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AR RO & S, LA OB, 1Y OIRMe Y Table 1 Criteria of bacteriological cfficacy by the
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kxcellent @ Score of infection becomes to 0% at
the end of medication.

Good : Score of infection reduced to 51~99% at
the end of medication compared with pre-
medication.

Fair : Score of infection reduced to 30~50% at
the end of medication compared with preme-
dication.

Poor : Score of infection reduced to less than
30% at the end of medication compared
with premedication.
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Fig. 1 Item of patients
Total number of
cases
T TI07 4
/ TP 45 No. of cases
excluded
7 T107 7
~
No. of cases No. of cases TP 5
dropped out included in
statistical .
Ti07 3 * o<
analysis .
TP 8 PN
T107 37 " A
TP 40
Global evaluation Symptom Side effect
No. of cases No. of cases No. of cases No. of cases No. of cases No. of cases
included in excluded included in excluded included in excluded
statistical statistical statistical
analysis analysis analysis
T107 34 3 T107 36 1 T107 43 1
TP 37 3 TP 39 1 TP 43 2
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Table 2 Reason for drop-out

T107 TP Total
Aggravation of basal disease 1 2 3
Aggravation of symptom 2 2
Side effect 1 1
Replaced on other medical 2 2 4
treatment
Change to other hospital 1 1
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Table 3 Decision for drop-out cases

Global .
. Symptom Side effect
evaluation
Cases having treatment period
ey g P X @] X
within 5 days
Cases having treatment period
more than 6 days with effective X O O
judgement by doctor
Cases having treatment period
more than 6 days with O @] O
ineffective judgement by doctor

O :Included in analytical cases
X : Excluded from analytical cases
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Table ¢ Background of patients

Item T107 TP Statistical test
30 > 3 1
30 - 3 6
40 - 3 3
Age (yrs) 50 — 3 -] N.S.
60 — 5 8
70 - 16 9
80 — 4 8
Male 21 24
Sex Female 16 16 N.S.
Decubitus 25 30
Disease Leg ulcer 6 5 N.S.
Others 6 H)
3> 12 9
- 10 11
Period of disease : _ . 5 N.S.
(month) 12 - 1 15
Good 19 18
iti N.S
General condition Poor 18 22
None 14 15
i N.S.
Incontinence Yes 23 25
Subcutaneous 17 15
Depth of wound Fascia 6 7 N.S.
Muscle tissue 14 18
9cm?> 13 9
2
Size of wound (area) 2:::2_ :: :; N\.S.
100cm*— 2 3
Once 33 35
Times of application in Twice 3 5 \.S.
a day Thrice 1
None 35 38
w bathi A
arm bathing Yes 2 2 N.S.
o None 32 37
Débrid t
ébridemen Yes 5 3 N.S.
Concomitant drugs i:n'eb' . 2 2
(Systemic medication) tibiotics 3 4 NS.
Others 13 16
None 12 13
Topical agents used Antibiotics 19 16 N
before treatment Bactericidal agents 2 4 -S.
Others 4 7
State of infection Single infection 22 27 NS
Mixed infection 15 13 .

N.S.: Not significant
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Table 5 Organisms isolated before treatment

T 107 TP
i tatist
Organism (n=37) (n =40) Statistical test

P. aeruginosa 14 16 N.S.
Pseudomonas sp. 2 1 N.S.
Enterobacter sp. 3 N.S.
Klebsiella sp. 2 1 N.S.
E. coli 1 N.S.

GN
R Proteus sp. 2 3 N.S.
Serratia sp. 1 1 N.S.
Alcaligenes sp. 1 1 N.S.
Citrobacter sp. 1 N.S.
Aeromonas sp. 1 N.S.
Staphylococcus sp. 16 20 N.S.
GPC Streptococcus sp. 5 5 N.S.
Peptococcus sp. * 1 N.S.
Fungus Candida sp. 6 5 N.S.
%% | Fungus 1 N.S.

o’ Anaerobic bacteria
N.S. ! Not significant

Table 6 Evaluation of bacteriological effectiveness

T107 TP Statistical test
Excellent 6 3
Good 16 7
Judged by Fair 8 8 Fisher T107 > TP**
doctors Poor 4 19 4] T107 > TP**
Total 34 37
Efficacy rate 64.7% | 27.0%
Excellent 14 5
Good 9 4
Judged by Fair 4 6 Fisher T107 > TP**
committee Poor 7 22 U T107 > TP**
Total 34 37
Efficacy rate 67.6% | 24.3%

