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Three hundred seventy four retreatment cases of pulmonary tuberculosis with positive

culture and previously untreated with ethambutol and ethionamide were allocated at random

to the following three regimens ;
1. 1321 TH 0.5g daily+EB 1.0 g daily

2. 1321TH 0.5g daily+RFP 0.45 g daily

3. EB 1.0g daily+RFP 0.45 g daily

Out of 374 cases, 91 were excluded due to various reasons shown in Table 2, and 41 cases

dropped out before the end of 2nd month. Thus, the remaining 242 cases were subjected to

the analysis of clinical results.

After 6 months treatment with the above regimens, the treatment was continued with RFP

twice weekly combined with other drugs for cases who converted to negative by the regimens

2 and 3 and for cases who failed to convert by the regimen 1.

The rate of sputum conversion (moving average) at sixth month was 86.42% in group 1,

83.2% in group 2 and 90.69% in group 3. The conversion rate of far advanced cases at sixth
month was 77.3% in group 1, 80.7% in group 2 and 85.2% in group 3. Based on the above
findings, it is likely that the above three drugs are ranked as RFP>EB>TH from the stand

point of its clinical efficacy.
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* Reprint may be obtained from Shigeichi Sunahara, Director, Tokyo National Chest Hospital, Kiyose-

shi, Tokyo 180-04 Japan.
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Table 1. Number of Cases Subjected to Analysis

Regimen 1 ‘ 2 3 ‘Total

Number of cases 123 | 127 | 124 | 374

allocated
Excluded 28 36 27 91
Dropout before the end

of 2nd month 19 13 9 41

Number of cases

subjected to analysis 76 78 88 | 242

All cases treated with (3)

RFP after the 6th month (25) | (34) | (62)

Table 2. Reason of Exclusion from Study Subjects

Regimen 1 l 2 t 3 Total .

Number of cases

excluded 28 36 27 91

Culture negative
before treatment
Wrong allocation 15 14 15 44

No record available
or other reason

7 14 9 30

5 8 3 16

Non-TB disease 1 1
Table 3. Reason of Dropout
: Month
Regi-
R Total
cason men|o 111 523 3~4] 45| 56|
1 3|/5|5|7|1]|3 24
Adverse
. 2 312144 |11 15
reaction
3 1131311 9
1 1 1
Surgery 2 2
3 1
1 1 11 4
Death 2 1
3 1 1
1 1 1 3
Irregular
. 2 1)1 1 1 4
discharge
3 2 3
1 1)1 2
Transfer to 9 1 9
other hospital
3 1
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Fig. 1. Background Factors
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Fig. 2. Rate of Sputum Conversion
by Culture (Moving average)
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Fig. 3. - Rate of Sputum Conversion
by Culture (Moving average)
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Table 4. Results of Culture in All Cases Treated with RFP (twice weekly) after the 6th Month

