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Table 1 Background of patients: Comparison berween intermittent group and daily group

Cagors e o T b
Number 135 (100) 250 (100

Sex ratio (M:F) 24:1 291 ns
Average age 47.3 (16-79) 49.6 (16-80) n. s
MNon-lapanese 11 (8.1) 13 (5.2) ns
lobless . 50 (3T0) 97 (38.8) ns
Homeless 2415 B 1T n.s
Daily alcoho) drinker 39 (28.%) ;4G (1641 i s
Diabetes mellitus 25 [18.5) 87 {34.8) ns
Extra-pulmonary wberculosis 0 I ns
HIVY-infected wWin? 2 (0.8)203 ns
Smear positive IL3 (837 i07 {78.8) ns
Cavitary disease 21 (67.4) 163 (63.2) ns

—-$-  inlcrmitient Ireatmeni
% —a— [Cazy reatment

Cullure-positive rate

I

0 | 2 3 4 5 & manth
Wertical bars indicate 95% confidence intervals

Fig. Spulum culture-positive rate during 6-month treatment

Table2 Outcomes of the intermittent group and daily group

[mermittent meatment Daily wrewment group (%)

Category of reauneni group (%)

Number 124+ {10%).0) 250 {10
Suceessful completion of reatment 121 (97.8) 239 (95.6)
On Ireatrnent 0 0
Defaulted 0 B (3
Transferred out 0 | {0.4)
Death Q 2 {0_3}:::
Disconlinuation of treatment Jer (24) d

*One-hundred-ihirty-five started the intermittent treatmenl, but eleven of 135 who elongated initial
intensive treatment were excluded Froo the apalysis.
**The reasons of disconlinuation were, one for perforared empyema, one for Au-like sypdrome. and
one fow severe peripheral neoris.
***One of two died from berculosis and the other died from malignant disease.



366

LTwiiols, BREROTR» B L, Rho
124 b 121 ) {97 6%) 1A, IAMNREFEE S
L PILE B FAERP RIS ERE (2
OIEM XSG T T FILERE T H - 55, B
MG ER L 2%, MARELITo A0 &
POHREEILEBBE Lo h. FOEANFMEE LT,
R L), LB 7 VEERE, | FIRINEEEE
DIl EEERART S A CRIE L - 7 A EEE
DI HEPLEEREL:-SIIEEL, BESESST
Pro ZHIZHL, BHFEE R 222508 TiE230H
(95.6%) AU, SH (3.2%) MECDE. 1 HAEE,
2EIMIEE L7 FET LA 2 @0 0 & 1 ISR,
e 1 Bl PRS- HEC L, SEECTHEMAIE
B Eidi{, BAEERTIII295 HC PN
Lo, et ERIcEEE T4 245 7 (Fisher exact: 2-
tailed, p-value: 0.05).
PEHILMBZEE L HFIORRIEBESHA, &
WiflT, HFEERETHEETIIIYAERELL2
A, 7L ¥ —EHTINH, RFP, EB, PZA DT
FiToA1H MGITIZL ZERABTHRBOSTR
INHO pg/mi THED 220, LVEX 2 EML, €D
METO2upml TEEM ThH - oD ICMEREILE
Lz 1f, BhoTAGEEEOHE L X TCREEEN
T, BRFPEREL IO 5 BRET AT
MLz, HRACDHL ., ey PLIBERET s &
A#BEL, BEdEL Lot Foibo s Midibmis
TLZ FENOEASEASEOSGREMNESHRT
ot

BRETHOBR (Table 3) | HEETHEsHAALE
ERHRERATELFIIOWT, HRBETHOERTAD
&, FiRMEBEsTHYP, 6 " HEBT2H. 6~127H
ORI FOREXNAGSHh, DFALLETEAERETA
Bhdol, CHCHLELFER 159ATIIETE
sHAEMI2M, 6~ 12HAME I, 242 AL
L HAEREL T, BRSET EOERRRHE OB
Rt mEN I A, BAFEEIITFA. T
AREMthth0728, RIAATEL AR
FEIA-FETHDLE, BMAFEHTHIATVIOA-
S, HEOBRENTE L6000 A ~ET, BREEIZEHEST

SV W% W55 2006ESH

EAIIARELIA LN Lo {Z=1.85, P=0.06). B
ZREFNEOUEE N FR45%, 255 Thoal. BR
FlefizieT, BENBREOEHEF LRI T
Vi, WEADER L MEEE L FAROBIERE T,
MERIDEAL

(4} MxgEhaori{EA

SO EEEZ T ABETHREED I IRES
HMu bt s ATH - RARBEEDEGEEE
| 9, 7AEERE, MAMERAE (F. RN REE
EVWTHhoF, FAEREO AL FHHEEED )
itk sbIl LA, 7AERRD 1 HXGEAHR
~EEL e ) PR RER T 8 4 BTk L 2.,
ERETETETLEEA 15S% Th ot

