urethra) G-/ 2.
Bacteriuria* Evaluation**
duration | Symptoms®| Pyuria® - Side effects| Remarks
(days) species| count MIC UTI Dr
— tt |Ecoli| 107 | 7.2 R
g £ T modarote f’air -
- + F’:’.“Z; ¥ | o0
+ _before treatment es UTI icriteria proposed by the UTI Committee
after treatment Dr : Dr's evaluation
Table 2. Overall clinical efficacy of UT-¢¢3 in complicated UTI
2.0 gx 2/day, 5-day treatment
Pyuna
) y Cleared Decreased Unchanged Effecl‘ o.n
Bacteriuna bacteriuria
Eliminated /2 20 up (S5%)
Decreased / / C/ %)
Replaced 2 7 71 (r0%)
Unchanged / 7 2/ 29 (33 %)
Effect on pyuria /7 (20%) 22 (25%) yu (S5 %) “m“en;} t7otal
C——3 Excellent 76 C18%) overall efficacy rate
3 Moderate 75 51y (57%)
] Poor(including failure) 34
Bacteriological response
Total no. of strains Eradicated Persisted®
so0¢& 5’7 (44 %) B0

* regardless of bacterial count
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Table 3. Overall chrucal efficacy of UT-003 classified by the type of infection
| || e [
group_l (indwelling catheter) 24 -("}—%’)—'*0 // /j 46 %
group 2 -vipo;l-|»ro:t—n:c—(/;;)j) ;]—v-(-—i‘%)’ ) / e “‘;7 J ' 57 %
ntecuan | aroup 3 (upper U1 s w2 3] s ®
group.4 (lower UTD) 1 as Giw | ¢ e & b8 %
sub-total T g cam | s | 29| 20| 42
group 5 (indwelling catheter) 6 (7% 0 X '/ s /7 %
Polymicrobalt - e -
infection group 6 (no indwelling catheter)l ,p (/7 %) / s &% b0 %
Tabtotal | e dm s | 6] 9| e =
Total P7 C100%) | /4 35 7¢ sy %
nawetiog cnseer | Mot (preen ) Kace | Moder | puny | iy
Yes o (35%) ) 2 ' yo %
No £7 B$%) | 6 | 23 |/ ® £y %
Total 27 (0% | 14 5| 76 7 %
Table 4. Bacteriological response to UT-92¢3 in complicated UTI
Isolate No. of strains Eradicated ( %) Persisted ®
E. col // 14 (P2%) | 2
- - z - 3
_ S aureus | 2 (50%)
Total ;08 69 (6% 76
* regardless of bacterial count
Table 5. Strains® appearing after UT-0¢3 treatment in comphcated UTI
Isolate | No. of strains « %)
- P ovalgers 3 (14%)
P aeruginose 2 (9%
- - %
S.eprder midi's / (5%
Total 22 (100 %)

No. of patients in whom strains appeared

Total no. of patients evaluated

% (2/”/7‘

L .
regardless of bacterial count
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Table 6. Relation between MIC and bacteriological response to UT-003 treatment
in complicated UTI

MIC (ug/ml) Inoculum size /0% bactena/ml Not
Isolate - Total
=039 078 | 15 | 312 | 625 | 125 | 25 50 100 | >100 | done
2 2| 2 0 / 9
/
e | 2512 % 0 2% %7219 %
4 P 2 S S S P P P > pa - 3 J;
- - - —_ - —r = ,r o _T - - e =

Sauwreus | 7| 7| 7| 7/ I// I I

1%
// -
o | B | T2 |0 | | ap | S | 8 12 | | % | Y s
4

@3 B (75828 B)|(LIB)|(SE B)(S7%8)|(50 B)|(2) B[ 0B 0 B)|( 33%)|45.7%)

No. of strains eradicated/no. of strains isolated

3. Recurrence in Acute Uncomplicated Cystitis

Table 1. Recurrence in acute uncomplicated cystitis

after treatment with ()T - 003

Pyuria
o 0~9 cells/hpf 210 cells/hpf
Bacteriuria

<10' bacteria/ml [ 82 | 2

210" bacteria/ml / &
r:’ No recurrence 82/00 ( 9/ %)

Reserved

:] assessment 3/@0 ( 3%)
I—____] Recurrence Sho ( 6%)
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4. Side Effects
Table 1. Incidence of clinical sdverse reactions
No. of adverse reactions Relation to the drug
Reaction ity | L
everty | total o| definite | probable | possible | unlikely definitely
I (%) not
E vupt jon / /)
) 1
Q/Q“St-f 2 2 (a7%) 2
Total no. total no. | pu 'S /7 4
of patients ofadverse | 4/ | ) | 2| /o
evaluated reactions ? /
total no. |
P) ol patients oo oo o
72 with L (1.2%) — (7.5 %) /7 (0.¥%)
adverse
reactions
No. of patients with adverse reactions Total _no. of patients with adverse reactions
Total no. |of patients evaluated x 100 bl Total no. of patients evaluated x100
# :drug administration must be discontinued and some treatment for the adverse reactions is needed

*

:drug administration can be continued, although some treatment for the adverse reactions is needed
+ :drug administration can be inued and no treatment for the adverse reactions 15 needed

Table 2 Changes in laboratory test results

7 Aggravated (relation to the drug)
Total no.| rcha | o
of patient ; mprov
Item eva[:ualteends definite | probable | possible | sub-total| unlikely ::)f‘lmlely sub-total
240/ /7 275 75
RBC (o0%) (| 5 6 | (us%)| @ %)| 6.3%)
= * :; et - - ot - - = ;: P
23¢ / 7 278 /72
5l o) / ©.4%) 3 lusm|wre|e/%
No. of patients|
with aggravated
laboratory test /5 3 7
results




