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To clarify the status of gastrointestinal side effects of antituberculosis drugs, Cornel Medical
Index (CMI) was investigated in 407 tuberculous patients of our sanatorium. CMI of the other
57 patients in other sanatoria (Hoseien Sanatorium and Shizuoka Prefectural Fujimi Hospital)
who were treated with 1321 TH or 1314 TH were investigated, too. The results were summarized
as follows :

1. The frequency of Types I (normal), I (almost normal), I (neurotic inclination) and
V (neurosis) of CMI level after Fukamachi's classification was indicated in Table 1. About 8%
of the patients were classified as Type N.

2. Psychologically unstable patients were more in female than in male. The frequency
of Type II (neurotic inclination) was 31.9% in female patients, and 23.0% in male (Table 1).

3. Psychologically unstable patients were more in the groups who were treated with
secondary drugs than in groups receiving primary drugs. The frequency of Type II in the
patients receiving secondary drugs was 44.29;, while the frequency of those receiving primary
drugs was 17.6%, (Table 2).

4. Out of 407 patients, 286 (70.3%) complained some gastrointestinal disturbances. The
average number of complaints was 2.62 (Table 3).

5. The average number of gastrointestinal complaints increased more and more from Type
I to Type V. The average number of complaints was 1.06 in the patients of Type I, 2.21
in Type I, 4.09 in Type m and 5.43 in Type N (Table 3).

6. The number of complaints increased from Type I to Type N, in all the groups
receiving SM+INH+PAS, KM (CPM)+1321 TH+CS, KM (CPM)+1314TH+CS or SM+INH+

Sulfa-drug. The number of gastrointestinal complaints correlated more definitly with the Types

* From Research Institute, Japan Anti-Tuberculosis Association, Kiyose-machi, Kitatama-
gun, Tokyo 180-04 Japan.
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of CMI level than the regimens of antituberculosis drugs (Table 4).

7. From the above-mentioned results, the authors consider that the stratification of the
object by CMI level is necessary for the investigation or the analysis of subjective complaints
such as gastrointestinal disturbances.

8. This investigation revealed the gastrointestinal side effects of antituberculosis drugs in
the patients continually taking some drugs. There were some patients who changed from
combined therapy with 1314 TH to that with 1321 TH or EB because of gastrointestinal toxicity.
No patients were found who defaulted from 1321TH therapy. So, the 1321 TH group had
disadvantage for the comparison with the 1314 TH group. In spite of this disadvantage, the
average number of complaints of the patients receiving 1321 TH was a little fewer than that
of the patients receiving 1314 TH (Table 4). No one complained nausea or vomitting in the
group of patients of Type T and Type I treated with 1321 TH, while there were 11% in

Type I and 18% in Type I in the patients receiving 1314 TH (Table 6). The authors consider
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that these results shows the lower toxicity of 1321 TH than that of 1314 TH.
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Table 1. Frequency of CMI Level* by Sex and Age Groups

Sex Age ‘ Total 1* o ! m* ve
} ~ 29 96 (100) 34 (35.4) 32 (33.3) f 24 (25.0) | 6 (6.3)
Male 30 ~ 49 120 (100) 43 (35.8) 43 (35.8) 20 (16.7) 14 (11.7)
50 ~ 53 (100) 18 (34.0) 14 (26.4) 18 (34.0) 3 (5.7)
Total 269 (100) 95 (35.3) 89 (33.1) 62 (23.0) 23 (8.6)
~ 29 67 (100) 12 (17.9) 23 (34.3) 26 (38.8) 6 (9.0)
Female 30 ~ 49 47 (100) 9 (19.1) 19 (40.4) 14 (29.8) 5 (10.6)
! 50 ~ 24 (100) 10 (41.7) 9 (37.5) 4 (16.7) 1 (4.2)
| Total 138 (100) 31 (22.5) 51 (37.0) 44 (31.9) 12 (8.7)
1 ~ 29 163 (100) 46 (28.2) 55 (33.7) 50 (30.7) 12 (7.4)
Total L300~ 49 167 (100) 52 (31.1) 62 (37.1) 34 (20.4) 19 (11.4)
| 50 ~ 77 (100) 28 (36.4) 23 (29.9) 22 (28.6) 4 (5.2
Total 407 (100) 126 (31.0) 140 (34.4) 106 (26.0) 35 (8.6)

