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A STUDY ON THE INTENSIVE CHEMOTHERAPY FOR
PREVIOUSLY UNTREATED PULMONARY TUBERCULOSIS

——Comparison of Two Regimens, SM.INH:RFP and SM.INH-EB—

Nobuo MAEKAWA*, Fumiyuki KUZE, Nobuo INABA, Yutaka OHI,
Eiichi YAMADA and Yoshio YASUBUCHI

(Received for publication January 13, 1977)

The results at 6 months of a controlled trial of two regimens are presented. Adults with
newly-diagnosed sputum-positive pulmonary tuberculosis were treated in hospital for 6 months.
They were submitted from 4 chest clinics and were allocated at random to:—

A. SM 1g daily for 3 months, followed by SM 1g biweekly+INH 0.6 g daily+RFP 0.45¢g

daily

B. SM 1g daily for 3 months, followed by SM 1g biweekly+INH 0.6 g daily+EB 15mg/kg

daily

A total of 50 patients was admitted to the study. Of these, 44 (26 in regimen A, 18 in
regimen B) patients were included in a main comparison, even if they had had changes or in-
terruptions of chemotherapy due to drug toxicity or other reasons. In the remaining 6 patients,
there were 3 early discharges and 3 bacteriologically negative cases.

At 6 months, none of the patients in regimen A had an unfavorable bacteriological response.
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On the contrary, 5 patients in regimen B showed culturable tubercle bacilli in their sputum off
and on after 12 weeks’ chemotherapy, even if in some of the cases the original regimen was
changed to the presumably more potent regimens.

As for the rapidity of the sputum conversion to negative, regimen A showed 73% negative
conversion at 4 weeks, though regimen B showed only 44%.

Although the courses of X-ray findings had no significant differences between these two
regimens, the rapidity of the negative conversion of the sputum on -culture as well as overall
favorable bacteriological response of regimen A suggest its superiority to regimen B.

The adverse reaction of daily 1 g SM was not trivial in its frequency. In case of daily use,
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the dose less than 1 g will be more suitable.
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Table 1. Background Factors
Regimens A SMLINH.-RFP | B. SM.INH-EB
No. of cases : 26 i 24
Sex " (Male) 21 | (Female) 5| (Male) 17 | (Female) 7
1 ~10 i 0 | 0
11~20 ' 2 ' 2
Age ‘ 21~40 | 13 1 14
L 41~60 8 3 7
L 6l~ ! 3 | 1
| Min. 0 | Min 0
NTA classification  Mod. Adv. 4 Mod. Adv. 7
i Far. Adv. 22 Far. Adv. . 17
1 _
Gakken classification Small 3 Small : 5
_ Medium 20 Medium ; 14
(Extent of disease) Large 3 Large ‘ 5
|
Gakken classification | Small 5 Small i 10
. ' Medium 12 Medium ; 13
(Cavities) | Large 5 Large ! 1
Complication 2 (Diabetes) l 0
Table 2. Radiographic Findings (Gakken classification)
Regimens
A. SM-INH-RFP B. SM-.INH-.EB
l Extent ‘ 1 2 3 ; Extent | 1 2 3
LA ‘ o 0 0 A o 0 0
|
B 1 10 1 B 2 7 3
Basic lesion C 1 1 1 0 | Basic lesion C 4 7 0
E | 1 l E 0
I
) i I T
F 1 : L F 1
[sie | 1 2 3| lsize | 1 2 3
. Ka 0 0 0 Ka 1 0
| Kb 4 10 4 Kb 9 9 1
| Ke | 2 Ke 2
Cavity | Kd | 0 Cavity Kd 0
| Kx' 1 0 0 K« | 0 0 0
Ky [ 3 2 0 Ky | 0 2 0
{ Kz “ 1 Kz 0
WURBERCEL T, RRIG RN PR & W BUN %zt & LTz,
¥, FhUBIEADFEHERLE 25 A 2 & OWERY
Bt R K&

wIRANE Lic, BERERRAHINL T, 2 :8HHE
TEAIE LTH 2E$ KR O A E R L, B
7, WEHELEE, i Btk mEkE BRIk e
¥5), %, MmiFe ey ER, GOT, GPT, 7

