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EFFICACY OF THE STANDARD REGIMEN FOR INITIAL TREATMENT
OF PULMONARY TUBERCULOSIS : RESULTS OF
LONG-TERM FOLLOWED-UP

Masako WADA * , Takashi YOSHIYAMA, Takumi SUGIE,
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In 1986, the regimen with isoniazid, rifampicin and streptomycin or ethambutol for 9 or
6 months was introduced as the standard therapy for the initial treatment of pulmonary
tuberculosis in Japan. Since then, several reports have been published on the relapse rate
after such standard regimen, but follow—up observation was limited to relatively short
period in these studies, except one study. Further, none of these studies reported overall
efficacy rate of the treatment which was the most important index to evaluate the regimen.
So we investigated the deaths, defaults, treatment failures, and relapses during and after
the initial treatment of pulmonary tuberculosis patients to calculate the efficacy rate.
Three hundred and six patients with newly diagnosed pulmonary tuberculosis, who had
admitted to Fukujuji Hospital and started initial treatment with standard regimen, were
followed—up, retrospectively. At the start of the initial treatment, mean age of the male
patients were 47.0 and those of the female patients were 42.2 years old (male : 232 cases,
female : 74 cases). Of the total 306 patients, 84.5 % were bacillaly positive and 50.7 % were
cavitary tuberculosis.

Resistance to isoniazid, rifampicin, streptomycin and ethambutol was noticed in 3.5 %,
0.4 %, 4.3 % and 0.4 % of the patients tested.

Their medical records in Fukujuji Hospital were reviewed, and for the patients who had
not visited the hospital more than one year letters were sent to request to visit the hospital
and to answer to questionaire. The questionaire were also sent to the referred hospitals and
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the concerned health—centers. Of 306 patients enrolled in the present investigation, 7 have
_dropped out. Of 306 patients enrolled in the present investigation, 280 were eligible to
evaluate the long—term efficacy. There were 17 unsuccessful cases including 8 death of
tuberculosis, 7 defaults, 2 treatment failure (one of which had died and was included in
death cases, too) and 1 bacteriological relapse. From these results, the efficacy rate of the
initial treatment with standard regimen was calculated as 93.9 % (263/280). This figure does
not reach to the target efficacy rate of 95% suggested by WHO. Further efforts will be
needed to improve the efficacy rate, especially by reducing the number of defaults.
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meg/ml i 1161 (4.3 %), EB 2.5 mcg/ml Yk
Bl 181 (0.4%) Wil S5hic, INH - SM,
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G1,2 C+
(33) (9.8
>G3 C2JT <20 | negative
(52.6) (5.9) (13.0) (15.5)

Fig. 1

Bacteriological Status at the Start of

Treatment. (N=306)

Figures in parentheses show percentage.
>G3 : heavily smear positive
G1, 2 : moderately smear positive
C2+ : culture positive with numerous colonies
C1+ : culture positive with moderate colonies
<20 : culture positive with 20 or less colonies

Table 1

Results of Drug—Susceptibility Test (N=257)

Resistance to single drug

Resistance to two or more drugs

INH 9 (3.5
RFP 1 0.9
SM 11 4.3
EB 10.9

INH & SM 100.9
INH & EB 109
INH & RFP & SM 1 (0.4

Figures in parentheses show percentage.

Table 2 Causes of death (N=31)

tuberculous death during chemotherapy
aspergillosis after chemotherapy

malignant tumors

cerebral vasucular disease

others
unknown

5(16.1)
3CL0
7(22.6)
4(12.9)
9(29.0)
3(10

Figures in parentheses show percentage.
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Table 3 Back—grounds of Defaulters (N-T7)

Age Sex Occupation

X-ray TBB in sputum Drug—resistance

Time of
Defaulted (M)

Case 1 52 F  house wife m1 negative unkown 1
2 39 M laborer igt G8 none 1
3 15 M student I1pl G8 none 4
4 61 M laborer 2 G38 none b)
5 40 M cook o3 G 6 INH 6
6 61 M clerk m2 culture2 + none 0.5
7 26 M student m1 <20 colonies none b)
A (LyY4.5~53.THHA) THoto 188 ALLE 50% |
OEREHEAEZ T I 1T (1.8 %) Idbhrs (42.9)
Eiam & 75 - RS, FFRERE I L 5 60 6 4, (35.9)
AN 3 F (2 FlHIKERE &0, BIRFG
BE5 B (2 Bl SEFIMYE), BRSO L6, M XARE
B EEEoRIKILEET 60 LB, BERMEEE ~mb
L, ElasZg 726 14, BEEAH2HTS -7, (12.0)
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ZEMAG] ¢ R« BEEBYEGNIE 90 B, REE O BB (1.4)