* CMI level according to Fukamachi’s classification.
I : normal,

I : almost normal, II : neurotic inclination,

IV : neurose
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Table 2. Frequency of CMI Level by Treatmental Groups

Tre,nment Total 1 I } m v
Original taeatment 205 (100) | 85 (41.5) | 68 (33.2) | 36 (17.6) | 16 (7.8)
Treatment with secondary drugs* 43 (100) | 10 (23.3) | 13 (30.2) | 19 (44.2) 1 (2.3)
* Only the patients treated with KM-TH.CS or CPM:TH.CS were included in this group.
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Table 4. Number of Patients Answered “Yes” to 14 Questions Concerning Gastrointestinal
Complaints by Chemotherapeutic Regimen
SM-INH-PAS CPM or KM-1321 TH-CS | CPM or KM-1314 TH-CS SM - INH-Sulf
Number of “yes”
I I m v | I I m v |1 I m VAN | 1 m v
0 14 21 5 0, 4 4 2 0 9 13 3 0. 4 0 0 0O
1 13 15 5 0 2 2 2 1 4 7 4 1 1 4 4 0
2 13 10 5 1 1 0 1 0 5 1 2 01 2 0 0 1
3 5 6 2 1/ 2 1 1 1| 0 3 1 2| 0 1 0 o
4 2 1 6 3 0 2 0 0 0 4 3 2 0 2 1 0
I
5 1 6 2 4 0 0 1 0 0 1 4 1 0 0 0 1
6 1 1 3 1 0 1 3 2 0 1 3 1 i 0 0 2 0
7 1 1 0 2 1 0 0 1 1 0 2 0 0 0 0 0
8 0 3 2 3 0 0 0 1 0 2 5 1 0 0 0 0
9 0 0 0 1 0 0 0 0 0 1 1 0 1 1 1 0
10 0 0 0 0 0 0 0 0 0 0 1 0 0 0 0 0
1 0 0 1 o 0 0 1 o 0 0 1 11 0o o o o
12 0 0 0 0 0 0 0 0! 0 1 1 1, 0 0 0 1
Total number of |
“yes” 80 124 100 90 17 19 41 31 21 82 155 58 J 14 24 29 19
Total number of
patients 80 64 31 16 10 10 11 6 19 34 31 10 8 8 8 3
Average number
o ,,y%s.. 1.00 1.94 3.23 5.63/1.70 1.90 3.73 5.17|1.11 2.41 5.00 5480‘165 3.00 3.63 6.33
Table 5. Comparison of Average Number of “Yes” to 14 Questions between
Patients Administrated and Not Administrated Digestive Drug or Stomachics
CMI level 1 I m
Digestive drug Administ. Non Administ. Non Administ. Non
Total number of patients 47 79 55 85 46 60
Average number of “yes” 1.51 0.78 2.64 1.94 4.80 3.55
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Table 6. Frequency of Symptom in Patients Receiving PAS, 1321 TH or 1314 TH

Regimen lce\hrdell Tg}l;.x:;:er:aer‘ Nausea |Poor appetite| Heart burn Belch ‘ Dyspepsia Sfﬁ'l'l':“':f

M I 80 2 (3 5 (6) 9 (11) 5 (6) 5 (8) 6 (8)

pas | T 64 13 (20) 7 (1) 15 (23) 1 (7 7 (11) 8 (13)

INH | m 31 12 (39) 6 (19) 11 (36) 11 (36) 6 (19) 4 (13)

. 16 8 (50) 6 (38) 9 (56) 5 (31) 6 (38) 9 (56)

KM or CPM | I 10 o (0) 1 (10) 1 (10) 2 (20) 1 (10) 1 (10)

1521 TH hi§ 10 o (0) 0 (0) 2 (20) 2 (20) o (0) 2 (20)

cs iom 11 2 (18) 3 (27) 2 (18) 4 (36) 4(38) = 545

| v 6 4 (67) 2 (33) 3 (50) 3 (50) 2(33) | 2(33)
T — - T

KMor CPM | . 19 2(11) | 316 1 6) | zaw 16 0 (0

BUTH I 34 6 (18) 8 (24) 7 (21) 5 (15) 6 (18) 6 (18)

cs | m 31 11 (35) 14 (45) 15 (48) 9 (29) 12 (39) 11 (35)

[ W 10 6 (60) 3 (30) 6 (60) 6 (60) 5 (50) 3 (30)
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