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A CONTROLLED TRIAL OF 6-MONTHS AND 12-MONTHS REGIMENS
AFTER NEGATIVE CONVERSION OF SPUTUM IN THE ORIGINAL
TREATMENT FOR PULMONARY TUBERCULOSIS
— Report of the 21st Series of Controlled Trials of Chemotherapy —

Cooperative Study Unit of Chemotherapy of Tuberculosis
of National Sanatoria in Japan (CSUCTNS)*

(Chairman : Seiji Nagasawa)

(Received for publication October 11, 1983)

The clinical results of two lengths of chemotherapy are compared up to three years after
the cessation of chemotherapy.

The regimens studied are as follow:

Streptomycin 0.75g, Isoniazid 0.3g, and Rifampicin 045g given daily for 3 months fol-
lowed by the regimen same to the original one except Streptomycin 1.0g given twice a week.

The chemotherapy was administered for 6-months (group I 128 cases) and 12-months
(group II 124 cases) after negative conversion of sputum. Actual and average length of chemo-
therapy are 6—9 months (average 7 months) and 12—17 months (average 13 months) in group
I and group II respectively.

Three bacteriological relapses (2.3%) were observed in group I, two relapses were observed
within 12 months after end of chemotherapy (early relapse), one relapse was seen at three
years after stopping chemotherapy, and no relapse was observed in group II.

Tubercle bacilli in relapsed cases were all sensitive to all the drugs used.

This result suggests that the reasonable and sufficient length of follow-up for cases treated
with intensive regimen of chemotherapy is twelve months.
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* From Seiji Nagasawa, M.D., Director, Tokyo National Chest Hospital, Kiyoseshi, Tokyo 204 Japan
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Table 1. Number of Cases Excluded from Trial Due to

Various Reasons

(A) Total number of cases registered 315
Excluded from analysis of clinical efficacy 63
Pretreatment culture negative 8
Primary resistance 19(6%)
Non-tuberculous diseases (atypical mycob.) 3
Complications 19
Diabetes 15(4.8%)
Silicosis 3
Lung cancer 1
Drop-out before the end of third month 13
Adverse reactions 3
Discharged 10
Drop-out as culture remains positive 1
(B) Tota.l pumber.of subjects utilized for analysis 959
of clinical efficacy
I gr. 128
II gr. 124
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6] 50 100%
N R R E R
Male Female 128
T 71.9 28.1 cases
Sex 124
II 68.5 31.5 cases
~19 ~29 ~ 39 ~49 59 60~
I 311 25.8 22.7 2%.4 7.8/ 17.2
Age
IT 448 24 .2 16.9 20.9 13.7 19.2
~ 3 o~ 1212~
A
T 82.0 13.3 |31
Month from onset
II 78.2 15.3 6.1
min. mod.adv. far adv.
NTA classification I §7.0 67.2 25.8
IT (4.0 61.3 34.7
A B CB C
1 |b.8 93.0 3.pla.3
Gakken classification 6
(Basic lesion) II 9.8 88.7 8.10,8
1 2 3
1 {14.8 69.5 15.6
Gakken classification T
(Extent of lesion) II [9.7 72.6 17.7
(=) Single Multiple Multilocular
I 2.2 28.3 L0.9 26.6
Number of cavity
11 25.0 36.3 12.1 26.6
(=) Nonsclerotic Sclerotic
1 24.2 71.1 447
Type of cavity wall
I 25.0 71.8 3.2
+ + H -
T Ll.4 14.8 13.3 30.5
Amount of bacilli
&ischaged I 3L.7 8.9| 21.0 35.4

Fig.1. Analysis of back ground factors.
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Table 2. Rate of Sputum Conversion by Smear

Regimen | Month 0 1 2 3 4 5 6 7 8 9 10 11 12 13
Cases 98 | 98 98 98 98 98 98 98 98 98 98 98 98 98
I + 98 19 15 12 4 4 1 3 2 0 0 0 0 1
— 0] 79 83 8% 94 94 97 95 9% 98 98 98 98 97
% 80.4 84.7 87.8 95.9 95.9 98.9 96.9 97.9 100.0 100.0 100.0 100.0 98.9
Cases 9% | 96 96 96 96 96 9% 96 96 9% 96 96 96 96
1 + 96 | 39 31 22 13 3 3 3 0 0 0 0 0 0
- 57 65 74 83 93 93 93 96 9% 96 96 96 96
% 59.4 67.7 77.1 86.4 96.9 96.9 96.9 100.0 100.0 100.0 100.0 100.0 100.0
Table 3. Rate of Sputum Conversion by Culture
Regimen | Month 0 1 2 3 4 5 6 7 8 9 10 11 12 13
Cases | 128 | 128 128 128 128 128 128 128 128 128 128 128 128 128
I + 128 64 27 9 0 0 0 0 0 0 0 0 0 2
— 0 64 101 119 128 128 128 128 128 128 128 128 128 126
% 50.0 78.9 92.9 100.0 100.0 100.0 100.0 100.0 100.0 100.0 100.0 100.0 98.4
Cases 124 124 124 124 124 124 124 124 124 124 124 124 124 124
1 + 124 76 42 10 1 2 0 0 0 0 0 0 0 0
' - 0 48 82 114 123 122 124 124 124 124 124 124 124 124
% 38.7 66.1 91.1 99.2 98.4 100.0 100.0 100.0 100.0 100.0 100.0 100.0 100.0
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Fig. 2. Bacteriological relapse 48y. male.
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Fig. 3. Bacteriological relapse 30y. male.
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Fig. 4. Bacteriological relapse and radiological deterioration 19y. male.
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Table 4. Adverse Reactions

I gr. 11 gr.
Number of cases 198 124
SM allergy 8 7
Hearling loss 5 4
Tinnitus 2 3
Vertigo 1 2
RFP allergy 2 3
Liver insufficiency 5 3
Dermatitis 1 2

24(18.8%) | 24(19.4%)
Total
48(19.0%)
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Table 5. Results of Short-course Chemotherapy in Japan

Duration Regimen No. of | Conversion rate Bacteriological | Observation Reported b
(months) & cases | at 2nd month(%) | relapse(%) (months) p 4
12 6SHR-6HP 112 88 0 12~48 Habikino Hospital ¥*!
/3SHR
6~9 | 3SHR /HR 132 8 3{2) 6~48
HR
N
(=)
2HRZE-4HRZ 114 70 1(0.9) Nakano National **®
2HRZS-4HRZ 108 80 3(2.7) Chest Hospital
6 2HRES-4HRE 110 70 12 (10.9) 30~69
3HRS-3S:HR 111 60 11 (9.9)
Total 443 27 (6.0)
6~11 | 3SHR-S:HR 151 76 (2. 36~42 CSUCTNS(19,20th)"»
6~9 |3SHR-S:HR(6) | 128 79 3(2.3)
UCTNS(21st
12~17 | 3SHR-S.HR(12) | 124 6 % CSUCTNS(2Ist)
9 9EHR 54 91 1(2) 6~ 36 Nagasaki Univ.'"
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