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CONTROLLED CLINICAL TRIAL OF THREE 6 MONTH REGIMENS
OF CHEMOTHERAPY FOR PULMONARY TUBERCULOSIS (Report 2)

——Results at One Year after Completing Chemotherapy——
Harukata BABA*, Akihiko SHINKAI and Yo AZUMA

(Received for publication July 6, 1978)

This is an one year follow up study of the cases after completing the 6 months chemothe-
rapy reported in our lst report.

The patients were all smear positive with cavity less than 4cm in diameter or without
cavity, and previously untreated or had been treated for less than 15 days.

They were treated with 3 regimens of chemotherapy containing RFP and other companion
drugs at the National Nakano Chest Hospital.

A total of 113 cases were allocated to this study but 10 cases were excluded due to the
reasons mentioned below;

1) atypical mycobacteria---3 cases, 2) RFP could not be used for longer than 18 days because
of side effects---3 cases, 3) death by stomach surgery on the 50th day of chemotherapy---1 case,
and 4) retreated elsewhere for 1~3 months after completing the 6 months chemotherapy only
due to worry on relapse, although their sputum had been culture negative and without any
signs of relapse by that time:--3 cases.

The remaining 103 cases were subjected to the follow-up study. One case could not be
followed up and 5 cases were followed up only for 1, 4, 7, 8, 10 months after completing 6
months chemotherapy with negative culture until then.

Frequency of sputum examinations of the remaining 97 cases was shown in Table 1.

Three cases relapsed out of 97 cases (Table 2), 2 cases within 6 month and one 9 month
after finishing the chemotherapy. In addition one colony of atypical mycobacterium (Runyon
Group 1V) was found from RHZS group 2 month after completing the chemotherapy, but this
case was not retreated and remained negative so far.

Relapsed cases were analysed in relation to the factors before-(Table 3) and after treatment
(Table 4). But the number was too few to draw any conclusion about the causes of relapse.

The bacilli isolated from these relapsed cases were all sensitive to the used drugs just as

before the treatment. Among 3 relapsed cases, 2 were retreated with drugs containing RFP as

* From the National Nakano Chest Hospital, 20-14-3, Egota, Nakano-ku, Tokyo 165 Japan.



30

in-patient and within 2 and 4 months became negative,
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but the other one who was retreated

with RHE as out-patient has not converted until 4 months. As this case had taken the drugs

too irregulerly, he was rehospitalized and soon thereafter his sputum converted to negative.

X-ray improvement continued even after stopping 6 months chemotherapy and it suggests

that tubercle bacilli in the lesion either died or stopped of the harmful effects to the surround-

ing tissue. The progress of X-ray improvement until 18 months from the start of chemotherapy

was just the same for 6, 12, 18 months chemotherapy groups (Fig.1).

The same result was seen as to the cavity closure rate in the remaining cavity less than

3cm in diameter at the end of 6 months chemotherapy. These 12, 18 months groups were the

cases treated with RHE from May 1974 to December 1976 in our hospital.
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Table 1. Frequency of Sputum Examinations

Months ttr somving | gy | 7-i2m
Over 4 times 78 53
3 13 14
2 6 15
1 0 14
0 0 1*

* This one case was examined at 13th month.
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Table 2. Relapsed Cases
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. . . Relapsed in
Treatment series Tot:;sep;ggnt Total Ezg;egleologlcal
P 7~12M 13~18 M
6RHS 34 2 2 0
2RHZS/4RHZ 31 1 0 1
2RHZE/4RHZ 32 0 0 0
Total 97 3 2 1
Table 3. Relapsed Cases in Relation to Pretreatment Background Factors
i 0 2 1
NTA Min. 14 Mod. ) FAR i1
Largest cavity 0 2—15 2cm> v32—2~ 2em< 20
Thbe bacilli 0 0 1 2
(Culture) g ST # 55 57
1 2 0
A 1 _2_ 0
ge 50> 76 70> 18 71< 3
Complication None %5 Present —é——

Notice. Numerator : Relapsed cased.
Denominator : Number of total cases.

Table 4. Relapsed Cases in Relation to Factors during Treatment

i 1 1 1 0 0
Conversion speed 4W> 30 8W> is 13W> 23 17W> 3 21W> 1
3 Unsatisfactory 0
Chemotherapy Satisfactory -2 <side-—effects, drug _
66 resistance, etc. 31
Cavity at the end 1 1 1 a. 0
of chemotherapy 0 o lem> -5 2cm> 15 } 3em< -5

Notice. Numerator : Relapse.
Denominator : Number of cases.
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Fig.1. X-ray improvement. Original cavitary cases
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Fig. 2. Closure rate of the cavities remained at the end of 6 month
when they were treated by 6, 12 and 18 months chemotherapy
(Judgement was made at the 18th month).
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Table 5. Relapse Rate and Incidence of Isolated Positive Culture of the Short Course
Chemotherapy from the Literatures
g - Isolated
Treatment : i T~ [13~ [19~ 25~ [31~ -
Author duration Regiment ; Case Relaps 12M | 18M | 24M | 30M | 36M é)lc;lstl‘tll;;e
1st. E.A/ 6M | 6RHS 152 | 4(3%) 3 1 0 0 *  25(18M>)
B.M.R. C.21® 6SHZ 153 | 138%) | 10 | 3 | 0 | 0 | * 1918M>)
ond.E. A/ 6M | 6RHS 171 4(2%) 40 01 o o =
B.M. R.C. 40 2RHSZ~ *
iSHzZ, | 19 7(4%) 7 0 0 0 *
oM | ZGOrEIREL T w60 | 86%) | 3| 2| 3 x| |4
B.T.T. A% 12M 155 2(1%) 1 0 1 * % |3
9IM 135 0 0 0 0 * * |2
18M 127 0 0 0 0 * * |1
oM | SCOrBIREL L 56 | su) o 0| 1| ol 2 |1@M>)
1(12M>)
Brouet ete.| oM | SSOrEBIRE Tgs | o o] o o o |1018M>)*
1(30M>)
1o | 3EOrBRE L | o ol ol of ol o éggﬁ;g
Poppe!® 6M RHE 114 5(4.4%) 4 0 1 * * |k
6M | 6RH 93 11%) 1 0 * * *
Dubral? *
2RH~4R,H, 95 3(3%) 3 0 * * *
6M | 6RHE 99 1(1%) 1 0 0 * *
Pilheu!® *
6RHE~6H 37 0 0 0 0 * *
. After the end of
H. Aizawa'® 12M 6RHE~6HP 95 0 chemo. T. 9~36M *
. After the end of
E.Uragami?® | 6~11M | RHE 151 1 € chemo. T. 6~27M 1
6M | 6RHS 34 2 2 0
Authors 2RHZS~4RHZ 31 1 0 1 * * * 0+ 1%xx
2RHES~4RHE 32 0 0 0
3M | 3RHS 47 7(15%) 6 1 0 5 1%xx
Kreis?V * *
3R;3H;S 44 5(11%) 4 1 0 2 1%xx

x These cases were followed up for 5 years and one more case relapsed between 3 and 5 years after admission.
xx When one case discharged tubercle bacilli two times, only the st one was illustrated here.

xxx Case of atypical mycobacteria.
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