Regi- Month
men | MO | NTA ° 1 2 3 4 5 6 7 8 9 10 11 12
1 | Far by E I s o o T e
@) 2 Far. Ht +5 — +s +7 = / - - - - -
3 Far. +s + it +16 tw0 t2 - - - - — — —
1 Mod. - — — — - — — — — — — — —
Irregular
2 Far. bl I o= - - - - - +is At l <discharge>
3 Far. H- 4+ - — — — — — — — — —
4 Far. HH g0 - — — — — — — — -
5 Mod. - — — — — — — — — — — —
6 Mod. 4 — — — — — — — — — — — —
7 Far. it +s t+7 +1 1 e — — +16  +10| (RFP-resistant)
8 Far. +58 — — — — — — — — — — — .
9 Mod. H p 4+ = — — — — — — — — —
10 Far. 4 + 4= e e — - - + + + |(RFP-resistant)
11 Far. H+ — — — — — — — — — — — —
® 12 Far. H +a — — — — — — — — — — —
13 Far. +4 / — —_ — — — — — — — — _
14 | Far. H+ ¥ o+ - = = = = = = = = =
15 Mod. +3 — — — — — — — — — — — —
16 Mod. + — — — — — — — — — — —
17 Mod. +34 — — - — — — — — — — — —
18 Mod. +4 — — — — — — — — — — — _
19 Min. +H — — c c — - — — — — — _
20 Far. A — — — — — / — — — — —
21 Far. H+ +y = — — — — — — — — —
22 Far. -+30 — — — — — — — — — — - -
23 Mod. H + # - +10 Fwe — - - — - — -
24 Far. H HH — - - — — — — — — — —
25 Far. 4 +, = — — — — — — — — —
1 Mod. -+ 445 — — — — — — — — — — —
2 Far. +- — — — — — — — — — — — —
3 Far. + + — — — — — — — — — — —
4 Far. Hf - + —_ — — — — — — — — —
5 Mod. +53 - o — - — — — — — — — —
6 Far. H H +5 - — — — — — — — — —
7 Mod. -+ H — — — — — — — — — — —
8 Mod. AL — —_ — — — — — — — — — —
9 Mod. + — — — —_ — — — — _ — _ _
10 Mod. HH — — — — — — — — - — — —
11 Far. i — — — — — — — — — — — _
12 Far. H e — — — — — — — —
Adverse
13 Mod. it - - - - - - - - - - - Kreaction)
14 Mod. i 4+ - — — — — — — —
5 | Far. | | 41 o+ - - — - = - - - C
16 Far. H 44 = — — — — — Ve — — — —
Dis- &
® Far. + - - - - - - - - - - |<charge>
18 Mod. 4 + — — — — _ _
19 Mod. i — — -_ — — - — — —
20 Far. i e H - — — — _ — — _ —
21 Mod. 1t — — — — — — — — — — —
22 Mod. +g — — — — — — — — — _ _
23 Mod. -+ — — — — — — — — — — — —
24 Far. H 4+, - — — — — — — — — — —
25 Mod. +2 _ — — — — — — — — — _ _
26 Far. +50 — — — — — — — — — — — —
27 Far. H — — — — — — — — — — — —
28 Mod. +40 — — — — — — — — — — — _
29 Far. H 4+ — - — — — V4 — — — — —
30 Far. H — — — — — — / — — — _ _
31 Mod. Hh- - — — - — — — — _ _ _
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Radiographic Changes of Basic
Lesion at Sixth Month

Table 5.

Regimen

1.TH-EB 2. RFP~TH13.RFP‘EB

3(4.6) 3( 44 4(49
20(30.7)| 27(39.7)| 32(39.5)

Moderate improvement
Slight improvement

Unchanged 42(64.7)| 37 (54. 4)| 45(55.6)
Warsening 1( 1.5)
Total 65(100.0) 68(100.0) 81(100.0)
Table 6. Radiographic Changes of

Cavitation at Sixth Month

Regimen

1.TH-EB |2.RFP-TH|3. RFP-BE
1(1.6)] 2(31) 2(2.7)

5(8.1) 4(6.2) 2(2.7)
15(24. 2)| 10(15. 4)| 11(15.1)

Marked improvement
Moderate improvement
Slight improvement

Unchanged 40(64.5)| 47(72.2)| 57(78.1)
Worsening 1(1.6)] 2(31) 1(1.4)
Total 62(100.0)] 65(100.0) 73(100.0)

Changes at Sixth Month

Regimen

1. TH.EB ‘Z.RFP-TH 3.RFP-EB
1(1.2)

5(7.6) 7(10.0) 1(1.2)
19(28.8) 11(15.0)| 16(19.8)

Marked improvement
Moderate improvement
Slight improvement

Unchanged 40(60.6)| 50(71. 4)| 62(76.6)
Worsening 2038.0) 2(2.9! 1(1.2)
Total 66(100.0)| 70(100.0)| 81(100.0)
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Table 8. Incidence of Adverse Reaction (1~12 months)
Regimen
Total
1. EB-TH 2. RFP-TH | 3. RFP-EB
Allergic Fever 1 3 7
reaction Rash 1 5 5 (1D 1 (D
Gastro-intestinal symptoms 33 (13) 30 (8 21 (3) 84 (24)
Liver insufficiency 13 (9 15 (11) 5 (2 33 (22)
Tinnitus, hearing
difficulty 2 6 (2 6 (1 14 (3)
Neuro- Hypaesthqsia 3 (1) 9 6 1 (1
psychiatric convulsion
disorder Irritation insomnia 2 8 6 16
Psychosis 2 (2 3 (2 1 6 (5)
Visual disorder 1 2 7 10 (4)
Haemoptysis 1 1
Depilation 1 1
Total 61 74 60 195
Number of cases All cases
x?;isgverse investigated 49/93 52.7% 51/93 54.9% 36/97 36.7% | 136/283 48.0%
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