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THREE-YEAR FOLLOW-UP RESULTS OF THE FIRST CLINICAL
STUDY ON THE DAILY AND TWICE-WEEKLY
ADMINISTRATIONS OF RIFAMPICIN,
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RESEARCH COMMITTEE, RYOKEN*

Tuberculosis Research Committee, RYOKEN
(Chairman : Jiro GOMI)

(Received for publication January 22, 1974)

Tuberculosis Research Committee, RYOKEN, had carried out a clinical trial as to the
therapeutic effects of RFP on retreatment cases of pulmonary tuberculosis from June, 1969,
and the patients of this trial were followed up at three years interval after the beginning of
the trial.

At the start of the trial, all patients were divided into two groups. Patients of the
group I had been treated previously by various antituberculosis drugs including EB, and RFP
was administered daily together with the previous regimen. The patients of this group might
be classified as so-called monotherapy of RFP. Patients of the group II had never been treated
with EB previously, and they were divided into two subgroups A and B at random. The
patients of subgroup A (group II A) were treated with RFP daily plus EB daily, and the
patients of subgroup B (group II B) were treated with RFP twice weekly plus EB daily. The
dose of RFP in these three groups was equally 450 mg per day, and that of EB were 750 mg
per day.

The patients of each group were followed up at an intervall of three years from the
beginning of this study and about ninety per cent of the cases were fully observed ; that is,
100 cases of the group I, 61 cases of the group II' A and 60 of the group II B could be
followed up. Among these cases there were .no significant differences in the background
factors between II A and II B.

The number of cases in each group which showed consecutively negative cultures at 4th,
5th and 6th month after the start of the trial were 47 (47%) in the group I, 44 (72.1%) in
the group II A and 48 (80%) in the group II B. There were some cases (1 case in group I,
6 cases in group Il A and 3 cases in group II B) which showed negative conversion during

7~12 months. Including these cases, a total of 48 cases in the group I, 50 cases in the group

* From the Tuberculosis Research Committee, RYOKEN c/o Inform. JATA Kekkaku Yobokai
Bldg., 8 Minami-Motocho, Shinjuku-ku, Tokyo 160 Japan.
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II A and 51 cases in the group II B could be followed up.

Among those who once converted to consecutively negative cultures, the rate of bacteriolo-
gical relapse was 31.3% in the group I, 10% in the group Il A and 7.8% in the group II B.

Judging from the rate of the bacteriological relapse in the follow-up study, it can be

concluded that there was no difference in the therapeutic effects between two regimens of
daily or biweekly RFP combined with daily EB, and the regimen of the so-called monotherapy

was less effective.
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Table 2. Number of Cases in Each Group
by Duration of RFP-treatment
Group I oA IB
Total cases
D‘m 100 61 60
of RFP-treatment*
6months 27 18 17
~ 9 12 9 5
~12 40 24 30
~18 12 7 7
~24 1 0 0
25months~ 8 3 1

* Because of the shortage in the sample supply, patients
were not always treated with RFP after six months.

Table 1. Number of Patients by the Regimen of RFP-treatment and the NTA Classification
K | Patients who had been Patient ho had b treated
Seblect of the tria Segimens inclading £5 T with BB previously” "
Regimen I . IA 1B
3 RFP, +Previous regimen RFP,;+EB, RFP,+EB;
Number of cases observed 100 61 60
NTA Far advanced 87 (87) 52 (85.2) 52 (86.7)
classification | Mod. advanced 13 (13) 9 (14.8) 8 (13.3)
Table 3. Bacteriological Findings at 4 th, 5th and 6 th month after Starting RFP treatment
Group I (100 cases) Group II A (61 cases) Group IIB (60 cases)
47 10 11 32 44 10 1 6 48 2 4 6
47%) | (72.1%) | | (80%) | |
[ } [ [ ]
1* 5% 1* 2% 1*

