Kekkaku Vol. 59, No. 11 575

5 x

b kic 815 PZA & EB Dl
— R LT S5 220 5 —

[E SRR AT L R R R A FE 2
(2E | EsopaEiisunk  RigaE)
SHt BAS9E 8 E T H

A COMPARISON OF PZA AND EB IN SHORT COURSE CHEMOTHERAPY
—Report of the 22nd Series of Controlled Trial of Chemotherapy—
Chairman : Seiji NAGASAWA*
(Received for publication August 7, 1984)

(I) Plan of Study : Orlgmal treatment patients were allocated at random to one of the
following three regimens :
Regimen I 2HRZ/HRE : INH-RFP plus PZA for the first two months followed by INH -
RFP plus EB.
Regimen II 6HRZ/HRE : The initial HRZ for 6 months.
Regimen Il HRE : INH-RFP plus EB through-out the whole treatment period.
Drug dosage was INH 0.3g, RFP 0.45g, PZA 1.0~1.5g and EB 0.75~1.0g. All patients were
given treatment for 6 months after negative conversion of sputum by culture and followed
up for 12 months after terminating treatment.

(II) Results : (1) Culture negativity in the early months of treatment was achieved more
rapidly in regimens containing pyrazinamide.
(2) Out of total 194 cases, 119 cases continued treatment for longer than 6 months after
negative conversion. Among treatment completed cases (23 cases in Regimen I, 25 cases
in Regimen II and 18 cases in Regimen III), one case of Regimen III relapsed and other two
cases each in Regimen I and II showed single isolation of tubercle bacilli. Since the
number of treatment completed cases was not enough to compare among three regimens,
the definite conclusion was not obtained in this study.
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* From the Cooperative Study Unit of Chemotherapy of Tuberculosis of National Sanatoria in Japan
(CSUCTNS).
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Table 1. Number of cases allocated and excluded

Total number of cases allocated 276
Total number of cases excluded 77
Pretreatment culture negative 17
Primary resistance 8
Non-tuberculosis disease 17
Complication 3
Withdrawn within 2 months 14
Others 18

Total number of cases utilized for the analysis
of clinical efficacy during chemotherapy 199

I 2HRZ/HRE 61
Regimen II 6HRZ/HRE 68
Il HRE 70

<Duration of chemotherapy is for 6 months after>
negative conversion by culture
Total number of cases assessed up to 12 months

Fig 1. Analysis of back ground factors
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Table 2.Rate of sputum conversion by smear

Month
Regimen
0 1 2 3 4 5 6
I Total assessed 54 54 54 54 53 53 53
Rate of conversion (%) 0 59.3 75.9 81.5 88.7 90.6 96.2
I Total assessed 59 59 59 59 58 58 56
Rate of conversion (%) 0 67.8 | 79.7 | 84.7 | 91.4 | 94.8 | 92.8
i Total assessed 58 58 58 58 58 58 58
Rate of conversion (%) 0 41.4 | 65.5 | 75.9 | 87.9 | 91.4 | 93.1
Rate of sputum conversion by culture
Month
Regimen
0 1 2 3 4 5 6
I Total assessed 61 61 61 61 60 60 60
Rate of conversion (%) 0 55.7 80.3 95.1 98.3 98.3 98.3
I Total assessed 68 68 68 68 67 67 65
Rate of conversion (%) 0 52.9 89.7 97.1 100.0 | 100.0 | 100.0
m Total assessed 70 70 70 70 70 69 69
Rate of conversion (%) 0 37.1 74.3 92.9 98.6 98.6 98.6
Table 3.Adverse reactions by drugs
No d PZA RFP INH EB Unknown
- assesse 160 246 246 191
Uricamia 94(3) 4 HRE
Arthralgia 25(1)
S-GOT, S-GPT level
Z
50— 99 k-u 8 10 { SEEE
100—199 k-u 2(1 5(1) 4 HRZ
200< k-u 7(7) 3(3) {IHRZ
Ocular changes’ 3(3) 2 HRE
Allergic reaction 2(2) 5(5) 1(1) 1(1)
Dermatitis 4(2) 4(3) 1 2(1) HRE
Gastrointestinal disturbance 5 2 2 HRZ
Others 1(1) 4

() : No.discontinued = Thrombocytopenia
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Table 4.Bacteriologic relapse up to 12 months after terminating chemoterapy

No. of Cavity at the time No. of No. of patients assessed
Regimen patients of terminating ’ up to 12 months after Relapse
cases .
assessed chemotherapy terminating chemotherapy
I 2% {presence 7 7 0
absence 19 16 0(1)*
presence 8 7 0
I 27 { absence 19 18 0(1)*
presence 8 6 1
It 22 { absence 14 13

« . Single isolation of thbercle bacilli
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Table 5.Correlation between the duration of chemotherapy after negative
conversion by culture and bacteriologic relapse up to 12 months
after terminating chemotherapy

Duration of chemoterapy  after negative conversion by culture
Regimen
6 7 8 9 10 11 12 months
I 23(1)* 1 7 2 2 2 2
1I 25(1)* 1 6 6 2 3 0
i 19(1)f 1 5 4 2 2 1
Total 67(3) 3 18 12 6 7 3

» . Single isolation of bacilli
T : Relapse
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