% E 3

MEEEFER—HREY | ATRSTHEHAHET 2 L
DLHMERDREA MG o INHASMEE 2 BIE
5 & INH+PAS B HBRES LAHTIEE 2 BIETH 94%
PRGLEELYRL, BOHESOWwR LY LEVEHE
BhFEEREHTWEI LdL, SPLEFAEHNEAV
RBSILGRARETLEDFEERBEOBEEIERT
EHZEMTESALY, SoIlEMEBIEBRELE
Abit, 2h FEOHBHELERIS HRATHROR
REII13% L EHAFEOEELCELBRO L VAT
RS Y, EOBIZER S U7 rifapentine & INH
LAGBL#ENE  BREL, HIVIESEMA, FE
BATHBR/ AL 2% B2 BHFED25%
CRBMCENTHLIILPREENTAY Ll
Hang Kong 4+ 6 QRS Tl | SR I EHFEL D
HBREIFRL, PTRESEBMThHo eSS TY
5",

FEFRTHM NG 2 BRiED 2 7 A EOBERE{LE
19485 Lt BEAREE O HEBEL THIRTHY,
FOBEEGMERECBITL 0L RSN, B
#z MR INH, RFP, SMEEAOESL, £0ENRAA
FTH2ME F A8 LB INSH, RFP (INH 15 mghkg/H,
RFP 600 mg/B)} %5 L. 7 Singapore TOB KT 2 #
AEowdRtE{bEE % NRHAARILI0RLEEER
o2 HEAOREBH{EES R AR{LERIC

Table 3 Relapse after completion of the treatment

The time of Within & months 6-12 months*  12-24 months™" More than 24 Cumulalive number Cumulative
relapse after months relapse rate/ 100
completion Number Ralzpse person-year

of treatment

Intermnittent 2 1 Iy 0 67 3 373
Daily 2 1 a 1 159 4 TG

“The ditlerence of relapse rate bath iraarment 2roups was oot statistically significant (Z=1.35, P=0.06}.
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Original Article

TWICE-WEEKLY INTERMITTENT CHEMOTHERAPY
DURING THE MAINTENANCE PHASE OF THE SHORT-COURSE TREATMENT
FOR NEW PATIENTS WITH PULMONARY TUBERCULOSIS

'Masake WADA, *Kunihiro MIZOGUCHI, *Masao OKUMURA, "Satoshi MITARAL
'Hitoshi HOSHINO, 'Masako OHMORI, 'Kazuhiro UCHIMURA, *Takashi YOSHIY AMA,
' and "Hideo GGATA

Abstract [Backgrounel and Objective] Various types of
inlermiltent chemotherapy regimens have been applied for the
ireatment of wberculosis worldwide, but, in Japan, any type
of intermittent freatment has not been adopred currently as the
standard regimens for the treatment of whercolosis. ntermit-
tenl regimens have a great advantage to faciliiate dirsctly
cbserved therapy (DOT), To introduce DOT more extensively
in Japan, we condecied the present clinical trial 1o assess the
effectivenass and safety of inermient chemotherapy.
[Palients and Methods] This iz 4 non-randomized trial o
compare twice-weekly interminent therapy under DOT with
daily therapy by self-adminisiration. Newly disgnosed pa-
ticnis with pulmonary ruberculosis who completed the initial
intensified phase of 2 months with 4 drugs were enrclled.
Supervision of drug administration was carried out by the
pharmacisls who cooperated 1o the study (Phamacy DOT),
[Results] Total 385 palients were enrolled in this trial, of
which 135 patients were treated by 1wice-weekly imerminent
maintenance chemotherapy under the supervision by pharma-
cisis and remaining 250 patients were treated by daily mainte-
nance chemotherapy without supervision {self-administeation).
Treatmen! syccess-rates were 97.6% for intermittent treat-
ment group and 95.6% for daily treatment group. Relapse
tates after the completion of the treatment course were 373/
100 person-year and 1.76/100 person-year, respectively. The

difference between the Iwo groups was oot swatistically
significant. Adverse evenls required the modificarion of
treatment schedule occurred enly in 8.2% of the imiermiuently
treated patients.

[Conclusions] After the successful completion of the initial
intensified phase of tubsrculosis chemotherapy, 1wice-weekly
intermitten! chemotherapy during the maintenance phase
under the sopervision by pharmacist is as effective and safe as
the daily therapy, and is conveniently accepied by the parients,
The pharmacy DOT with the imermitient therapy during
maintenance phase adopted in this thal, should be widefy
introduced in Japan,

Key words; Chemotherapy for mberculosis, [ntermniment
treatment during continualion phase, Directly observed reat-
menl, Supervision by phammacist, Adverse svents, Relapse

rate
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