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Since 1972, we have conducted for newly diagnosed cavitary tuberculosis patients with positive
sputum a preliminary study on short-course chemotherapy for pulmonary tuberculosis with one
year regimen consisting of 6 months combined therapy with SM.INH.RFP and the subsequent 6
months regimen with INH and PAS. As the control group, we selected the patients with negative
cultures within 6 months from the group receiving over 18 months combined therapy with SM-
INH.PAS, and compared the results of treatment with the SM-INH-RFP group on the clinical
progress manifested during the treatment and up to 30 months after the cessation of treatment
(Table 1).

In the SM-INH-RFP group, all 157 patients converted to culture-negative within 4 months
of therapy. The negative conversion occurred earlier in this group than in the SM-.INH-.PAS
group of 105 patients (Fig.).

In 95 patients of the SM-INH-RFP group who were followed up for more than 9 months
after the completion of the therapy, not a single case developed bacteriological relapse within 30
months after the completion of the therapy, while in 105 patients in the control group, 3 cases
showed bacteriological relapse (Table 6).

Since good clinical results were obtained with the SM.INH:RFP group as mentioned above,
we are currently carrying out a study on 9-months short-course therapy consisting of the 6 months
regimen with SM.INH.RFP and the subsequent 3 months therapy with INH-PAS by shortening
the duration of INH-PAS to 3 months.
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* From the Osaka Prefectural Habikino Hospital, Habikino City, Osaka 583 Japan.
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Table 1. Drug Regimens of the Two Groups

Drug regimens
Group
1~6 months 7~12 months 13~18 months
) SM 1g daily for 2~3 months INH 400 mg daily No treatment
SM.INH.RFP & twice weekly thereafter PAS 10 g daily
INH 400 mg daily
RFP 450 mg daily
SM 1g daily for 2~3 months —
SM.INH-PAS & twice weekly thereafter . or
INH 400 mg daily INH 400 mg daily
PAS 10 g daily PAS 10 g daily

Table 2. Reasons for Discontinuation of Treatment and Dropouts during
Follow-up Period (SM-INH-RFP Group)

During the course of treatment

Number of cases

Side effects due to SM

12

~6 months Side effects due to RFP 2
Discharge from hospital against advice 4
Change of regimen by doctors in charge 13
7~12 months | Transfer to surgical treatment 2
Inable to follow-up the patients 5

After the completion of treatment

Number of cases

~8 months Continuation of Chemotherapy 1
Inable to follow-up the patients 10
Died of non-tuberculous diseases 2

9~30 months

Inable to follow-up the patients 3
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Table 3. Background Factors of the Two Groups ():%
Group SM-INH:RFP SM-INH-.PAS
Number of cases 157 105

Sex Male 132 (84.1) 67 (63.8)
Female 25 (15.9) 38 (36.2)
Age <40 y.o. 125 (79.6) 76 (72.4)
>40 y.o. 32 (20.4) 29 (27.6)
Duration of the <6 months 139 (88.5) 80 (76.2)
disease >6 months 18 (11.5) 25 (23.8)
NTA Moderately advanced 91 (58.0) 68 (64.8)
Far advanced 66 (42.0) 37 (35.2)
Cavity With nonsclerotic wall 143 (91.1) 93 (88.6)
With sclerotic wall 14 (8.9 12 (11.4)
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Table 4. Changes in X-ray Findings
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a) Basic lesions ():%
Months of treatment 6 months 12 months
Number of cases 157 137
Markedly improved 23 (14.6) 36 (26.3)
SM-INH-RFP | \foderately improved 80 (51.0) 73 (53.2)
Slightly improved 52 (33.1) 26 (19.0)
Unchanged 2 (1.3 2 (1.5
Number of cases 105 105
Markedly improved 8 (7.6) 30 (28.6)
SM-INH-PAS Moderately improved 36 (34.3) 36 (34.3)
Slightly improved 43 (41.0) 31 (29.5)
Unchanged 18 (17.1) 8 (7.6)
b) Cavities
Months of treatment 6 months 12 months
Number of cavities 205 178
Markedly improved 40 (19.5) 78 (43.8)
SM-INH-RFP Moderately improved 48 (23.4) 50 (28.1)
Slightly improved 90 (43.9) 41 (23.0)
Unchanged 27 (18.2) 9 (5.1)
Number of cavities 137 137
Markedly improved 23 (16.8) 59 (43.1)
SM-INH-PAS Moderately imprvoed 24 (17.5) 21 (15.3)
Slightly improved 62 (45.3) 38 (27.7)
Unchanged 28 (20.4) 19 (13.9)
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Table 5. Duration of the Follow-up Period of
SM.INH-.RFP Group after the Com-
pletion of Treatment

Duration

Number of
observed cases

Number of
dropped cases

9~12 months
13~18 months
19~24 months
25~30 months
Total

21
28
32
14
95

2
3

Table 6. Bacteriological Relapse during the

Follow-up
Group SM-INH-RFP | SM-INH-PAS
Number of cases 95 105
Relapsed 0 3
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Table 7. X-ray Changes during the Follow-up (H):%
Group SM.INH:RFP SM-INH-PAS
Number of cases 95 105
Basic lesions Improved 35 (36.9) 18 (17.2)
Unchanged 60 (63.1) 84 (80.0)
Worsened 0 3 (2.8
i Number of cavities 121 137
Cavities Improved 51 (42.2) 30 (21.9)
Unchanged 70 (57.8) 104 (75.9)
Worsened 0 3 (2.2
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Photo 1. Before SM-INH:RFP treatment Photo 2. After 6 months treatment

.
.

Photo 3. After 12 months treatment
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