* Number of cases showing negative conversion during 7~12 months,
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HEINILDILIRET 47 6 (47%), L ABET 44 )
(72.1%), T BT 48 i (80%) THt,

t¥RRF 12 H A OB THCCHERELL HEE R
b ®, Ficbb RFP OBREHEIEBRTHbbhi
LODFFM* FITRIR T B, 2hby (—, —,
—) ez T, IBit484), TARB:t506), T BE

& 51 BT DT BHEROREA L bR SRt

V. BHEYR LCEADORRES (F4)

BHE %R LICiEGID, RFP BAIARSDFA, RFP #
53R, RODOEEME(LORY, RFP BRIAHK 7~12 »
B, 13~24 %A, 25~36 » D 3 B OEE R,
BEHKOBERY—IELTER Lo BFOHDOHOHF
REREh ORI P ERBHETHOLAKTH B,

I BEOBHES 15 e o\WTHhB &, No.l x5 No.
7 ¥ TOEMI VO ABERELE I b B FHE

Table 4. Patients Who Showed Bacteriological Relapse in Each Group
(Group I)
Clasniich on [Duration of Tubercle bacilli Follow up period (months)
No. atotfhﬁ Pglga_rt l:g_at ment ?¥hf:u5lttt}l:e6 ?; Present conditions
treatment (months) month 7~12m. 13~24m. 25~36m.

1 Far adv. 6 - - = |—0— ® Died

2 " 12 - - = —O——0® Uncertain

3 Mod. adv. 12 - — - |/ —® © Under home care

4 Far adv. 15 - - — |/ ® (D) Remained at hospital
5 " 6 - - = —( ) ® "

6 " 6 - — — |—® ®@ ® "

7 7 36 - - = —0® ® @ "

8 Mod. adv. 7 - - - ® © Under normal work
9 Far adv. 24 - - - > >0 Died
10 " 8 - - = @O——0 Remained at hospital
11 " 18 - - = @Q——0 "
12 1 36 - = = @—i——b "
13 " 17 - - = ®@ @ "
14 " 10 + - - —O— »— —>0@Q "
15 Mod. adv. 8 _ - - (%) ® Under ambulant treatment
(Group II A)

1 Far adv. 14 - - = —0— ——»@——‘——»@ Remained at hospital
2 " 12 - - = @ Died

3 " 6 - - = 5—— @ Remained at hospital
4 " 9 - - = @—i_’ "

5 " 10 - — 4+ —OO——(*)»0——0@ Under ambulant treatment
(Group II B)

1 Far adv. 9 - - = |—0O— —»(Op.)—»@—{—»@ Remained at hospital
2 I _ - - (x)=@——@ Under ambulant treatment
3 " 13 - - — }—v@) Remained at hospital
4 Mod. adv. 6 —_ - = 1—»@ "

O : Number of positive results among monthly cultures during the indicated period.

(») : Discharged from hospital.
(Op.) : Surgical treatment.
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LTEDH No.8 25 No.13 ¥ TCOEML1EEND 2
FEFTORKBHE LT 5, No.1413 6 7 f DFERO
HETE (+,—,—) THOLLONEFDOHD 6 H AL
Birikd, ErroRcmHE LT\ %,

TIAFROBHEIS ATHBHM, Nol ik 7~12 #A
DO 1 B HEFOBIREBE» ¥ F T T\ %,
No.2 26 No.4 C1% 12 » A#2 bEHEE, No.5 i
6 3 BORBDHUET (—, —, +) THOLbONRLED
B0 6 1 BIXEERRT EOMER LAk ERPIcEH
BLTW3,

IBEOEHHE 4 flicowTARB E, Nol xR
BHE LT ) 20 EABHFERC L 20bb THESE
G TE D, No 2 LEREARERFCEELEDT
TW%o No.3, 41X 2 FEE>THRICABRFPICEHELT
W3,

