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Table 1. Criteria for assessment of clinical efficacy

Target findings Body temperature

Muscular defense
WBC
CRP

Discharge/ascites volume
Abdominal pain/tenderness

Criteria Excellent :

Good :

days.
Fairly good :

days.

Poor :

or unevaluable.

Unevaluable :

two-thirds or more of the initial symptoms improve within 5

days ; WBC returns to normal and CRP improve within 11 days.

two-thirds or more of the initial symptoms improve within 8

two-thirds or more of the initial symptoms improve within 11

cases showing efficacy other than excellent, good, fairly good

clinical efficacy cannot be assessed.

If the WBC/CRP is not available, evaluation is made without these items.
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Table 2. Patients’ characteristics
Characteristic No.' of Group A Group B Statistical
patients - test
male 85 45 40
Sex female 49 23 26 NS
~19 18 11 7
20~39 31 18 13
40~59 49 21 28
Age (yrs) 60~79 33 18 15 NS
80~ 2 0 2
unknown 1 0 1
~29 0 0 0
30~49 53 29 24
Body weight (kg) 50~69 66 33 33 NS
70~ 12 5 7
unknown 3 1 2
perforative appendicitis 66 33 33
perforative duodenal ulcer 29 17 12
other perforative peritonitis 14 8 6
. . postoperative peritonitis 9 3 6
Diagnosis billiary peritonitis 3 3 0 NS
traumatic peritonitis 4 1 3
pelvic peritonitis 2 2 0
primary peritonitis 7 1 6
stomach 8 3 5
duodenum 29 17 12
.. small intestine 10 2 8
Origin appendix 66 33 33 NS
large intestine 7 5 2
others 14 8 6
Extent of peritonitis ]dci;:f: ;zeed ?g g; gg NS
mild 22 11 11
Severity moderate 73 39 34 NS
severe 39 18 21
malignant tumor 17 7 10
Underlying disease others 15 6 9 NS
none 102 55 47
resection of the primary focus 116 59 57
Surgical treatment closure of perforation only 6 4 2 NS
drainage only 12 5 7
. not used 8 5 3
Drainage used 126 63 63 NS
not used 104 56 48
used 28 11 17 NS
unknown 1 1
. e penicillin 0 2
Previous antibiotics cephem P 10 17
aminoglycoside 2 0 2 NS
tetracycline 1 0 1
others 1 1 0
. not used 122 63 59
Concomitant drug used 12 5 7 NS
Duration of ~7 40 18 22 NS
treatment (days) | 8~ 94 '50 4

Statistical test : U-test or Fisher-test
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Table 3. Clinical isolates before treatment

Isolate No‘. of Group A Group B Statistical

patients test
Negative 39 25 14

Positive 94 42 52 NS
Not done 1 1 0
GPC 6 1 5

. GNR 14 6 8 NS

Single ANB s 3

sub-total 28 10 18
GPC+GPC 1 0 1
GNR+GNR 6 2 4
GPC+GNR 6 2 4

. ANB+ANB 2 1 1 NS
Mixed | GpC+ANB 7 1 6
GNR+ANB 32 17- 15
GPC+GNR+ANB 12 9 3
sub-total 66 32 34

GPC.: Gram positive cocci, GNR : Gram.negative rods, ANB : anaerobic bacteria

Statistical test & x?-test
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Fig. 1. Susceptibility distribution of clinical

isolates

Table 4. Distribution of clinical isolates before treatment

tatistical
Isolate Group A | Group B Statistica

test
Staphylococcus aureus 1 1
Staphylococcus spp. 0 1

Streptococcus spp. 4 5 NS
Aerobic GPC Enterococcus faecalis 5 11
Enterococcus faecium 3 2
Enterococcus avium 1 1
sub-total 14 21
Escherichia coli 35 24
Citrobacter spp. 4 1
Klebsiella spp. 7 8

Enterobacter spp. 2 7 NS
Aerobic GNR Proteus vulgaris 1 1
Morganella morganii 1 0
Pseudomonas aeruginosa 1 4
Other 1 2
sub-total 52 47

Streptococcus spp. 5 7 NS
Anaerobic GPC | Peptostreptococcus spp. 12 5
sub-total 17 12

Eubacterium lentum 0 2 NS
Anaerobic GPR | Clostridium spp. 1 1
sub-total 1 3
Bacteroides fragilis 12 9

