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Table 1. Background of patients (n=218)
Daily dose
Items
200 mg 400 mg Others Total
Sex Male 71 80 9 160
Female 28 29 1 58
=19 3 5 1 9
20 ~ 29 4 11 15
30 ~ 39 3 9 12
40 ~ 49 7 10 3 20
Age (yr) 50 ~ 59 19 18 1 38
60 ~ 69 20 27 4 51
70 ~ 79 24 22 1 47
80 ~ 89 17 7 24
90 ~ 2 2
mild 19 9 28
Severity moderate 42 48 5 95
severe 38 52 5 95
. . with 89 83 8 180
Underlying diseases without 10 % 9 18
with 64 80 8 152
Prechemotherapy without 35 26 2 63
uncertain 3 3
Table 2. Incidence of adverse events by disease
Disease No.of cases* No. of cases with
evaluated adverse event(s) (%)
Sepsis and infective endocarditis 54 2 (3.7
Respiratory tract infections 67 3 (4.5)
Skin and soft tissue infections 58 3 (5.2)
Bone and joint infections 39 2 (5.1)
Total 218 10 (4.6)

*Including cases evaluated in both dose-finding study and phase II study

Table 3. Incidence of adverse events by age and sex
No. of cases with
Age (yr) No. of cases evaluated adverse event(s)

Male Female Total Male Female Total

=19 6 3 9 1 1 (11.1)
20 ~29 11 4 15

30~ 39 10 2 12 1 1 (8.3)

40 ~ 49 17 3 20 1 1 (5.0)

50 ~ 59 27 11 38 1 1 (2.6)

60 ~ 69 41 10 51 2 1 3 (5.9)

70~179 29 18 47 2 1 3 (6.4
80 ~ 89 18 6 24
90 ~ 1 1 2

Total 160 58 218 6 (3.8 4 (6.9) 10 (4.6)
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Table 4. Severity and treatment of adverse events
Severit; Treatment
Adverse event No. (c‘)} Cases - y - -
° Mild |Moderate| Severe | Continued Discontinued
Fever 4 (1.8) 4 4
Rash 3(1.9 3 3
Palpitation/ 1 (0.5) 1 1
Hypotension
Anorexia 1 (0.5) 1 1
Jaundice 1 (0.5) 1 1
Total 10 (4.6) 1 9 1 9

(Cases evaluated : 218)

Table 5. Adverse events by daily dose

No. of Daily dose
Items

patients 200 mg 400 mg Others
Fever 4 2 2
Rash 3 1 2
Palpitation/Hypotension 1 1
Anorexia 1 1
Jaundice 1 1
No. of cases with adverse event(s) 10 5 5
No. of cases evaluated 218 99 109 10
Incidence (%) 4.6 5.1 4.6
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Table 6.

Abnormal laboratory findings and treatment

Items

No. of
cases
(%) Continued

Treatment

Completed | Discontinued

WBC | - Platelet |

WBC ! -« Eosino. 1

WBC!| -GOT t

WBC/| «GOT 1?1 « y-GTPt - ALP?
Eosino. t

Eosino. t +GOT t + GPT 1

GOT 1

GPT 1t

GOT 1t «GPTt
GOT 1t -GPT?
GOT*t - GPT1?
GOT?t -GPT1?
GOT1 -GPT1?
GOT 1 -GPT?
GOT? - LDH1?
GOT*t -BUN1?
GOT 1t - T-Bilt
GPT?! «LDH?' « BUNt
y-GTP 1
y-GTP1 « ALP 1
ALP?

ALP? -LDH1? - T-Bil 1
BUN1® «S-Crt

BUN 1T «Ccrl

SCrt «Cerl

Cerl
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Total

46 (21.4) 23 14 9
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Table 7. Laboratory test abnormalities by daily dose
No. of Maintenance dose (mg)
Items cases

(%) 200 mg 400 mg
WBC | - Platelet | 1 1
WBC | -« Eosino. 1 1 1
WBC| - GOT t 1 1
WBC! +GOT 1t » y-GTP 1 - ALP? 1 1
Eosino. 1 12 5 7
Eosino. 1 * GOT 1 «GPT 1 1 1
GOT* 2 1 1
GPT 1t 1 1
GOT?t -GPT? 4 4
GOT? -GPT 1t <« ALP? 3 1 2
GOT?! -GPT* -LDH1 1 1
GOT1?t +GPT?® +» y-GTP?1 <« ALP? 3 2 1
GOT*t *GPTt - T-Bilt 1 1
GOT?t +GPT1 » y-GTP?t « ALP? -LDH 1 1 1
GOT?t -LDH? 1 1
GOT 1t -BUN1? 1 1
GOT 1t - T-Bilt 1 1
GPT? «-LDH? « BUN 1 1 1
y-GTP 1 1 1
y-GTP 1 « ALP1 1 1
ALP? 1 1
ALP? -LDH? - T-Bilt 1 1
BUN?T -S-Crt 1 1
BUN1? +Cerl 1 1
S-Crt «Cerl 1**
Cerl 1 1
Urinary sediment (RBC) 1 1
No. of cases with abnormalities 46 (21.4)** 19 (19.2) 26 (24.5)
No. of cases evaluated 215*** 99 106*
Incidence (%) 21.4*** 19.2 24.5

* 3 of 109 cases were excluded from evaluation due to lack of post-test

** occurred in one of 10 patients at other doses

*** including results of 10 patients treated by other doses

Table 8. Incidence of laboratory test findings

No. of No. of
Item measure- abnormalities

ments (%)
Platelet | 213 1 (0.5
WBC ! 212 4 (1.9)
Eosino. 1 192 14 (7.3)
GOT 1?1 214 21 (9.8)
GPT 1t 213 16 (7.5)
y-GTP 1 189 7 3.7
ALP? 203 11 (5.4)
LDH t 157 5 (3.2)
T-Bil? 203 3 (1.5)
BUNt 210 4 (1.9)
S-Cr1 211 2 (0.9
Cerl 57 3 (5.3)
Urinary sediment (RBC) 139 1 (0.7
No. of abnormalities 92 cases
No. of cases with abnormalities 46 cases
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Side effects and abnormal laboratory findings of teicoplanin

Akira Saito

College of Medical Technology, Hokkaido University
Kita 12-jo, Nishi 5-chome, Kita-ku, Sapporo 060, Japan

Data on the side effects and abnormal clinical laboratory findings of teicoplanin (TEIC)
were reviewed. Of the 218 cases treated with TEIC, 10 (4.6%) reported side effects : fever in
4 cases, skin rash in 3, and palpitation and hypotension, anorexia and jaundice in one case
each. All of the side effects were moderate in severity, and 9 patients were withdrawn from

the therapy.

No difference in frequency was observed between the dosage of 200 mg/day and that of 400
mg/day. Of 215 cases evaluated, 46 (21.4%) reported abnormal variations in clinical labora-
tory findings. The most common episodes were increases in GOT/GPT and eosinophilia. The
incidence of renal disorders was low. Red man syndrome and auditory disorders were not re-
ported. Histamine release, as noted with vancomycin, was not observed with TEIC.