V. RFP BEIABROMAMFIEHE (X5)

EHEE G RFP BAAR OB ¥ L HTRR L
F7cib RFP BAAH 7T~12 h AORC IHTT 4,
TABCL1H, IBET1H, 13~24 H D 1 E/MI I

Table 5. Number of Cases with Bacteriological

Relapse in Each Group by Months after
the Start of RFP-treatment

B BB B4F

BCERT7H, TARCT3H, IBRETLH, 25~36%»
Bol1EMctrhehl, 1, 2HTHOlk. FitToHE
WO ABEAE L DD 5B IFTIX3L.3% 2L, TA
BT 10% »%, IBRTIL7.8% XEHELTWSZ
LB, Thbd IR CE—UEBRHEL T XD
BOFHENRSL LA BRVWRHKES L OMREL,
hiclk~3 & TEOBEHEIEN T RS, LADIA
LI BOBIRIZE A EERRLNIEY, EWIBKT
BHBo

V. RFP &I EEEE (%6)

RFP O &R %, 6 » A3, £hUE9BAET,
12 # B ¥C, 13 3 AL EREKS U CHERLMGIEEEE
DRREYFTR Lo ThbbULOLABKBREELTY
RFP #Fiik LT\WB B b H\2 &, ¥/ RFP O
EHRAREI O O ERENECES VW ERLT LD
FRIARP LN 50 oF (7

TABLIBECOWTARSE, —LUHEHEELLE
LDOD5LRDED 12 FIA 6 » BT RFP OBER
FhbhTwaR, FhbD5H 18 (8.3%) DARIOn
SEDBCEHE L TWALETTH B, Thhbihd
RFP pEHIEIIC WY, EB LHtB LIsBAE A %
— oAl L 6 HANBEL VLI IENTED X

Months Onzgnlzzgrattei(;' eat 100clases 6lgages GOtl:Ialges SIBbhze
after the least for 3 VI. 3EHOBER (FT7)
start of months| 48 50 51
RFP-treatment BELRBARTOLONIHT 45%, TAHT
Bacteriological| 7~12 m. 7 1 1 31.1%, IBREET 30% d\ 5o Ei-CDRIDFETHI
relapse 13~24m.| 7 8 1 BT 19%, TART 8.2%, LIBHET 8.3% TH%bo
occurred at : | 25~36 m. 1 1 RFP OWBEC L5 b Ir it i B 0 b3 & ishote
Total 15 5 4 BOD0ELTDLIRNIENE T ENEILD, ZDX
(%) (3L.3) | (10) (7.8) - .
5 R ARRANERIE D IS, TALIBIRXAFT
Table 6. Number of Cases with Bacteriological Relapse by Duration of RFP-treatment
I oA IB
Duration of RFP-treatment 6m. ~9 ~12 | 13m.~| 6m. ~9 ~12 | 13m.~| 6m. ~9 ~12 | 13m.~

Cases showing consecutively
negative cultures for 3 9 4 22
months at the early Stage
of RFP-treatment

12 9 19 10 12 5 26 8

Bacteriological relapse 3 3 3 1 1 2 1 1 2 0 1
(%) (33.3)] (75) |(13.6)|(46.1)| (8.3)|(11.1)((10.5)| (10) | (8.3)| (40) | ( 0) (12.5)
Table 7. Number of Patients in Each Group by Present Conditions %
Remained Discharged Present conditions after discharge from hospital
Died Under P ti
at hospital from hospital ng!il;lél liglg?efgrk tfoog‘}}%i:ﬁ;:i}zg Und:;rgmme Uncertain
I 45 (45 ) 19 (19 ) 36 20 (20 ) 8 4 4
oA 19 (31.1) 5 (8.2 37 15 (24.6) 6 1 15
IB 18 (30 ) 5 (8.3) 37 22 (36.7) 0 0 15
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TALTIBEDOMITIXGEALEENRRDNILIDT,
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