Efficacy rate : Excellent + Good/Total

»:P<0.01
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Table 8 Overall clinics] effectiveness

Table 7 State of wound ( )2,
T107 P Statistical test T107 TP Statistical test
Good 15 13 Excellent 4 2
00
(44.1) (35.1) Good 20 10
17 19 . -
F 6 5 Fish .
Unchanged (50.0) (51.4) air isher T107>TP*
2 5 N.S. Poor 4 20 U T107>TP*
Aggravated (5.9) | (13.5) Total 34 37
Total " 37 Lfficacy rate | 70.6% | 32.4 .,
Efficacy rate . Excellent + Good/Total

N.S. ! Not significant
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Table 10 Granulation of wound ( Y9
3 days later - 7 days later 14 days later
T107 TP T107 TP T107 TP
Good 2(11.8) 8(23.5) 12(32.4) 10(31.3) 14(46.7)
Unchanged 18(100.0) 14(82.4) 26(76.5) 21(56.8) 22(68.7) 14(46.7) i
Aggravated 1(5.9) 4(10.8) 2 (6.7) )
Total 18 17 34 37 32 30
Statistical test N.S. N.S. N.S.
N.S. ! Not significant
Table 11 Secretion of wound ( %
3 days later 7 days later 14 days later
T107 TP T107 TP T107 TP
Decreased 2(10.0) 2(12.5) 10(27.8) 14(37.8) 12(35.3) 12(40.0)
Unchanged 16(80.0) 12(75.0) 24(66.7) 15(40.5) 20(58.8) 13(43.3)
Increased 2(10.0) 2(12,5) 2 (5.6) 8(21.6) 2 (5.9) 5(16.7)
Total 20 16 36 37 34 30
Statistical test N.S. N.S. N.S.
N.S. : Not significant
Table 12 Size of wound ( %
3 days later 7 days later 14 days later
T107 TP T107 TP T107 TP
Reduced 3(17.6) 12(34.3) 14(37.8) 14(42.4) 16(53.3)
Unchanged 10(58.8) 12(80.0) 14(40.0) 12(32.4) 11(33.3) 8(26.7)
Enlarged 4(23.5) 3(20.0) 9(25.7) 11(29.7) 8(24.2) 6(20.0)
Total 17 15 35 37 33 30
Statistical test N.S. N.S. N.S.

N.S. : Not significant
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Table 13 Stratified analysis on bacteriological effectiveness