. Bacteroides spp. 13 1 NS
Anaerobic GNR Fusobacterium sp. 0 1
sub-total 25 21
Total 109 104

GPC : Gram positive cocci, GPR : Gram positive rods, GNR : Gram negative rods

Statistical test :

x2-test
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Table 5. Clinical efficacy judged by committee

Clinical effectiveness Effi
No. of 1caacy Statistical
Drug fom fairly rate (%)
patients | excellent good g00d poor unevaluable (E+G) test
Group A 68 21 27 11 8 1 71.6 NS
Group B 66 19 24 13 9 1 66.2
E : excellent, G : good
Statistical test : U-test
Table 6. Bacteriological efficacy judged by committee
Bacteriological effectiveness Eradication
No. of o Statistical
Drug patients | eradicated partially isted laced | i d k rate (%) test
radicate eradicated | PerSiste replace: increase unknown (E+R)
Group A 42 32 2 0 4 0 4 94.7 NS
Group B 52 33 2 0 13 2 2 92.0

E ! eradicated, R : replaced
Statistical test : U-test

Table 7. Time course of overall clinical improvement judged by surgeons

Period of Drug No.. of markedly Overall clir;ilci::lti?provemzzf In;x;izv(e;‘:jnt Statistical
treatment patients improved improved improved | improved aggravated (M+1) test
molomil e S 2 a1 (o]~
FEH I RRERERFE
w0 Goms| w | s | 2 | 3 | 4 | 4 | as |

M : markedly improved, I : improved.
Statistical test . U-test
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Table 8. Abnormal laboratory findings

) Group A Group B Statistical test

No. of patients evaluated 68 66

No abnormal findings 59 57 NS

With abnormal findings 9 9
WBC! 1/67 ( 1.5%) 0/63 NS
Eosinophils 1 1/31 ( 3.2%) 1/33 ( 3.0%) NS
GOT 1 6/54 (11.1%) 5/53 ( 9.4%) NS
GPT 1 8/54 (14.8%) | 8/53 (15.4%) NS
Al-P?® 1/46 ( 2.2%) | 2/44 ( 4.5%) NS

Statistical test : x*>-test or Fisher-test

Table 9. Overall safety judged by surgeons

No. of Safety Safety rate | Statistical
Drug R 0
patients 1 2 3 4 5 (%) test
Group A 68 64 4 0 0 0 9.1
NS

Group B 66 59 7 0 0 0 89.4

1. No side effects.

2. Side effects so mild that treatment was continued without any action being taken.

3. Side effects observed, and treatment continued with some action taken.

4. Side effects observed, and treatment suspended with no other action taken.

5. Side effects observed, and some action required after suspension of the treatment.

Statistical test : U-test

Table 10. Clinical utility judged by surgeons
Clinical utility Utility
No. of rate Statistical
Drug patients very satisfact fairly un- use uabl (%) test
satisfactory SIACtOY | satisfactory | satisfactory | prohibited unevaluable (V4+8)
Group A 68 13 28 19 6 0 2 62.1
NS

Group B 66 13 29 16 6 0 2 65.6

V @ very satisfactory, S : satisfactory

Statistical test : U-test
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A well-controlled comparative study was performed to evaluate the efficacy, safety and utility
of combination therapy of piperacillin (PIPC) and netilmicin (NTL) in the treatment of purulent
peritonitis.

1. The clinical efficacy rate was 71.6% (48/68) in the PIPC group and 66.2% (43/66) in the PIPC
+NTL group.

2. The final overall clinical improvement rate was 91.2% (62/68) in the PIPC group and 83.3%
(55/66) in the PIPC+NTL group, with no statistically significant difference between the two groups.

3. As for bacteriological effect, the eradication rate was 94.7%(36/38) in the PIPC group and
92.0% (46/50) in the PIPC+NTL group, with no satistically significant difference between the two
groups.

4. Side effects were observed in 1 of 66 patients (1.5%) in the PIPC+NTL group, whereas abno-
rmal laboratory fndings were observed in 9 of 68 patients (13.2%) in the PIPC group and 9 of 66
patients (13.6%) in the PIPC+NTL group. In the incidence of adverse effects and abnormal labo-
ratory findings, there was no statistically significant difference between the two groups.

5. Overall clinical utility was 62.1% (41/66) in the PIPC group and 65.6% (42/64) in the PIPC+
NTL group, with no satistically significant difference between the two groups.