31T, K . B & bRRMERIIZ 4 BlB D, TREITIR
okl yyidzhEn124HH (9.1~53.7%4
A, 12.2#7 H (6.5~15.24 H), 10.6 4 A (9.0~
12.3 7 ) TH -1
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REAEG I 45 B, K - Bl LRI 29 6B D, 1A
BRREE Ly vREhEN 1.5 A (6.6~23.7
# A, 97478 6.5~19.6 ), 9.1 H (45~
18.7THA) Thoto TORR, HHEPIEIZHERI
I X EEROBMc L b EEIhTwasl L
Db -t

10, FEHREIERES DRI & AR (Table5)

BB ORI A S B &, IBRHR T LB H 50113

<6 6~9 9~12 12~18 >18 months

Fig. 2 Duration of the Initial Treatment.
(N=217)

Figures in parentheses show percentage.

306 B rh 217 ] (70.9 %), IEWHE T Lo HSBIER T VB
h 236 (1.5 %), w261 (0.7 %), iHEEPET T Bl
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THOFHEE 1 15 (0.46 %) TH -1, BHEL
161 27 5% o B R A E©, FIEERBREET DR
B b1, WEHEERG 3, 2FIRMEOMFIET® - 7

Table 4 Duration of Treatment according to Radiological and
Bacteriological Status (N=217)

duration of chemotherapy (months)

cavitary

non—cavitary

smear & culture 12.4(9.1~53. (N =90) 11.5(6.6~23. 7 (N =32)

positive

smear negative
culture positive
smear & culture
negative

12.2(6.5~15.2) (N =17)

10.6(9.0~12.3)(N = 4)

9.7(6.5~19.6) (N =45)

9.1(4.5~18. (N =29)
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Table 5 Status at the Last Observation (N=306)

States

Numbers of Cases (percent)

Completed chemotherapy & followed—up
Completed chemotherapy but not followed—up

During chemotherapy
Defaulted

Dead

No information

217(70.9)
23( 7.5)
200.7
7 2.3)
31(10. 1)
26( 8.5)

(27.2)

25% |-
(20.7)

(15.2) (17.2)

(9.7 (10.1)

<1 1~2 2~3 3~4 4~5 >>5 years
Fig. 3 Duration of Follow—up Observation.
(N=217)

Mean follow—up period was 44.6 months,
S. D. 20.9

Table 6 Efficacy of the Treatment

death caused of tuberculosis 8
defaulted 7
treatment failure 2

bacterial relapse after treatment 1

Efficacy Rate 263/280 (93.9)
* (including one treatment failure)
** (including one death)

9 4 H OIFHEREE T 4 % ORI T OEEKRE T,
Rt X R LR AR S NERLRRE SN2, R
XBWEE T, ZEMTFICBEEY 1 em OX&RRENE
Do, FRFHr,, FHHEREOBER - i3
HB2E+48 20 = =N 1EITH - o FHEEM DK
PRS2 MR ER D K RAHIEMETH - 72, INH » RFP »
SM + PZA @ 4 K THEBIE S 0, 1 FERIESE L2
PRENTHE U 7oiRi 21T » oo THARER T 245 Tl
BERAOhTOLIE L,

1L #gEMost (Fig. 3)

BRI TR S floBIEYM o0 TR, 217§
o9 B (27.2%) 1 5ELI FHEI ATV, FE
IR 3744 H (S.D.22.1, Lv Y 2.9~81.94

Figures in parentheses show percentage.

H) Th -t

12. BEIR (Table6)

TEFRBBAISAD 5 5, FEKBIHEIE 8 f (151375
KRB & B, BT B, AR 2 51 (1
BISECHI & TR FHERIH 1 Bl AR 1T BIASHREAR
BRI TH - foo IREBAIA L 722 306 FlD 5 b, SEOH
BTHEBOB SN - 72 26 Bl ERRL 280 flic>W0 T,
NS IBBARKIIBI 1T HlEBR< 263§ % iRFRIIH &
T5E, HESIIRIZB.9%TH -1,