Exce- . Efficacy )
Item Drugs llent Good | Fair | Poor | Total rate (%) Statistical test
~ T107 3 5 1 3 12 66.7
p 60> N.S.
3 TP 3 3 3 6 15 40.0
) s0s T107 3 1 7 1 22 63.6 Fisher T107>TP**
P 4 5 13 22 18.2 U TI07>TP**
T107 2 1 8 2 23 56.5 Fisher  N.S.
° Decubitus
8 P 3 6 6 12 27 33.3 U TI107>TP*
b Chronic T107 4 5 2 ¥ 81.8 Fisher T107>TP**
aQ dermal
uleers TP 1 2 7 10 10.0 U TI07>TP**
= | e T107 3 9 4 4 20 60.0 Fisher T107>TP'
- =
5, E P 2 3 4 10 19 26.3 U TI107>TP*
™ ®
T 5 o< T107 3 7 ¢ 14 7.4 Fisher T107>TP*
Ao TP 1 4 4 9 18 27.8 U  TI07>TP**
- Subcutaneous T107 4 7 6 4 21 52.4 Fisher T107>TP*
[
s 8 Fascia TP 2 1 7 10 20 15.0 U TIO7>TP*
] Muscle T107 2 9 2 13 84.6 Fisher T107>TP**
o
Q tissue TP 1 6 1 9 17 41.2 U TI107>TP**
- T107 5 1 4 3 23 69.6 Fisher T107>TP**
2~ | 25em?>
33 TP 3 5 11 19 15.8 U T07>TP**
(-] b
g S T107 1 5 4 1 11 54.5
i 25cm?s N.S.
@ TP 3 4 3 8 18 38.9
- T107 5 9 3 17 82.4 Fisher T107>TP*
8 Good .
= = TP 2 4 3 8 17 35.3 U TI07>TP
e
¢ 3 T107 1 7 8 1 17 47.1 Fisher  N.S.
3 Poor
TP 1 3 5 1 20 20.0 U TI07>TP**
o T107 4 5 1 2 12 75.0 Fisher T107>TP*
H None .
§ TP 1 2 2 9 14 21.4 U TI07>TP
E v T107 2 11 7 22 59.1 Fisher T107>TP*
o
5 e TP 2 5 6 | 10 | 23 30.4 U TI07>TP*
] x T107 6 13 8 4 31 61.3 Fisher T107>TP*
f . one TP 3 7 7 17 34 29.4 U T07>TP**
2w g
§e2 T107 3 3 100.0 Fisher  N.S.
&3 E Yes TP 1 2 3 0 U TI07>TP*
g T107 4 7 3 2 16 68.8 Fisher  N.S.
L
FEE. | TP 2 5 3 8 18 38.9 U T07>TP*
- L O
SECE T107 2 9 5 2 | 18 61.1 Fisher T107>TP**
] I
SEEE| Y TP 1 2 5 | 1 | 19 15.8 U TI07>TP*
- Single ‘T107 5 11 2 3 21 76.2 Fisher T107>TP**
% 2 infection TP 3 4 5 12 24 29.2 U  T107>TP**
‘2 é Mixed T107 1 5 6 1 13 46.2 Fisher N.S.
@ infection TP 3 3 7 13 23.1 U T07>TP*
Efficacy rate : Excellent + Good/Total N.S. : Not Significant
+ 1 P<0.1
* IP<0.05 .

** 1 P<0.01
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Table 14 Stratified analysis on oversll clinical effectiveness

APR. 1984

Item Drugs I[.I;::t. _ Good | Fair | Poor | Total f::':':;) Statistical test

- T107 2 6 2 2 12 66.7
ﬁ s> TP 2 4 2 7 15 40.0 N.S.

. T107 2 | 1 ‘ 2 | 2 72.1 | Fisher TIOT>TP*

2 60 TP ] 3 13 22 21.3 U  TI7>TP*
_ T107 1 n 5 3 23 65.2 Fisher T107>TP*
Decubitus TP 2 8 s | 12 | =z 3.0 U TI7>TP*
- Chronic TI7 | 3 | 6 | 1 1 1 8.8 Fisher T107>TP*
dermal .
ulcers TP 2 8 10 20.0 U Ti07_Tp**
L | e T107 3 | 10 | 3 4 20 | 5.0 Fisher  N.S.
% H TP 1|1 1 10 l“qﬁ___iz;:' _ U TI07>TP*
- os T107 1 10 3 7] 78.6 Fisher T107>-TP*
il TP 1 3 ‘ 10 18 22.2 U TI07>TP*
- Sul:cunneou: T107 2 10 5 4 21 §7.1 Fisher N.S.

% % | Fascia TP 1 5 3| n | 2 3.0 U TI7>TP

2% [ Muscle T107 2 | 10 1 13 92.3 | Fisher TI7>TP™

] tissue TP 1 5 2 9 17 35.3 U TI07>TP*

B . T107 3 14 3 3 23 73.9 Fisher T107>TP**

o _. 25cm*>

23 ™ 5 2 12 19 26.3 U  T107>TP*

; N T107 1 6 3 1 11 63.6 NS,

& TP 2 5 3 8 18 38.9

5| ot T107 ¢ [0 1 | 17 82.4 Fisher T107>TP*

. 3 TP 2 4 2 9 17| 33 U  TI07>TP*

g ° Poor T107 10 ‘ 3 17 | 8.8 Fisher N.S.

S TP 6 3 1 20 30.0 U TI07>TP*
g None T107 3 6 1 2 12 75.0 Fisher T107>TP*
£ TP 3 1 10 14 21.4 U TI107>TP*
:g; Yor T107 1 1 5 2 | 22 68.2 Fisher T107>TP*
= TP 2 7 4 10 23 39.1 U TI7>TP*

‘g None T107 4 17 6 4 31 | 67.7 Fisher T107>TP**
o 2 TP 2 9 5 18 M| 324 U  TI07>TP*"
$g2 T107 3 3 100.0

WSS Yes N.S.