MY T xA7 7 2—%, MFEBERABICEDHHE,

1. FEGIEs L OREGIRER (F1, 2)
AEIEH TR REGNY, AT266,
Thoto, R, Fis, BN L RTR, S0HEC
DVWTE LIZE# Lis, HAl, FHERILA, Bt

B T246,
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1able 3. Courses of Treatment
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Regimens A. SM.INH-RFP B. SM.INH-EB
No. of cases 26 24
Early discharge 0 Early discharge 3
SM 6 SM 3
. Adverse reactions of drugs { RFP 1 Adverse reactions of drugs { EB 0
Cases of dropping out INH o INH o
Changed to another drugs 8 Changed to another drugs 6
Negative sputum 0 Negative sputum 3
KM-.INH-RFP 3* KM-INH-EB 1
EB-.INH-RFP 1 SM-INH-RFP-EB 1t
Early changes to
. 8 TH-.INH.RFP 1 6 KM-INH-RFP.-EB Al
another regimen
INH.RFP 2 INH-RFP-EB 1
INH-SF 1 INH-EB 1
No. of cases on
initial regimens 18 12

* One of the cases showed a resistance to SM 20 mcg/ml.

—+ Regimens were changed due to unsatisfactory responses of their symptoms.
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Fig.1. Rate of Sputum Conversion by Culture
(Cases on initial regimens)
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Table 4. Courses of Sputum Examinations (Cases on initial regimens)
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Regimens A. SM.INH-RFP B. SM-.INH-EB
No. of cases 18 12

T gfﬂh i spatum Smear Culture Smear Culture

Length of m— positive positive positive positive

treatment (w) i |

0 11 18 8 12

2 2 9 5 7

4 3 5 2 6

6 1 5 0 3

8 | 3 4 0 2

10 1 0 | 0 0 2

12 310 1 1

14 1 0 0 1

16 2 0 0 0

18 0 0 1 0

20 1 0 o | 0

22 2 0 i 0 0

24 \ 0 o o 1

Table 5. Courses of Sputum Examinations (Including the cases in which

the regimen was changed)

Regimens | A. SM-INH-RFP B. SM-INH-EB
No. of cases I 26 18
——__ Bacilli in sputum ‘
R Smear Culture Smear Culture
Length of T positive positive positive positive
treatment (w) T—
0 17 26 12 18
2 4 14 6 13
4 4 7 4 10
6 2 7 1 5
8 3 4 1 4
10 0 0 1 3
12 3 0 3 3
14 2 0 1 3
16 3 0 2 0
18 0 0 2 1
20 1 0 0 1
22 2 0 1 0
24 1 0 1 1
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SM.INH-EB 7230 % ¥ 6 » BRI keI hi- L o2
BlETh T35,
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Fig.2. Rate of Sputum Conversion by Culture
(Total cases)
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Fig.3. Courses of X-ray findings (Gakken) (Cases on initial regimens)
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Table 6. Adverse Reactions of the Drugs
Regimens A. SM.INH:RFP ‘ B. SM.INH-EB
Hearing loss 4 3 (1)*
M Vertigo 2 (2) 1 (1)
Fever, exanthema 3(3) 1 (1)
Others 2 (1) 0
EB Fever, exanthema [/// 0
Fever, exanthema 2 (1) —
RFP Diareh -
iarrhea 1 //
INH 0 ! 0
. ) Transient 3 | Transient 5
Uprise of transaminases . .
i Continuous 3 Continuous 2
Transient eosiphilia : 8 i 11

* The number in the parentheses denote the interruption of the drug.
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