% -3

ARFHEIR &5 - 72 306 HlOWIRERHI <, T
» 5 TAERTD 1984 4EREH) & 6 4ERTD 1985 4EREEHIC B
LHBEORIBERES D E, AN, EEEE, HEFTOV
T 1985 FEEBI D EH - 72, BHMSBRTVES LS
2P AOOBBAHML WEHRO A BT}, BN
FhEHD L FIRERHEICL > TETVS T &EMERK
SNte, TORICBALT, BHETODNTVWEH —~NA 35
YRV 2T LAEFHALT, FERAIBBFINIEEIC
FHIETEREE 521 o RSB S 4 5 v 2 7 4 D3 TJfE
THNL, KEFRBETEIZHEIT WANARTISEES
B, FIANY —RHEORESH D, RAJHER I &5 D
THAI D

SR D IR B REBER I 85.5 L&,
FHLL L REROITD - 1o BRI © 13 3 Bk
FI DTSR 13 RETG & 0B H SN h - 720,

TR T RBIEA TR, Vs 12.1 0 T
b o too EROBS, BEEIRIIC X - TR % 2
5 &, ERAITHEERBWERS S - b EL 12240 8T,
RIKRRVERS RIS ARG, SRR R R 2 TR
B & SIEMERG, B BRI ZE R
BHRTE L SRWIEERA ORI D - 1o TN SO
B OIERUPR I BERIR L & 0 b ZROBERIc X - T &
DB HBINTVD I EDbh - 1o, BB
.47 ATHY, 27.2%1F 5 L HHESh TV,
EHRE THROBIERIZ 141046 Bich ohiclicd X1



306

ot

Fox i¥, RFP & nENEHRRLETEV, KU
Z L BEIWERICODITHLT B, IREND I YT 54
7Y RAEOHIKKETIHTH DL LBRTVENY, &
EDRERIT & ERORIWEH D 7o i 2 BIDIERERIKL,
55 1 Bl TAHERARHEEE 2T 100, T ORBHE
L, BstiE s ->TLE -7, ftho 1 BlIZHERBER &
720 BRI AL D F2 D ITFET L 72,

HEREhI I T 2.3 %I STz, LPIRERE
6 7 ASIMNICHHT L T Wi, 2 BRI % £iREH
Wi & 75 - 12 hs, fthod 5 BlLIZIREE TSR T H - oo
SF DIBRE TR OTHERE R 0. 46 %103 E12h - 743,
EIWER, GRP O 7D ORIBIIE 3.6 BIT b DIF - T,
BEERE A2 &, 306 HlD > bbbz L THBAR
HE D 26 1% R < 280 B chig B 1 17 T, Thll
ADbOEBERIIEE LTEHET B &, REESRI
93.9%TdH > 720

WHO 35 #E T RIEEEHER 5 %L L L8
NTEE ORI RARETH 5 LHEEF LTV A0, &
ABMLONONOREETIRED L NVITEL TVEH, -
tro ARIGEEDREGSD B O, FHRRICI
Bic X BEH AL 5T &, wFEPWiEpET 5
Tk, BIEHIC & BIERIEMPIE R T B EEHTE
LTk EITH T EDNEEN S,

=

1. BRHE TR 3. 1 4RI O B IR T O AR
13217 Bk 161 0. 46 % TH - 720

2. FEMHTIRE S - 1 Flid 81 2.6 %TH - 720

3. JREPETEIE T B 2.8 %l B DT,

O BB B 4T

4. BWER DI ITIRBERI L 7B 21 TH - 720

5. WBEHRT LEZRoThh T\ 217 flc o FHER
FRIL 0. 46 B &K - 1203, DEROIEEHRIL 93.9% T
Bt SBALFHEEORBEEA LS E 2 nicid, B
% B EISE, BIEE A~ OXIG & BB~ DX IE
NEFN B,
BHICFRAR I CHIL LavE LSRR
(R OBIRS N & BT EREORBEEOBRE TS A -
Pkt s A« THELSAESVWELET, i
X DA LT & - 72 BCG BiZEFt o FHH—ER
SV LET,

X Lo

1) BEFE : bHEICB T 2SR R & B3,
FER%. 1992 ; 67 : 555 —563.

2) AR B R R R SRR« IR O
Ak L 2 RS MEEAERTHRRT ; 1986.

3) BEFE, JIER— MRS BERFEA O
DELARE & EIRE, . 1990 ; 65 : 791-803.

4) SERRETF RIS « AR I BE S 2R

s SERE 2 HERERFRFFTER S 5 1990.

5) Fox W : The current status of short course
chemotherapy with particular reference to
regimens and mechanisms. £ 53 [E] H A&
oA, FER. 1978 ; 53 ¢ 503 —509.

6) Kochi A : The global tuberculosis situation
and the new control strategy of World
Health Organization. Tubercle. 1991 ; 72 : 1—
6.