S & E TP 1 2 3 33.3

=% None T107 3 9 3 1 16 75.0 Fisher T107>TP*

x :"_‘g: % TP 2 5 3 8 18 38.9 U TIO7>TP®

253 |y T7 |1 | 1| 3 | 3 | 18 | 667 | Fisher TIOTSTP® .

B8k TP 5 2 12 19 26.3 U TI7>TP*
: Single T107 4 12 4 1 21 76.2 Fisher T107>TP**

:": § infection TP 2 6 3 13 24 33.3 U TWO7>TP*

= E Mixed T107 2 3 13 61.5 Fisher N.S.

7 infection TP 4 2 7 | 13 30.8 U TIO7>TP*-

Efficacy rate : Excellent + Good/Total N.S. : Not significant
* IP<0.1
* 1P<0.05

%

- P<o.01
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Table 15 Laboratory findings before and after therapy (abnormal cases)

No. Date | RBC | WBC Ht Hb GOT | GPT | AlP | T.P. A/G BUN
-4 | Pre 271 3 25.8 8.2 4 10 6.7 6.2 0.57 12.5
post 259 46 4.4 7.7 24 17 6.9 15.0
51 pre 319 54 29.8 10.3 11 12 6.2 5.3 0.41 11.4
post 283 153 25.0 8.9 5.0 0.47 | 66.3
7-5 | Pre 285 59 26.0 9.0 36 25 260.0 | 4.7
post 364 54 3¢.0 9.1 24 10 161.0 | 4.5
81 pre 376 65 41.0 12.9 44 30 510.0 | 7.0 11.0
107 post 46 k)| 565.0 | 7.6
-5 | Pre 425 58 40.0 13.1 36 13 160.0 | 7.6
post 448 45 43.6 13.8 50 41 195.0 23.0
-5 | Pre 455 57 40.7 13.2 48 80 74.0 | 6.5 6.0
post 443 47 39.5 12.6 67 86 63.0 | 6.3 3.6
18-1 pre 313 134 29.5 9.5 19 14 170.0 | 5.5 0.77 16.4
post 352 173 32.0 11.5 47 26 169.0 | 6.0 0.88 | 26.3
19-1 pre 296 130 25.4 8.0 15 10 241.0 | 6.6 19.0
post 293 122 25.0 8.1 18 9 221.0 f 6.5 14.0
9.4 | PTE 435 73 43.0 12.7 35 6 7.5 6.4 0.75 | 20.0
post 461 115 47.0 13.3 73 13 8.2 4.4 19.0
7.3 | Pre 298 70 28.0 9.1 11 15 6.4 50 1.50 | §7.2
post 308 77 28.0 9.8 11 12 6.4 | 5.1 1.55 | 63.4
7.4 | Pre 370 105 33.6 | 11.2 23 42 6.0 6.3 0.91 25.8
post 320 110 39.1 9.7 16 5 6.7 | 6.1 1.77 51.7
83 | Pre 277 80 27.0 8.9 21 8 210.0 | 7.4
post 292 66 29.0 9.4 17 5 166.0 | 5.2 0.41
P 11-2 | Pre 343 70 30.5 10.6 8 11 8.8 6.9 1.22 | 26.0
post 362 61 32.5 10.8 9 6 10,0 7.1 1.10 | 20.0
13-2 | Pre 429 94 35.0 12.1 167 227 81.0| 6.5 20.3
post 438 86 35.1 12.6 107 191 105.0 | 6.6 17.6
182 | Pre 374 87 33.0 10.5 170 127 327.0 | 6.5 0.63 | 22.9
post 366 91 33.0 | 10.5 77 52 267.0 | 6.2 0.63 17.3
19-3 | Pre 402 392 36.9 12.2 29 13 223.0 | 5.0 41.0
post 249 135 23.4 7.5 13 5 147.0 | 5.8 28.0
242 | PTe 461 105 43.7 15.1 30 23 6.8 1.30
post 412 99 38.6 12.7 30 19 5.8 1.40

EAYER LT B oRBITiE, sRFAERA K
BYEH v iBieis\vwC, T107 HFoREgE: TP
BIVAEECER TV,

(2) BAHE (Table 14)

KR, floRE, 25RME, KBEOHE, MHEMEAA
H#EMoERCOWTR, BICI2HLT, T107 B
7" TP BIhARDETENT W, XHK, FlN
60 RLLE, BN 6 AL, RlOAKES 25cm?
AME IURRORENEBMOEC, T107 5 TP #
IVARCERTE D, FLHEROLEREORFET

LR EELOBT, TI07T BrARCEL, #5FHO
BTREEZIED LR o1,

6) ElfeA

BifERIz, BEDCRAIRBEOHEN LT T
107 D 16 (2.3%) &, PIMEERYZ LRI TP 20
28] (4.7%) THhoteo ZD3FONT, PNEBELH
BTV ThbEMEEE EHE S hic,

7 BRRE

Mk, MEECFRECRIETHEYR LR
B OT107 B8 fl, XUt TP BE9H0E 17 flicRE
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{EAPED BRI, RHEHIE Table 15 (3T &R hTH
B, WO L EREOYTE CIRBE ¥ kA
KRB LOTAD, HERFCHRTS & ShIEN
PSR E'R/3/ 18 I

1, = ]

K, BEEMRBORME LTIIRADLDOHL DD
P, kAT A LERGME, R, AERERKELED
HWY AN E Lo xtomEs, RIREC 2 b h
5, ¥LTC, thood bRMMEOE B RO
MMM OKkE, MWHERICKT RN NEMM, L
EHBRORE, oV REBRHOMERETHS, &
hHD3 S, i AR XA O MM S D4k
LY, BEOLKRMEIZX > TZhbDOMA opportun-
istic pathogen & LCRuMEERX BT 5 IMEE ¥ Mk
DT D, Gaven L7 L WIS P LRIV T
WELTWB, Lihi»T, Thoicit s AN%
HOBBRIBD TRELMETH S,

L Licnis, BEYROTEETHIHM, WMk
FE T, LXCHEZNIAEFORMAOBTIZE
{, xOBRBROTHEIRATMELELOND, RXD
BRERORIMEL LTIIMADL DA ThbhTE T
57, MERHOEME LTi2A|D debridement LJF
FOMEROERTH %, RNERE LT, &
MOBRENB®A, =V ~<474—4, gentamicin £
dibekacin OBWic LD AV-Hh, ¥i, BE LTHEE
CHERLAZMAERBRNERAIRTETV 2, L
Lishis, RFRER OERGREEHE 0D RN
MoOFEEANRTERVOMNRRTH S,

4@, bhbhidrohfae LT TI07 2ERL,
placebo FRBI L L —EHEREIC X H £ DK
BFIcoTo T107 0K L LTI, RIBEXIILDE
T2 75 LABREND, 77 ABHRE, Candida
EHETHEVHEAR? } 7 4 LHVCBEANHENYE
LTk b, THLRRBE TR - LRREAGEREGR
BRicHWT, WEEABEDLhieh et BESHY,
HEEBERA DRV EX BT Hbh %,

SEI0KF T, FELVAERTHE LI, XD
WL i HEHE, BERERBOEAOSTT, MEFLH
BECENMRBERIEADR YRR L Lic, O
ARRANCE OB T ieh - TEAIREN X WERAHL
'Cﬁ'ﬁ: 2710

FOR, T107 B 37 4, TP F 40 B3t 77 A
TR & e o Tco TR 31 5 HREAT GER,
e, BIORE, BRHAMLY) CXEEORY KL,
FORFHNBRE ISR, T107 BHEHCHZZ & X
n, TOMBHEOEH, HEHRTHL LE X
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h, FOHBICREREIC X SHBORMC, £KKRT
Flebh - ML RERKL b Lic, PBRAEKCLY
R AMGROUR YT » 120 SDRM LIEND
AN Ehi- ROV TA5E, RELL
P, aeruginosa, Staphylococcus sp. MEHY &Y, +o
fl1, Streptococcussp., Candidasp. Hiabh, ERT
OMEYCRBND Proteussp, ® E.coli DWMHILEL
WACH 120 TOMR, HHDHREERRHEI B\
T TI07 HCONBHK (W2, WHLBL) IX64.7%,
TP MONHK 27% LHEEY L > T TI07 Rhighh
Tuteo ¥/ BRAEKTEILITH T BORYBK
12 67.6%, TP HONWMHEIL 24.3% LTz h, THEY
T LB LI-RRT, WEER L > T T107 fpt
FERT\ oo ORI D, TI107 (29568, BEEN
REO— KBRS LT 2 BMOKEIZT, EHTH
HMFRAr BB LB ORI, XA REEANCTD
WM 2D L, P.aeruginossa TIXHEEEY L-TT
107 B¢ TP B - T\ 1oh%, Candida sp., Strep-
tococcus sp. Tz FTh L HRMICHEEIX T, -1,
P22 Lo R OIERAEL DI 12D TH D, AWK
Thoib T107 ok TP B HEV-ERTH-
120 Staphylococcus sp. Tk 453 HH, 7HHKCK
THEEY S > T T107 BAi TP Bicll-> TW e, 2
AW TRAEREIED RN ol Lo LENOK
WETIETI7 HOHH TPRLHRVRERTHH1,
MoRBcBIT5EHREHETE, 38H, 784,
2;8ME L bAHEMCEE 2L, 2AMARCTR
{ELT-fEMY T107 BT 44.1%, TP BT 35.1% T
T107 FHLLRVBRRTH D, RR{ELI-ENEEZR
P-fEMIT T107 BT 5.9%, TPRHTI13.5% L TPR
<, TI107 Ao ORFMNE, “EYIHLEY
TENERB TR,

¥BEIFABLTE, WREbLaMicborlfl
b, REFOBEMEMSEE LTOM B TN R
T14, TP BT2MAEDSh- &Mk L OERR
24 BH T, ARMCERZREDLLhirh -7,
BRREMOERIC I\ Ti2, Wil DaANHTIE
sV TR SN RETRRIIERH S, TIT HT
88, TP HTIRALREER,FAbhL, L2L, &
hoDS AR EM L b B BB E L RUER
ThHH, EHED2 4 v EOVThLEERCISS
D, ¥RHRRCILLOLHTIH, RHELOVM
FlIcX s LBEbh s REEHIZ 1AL ALhED2T
¥7e T107 EARRCERT X2 AmRER, LLAC
Abhichot, CHLHAEME, SlORE WAt
SANTRER X 5EAHE T, T107 HFoRA*R
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70.6%, TP B 82.4% LHERELY L » T T107T WA
IR TH -1,

PEOR#E Y, TI107 (26K, BEEMRBITI\
TRIBEYILHE T8 oMK LTEALHN
HERL, EORAYE, RerEocBbohi LN
25h3, L LN hboiRMzVTh oM
EREFHIEETID, R RREOATIREN
Y, TOBRMTIZLEXRBOBBLADISHEE »
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We conducted the double blind clinical study with silver sulfadiasine (T 107) and placebo for the
treatment of decubitus ulcer and chronic dermal ulcer with infection as cooperative study from 9
institutes in Central area of Japan,

The period ranged from June 1982 to June 1983. Total analytical cases come up to 87 cases for T
107 group and 40 ceses for placebo group (TP group).

For qualitative data, we applied X% test, FISHER exact probability test and U test. Judged by each
physicians, efficacy rate (including excellent and good) was anslyzed as 64.7% for T 107 group and
27% for TP group with significant difference for T 107 group. In judgement by the committee,
efficacy rate was significantly better for T 107 group as much as 67.8% in contrast to 24.3% for TP
group. Each physicians did not admit any significant difference between the two groups with respect
to improving state of wound, but significant difference was noted in overall judgement by each
physicians as better for T 107 group as effective as 70.69% and as 32.4% for TP group. Side effects
were only contact dermatitis observed in 1 case for T 107 group and 2 cases for TP group without
any significant difference between the two. Both groups had no cases having abnormal changes in
laboratory examination values attributable to the drug.

We regarded T 107 to be safe and excellent in bactericidsl and therapeutical effects to decubitus
ulcer and chronic dermal ulcer from the above mentioned outcome.




