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Background: Tuberculosis remains an important global health problem, and the world
Is currently not on track to end the TB epidemic by 2030. The development of
efficacious, safe, and shorter treatment regimens could significantly improve TB
management and treatment success rates.

Aim: To evaluate the efficacy and safety of a short-course, 4-month regimen including
isoniazid(H), pyrazinamide(P), rifapentine (P), and moxifloxacin(M)
(2HZPM/2HPM).

Significance: Shorter regimens have the potential to impact on TB control by reducing
TB incidence and mortality, and improve outcomes by increasing patient adherence to
treatments and decreasing duration to cure, in addition to reducing costs to the health
system and the patient

Method: A prospective, 3-year, single arm study to enroll 183 adult patients aged >=
20 years, with confirmed pulmonary TB by acid-fast stain, and/or culture, and/or
histopathologic findings compatible with active TB. Planned number of enrollment is
20 patients in year 1, 81 patients in year 2 and 82 patients in year 3. The primary
outcome is TB disease-free survival at 12 months after study treatment assignment and
proportion of participants with grade 3 or 4 adverse events during study drug
treatment. Secondary outcomes include culture conversion at 2 months, and rates of
drug adverse events. Patients with drug resistance, HIV infection and end-stage renal
disease will be excluded. A short-course, 4 month regimen will be administered
including a 2-month intensive phase with daily isoniazid, pyrazinamide, rifapentine
(dose of 20mg/kg), moxifloxacin and, followed by 2 months of daily isoniazid,
rifapentine at 20mg/kg and moxifloxacin. A current or historical control group of 183

patients receiving standard 6 months anti-TB agents (2HERZ/4HR) will be used for
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comparison. Patients will be followed up for adverse events at 1 week intervals for the
first 2 weeks, and at 2 weeks interval thereafter. Sputum cultures are collected at 4, 8,
12, 16 weeks and at 6 and 12 months after treatment, to assess early bactericidal effect
at 2 months and to detect relapse. Pharmacokinetic assessment of rifapentine (10cc
whole blood at 5 follow up time points) will be done at 0, 2, 4, 8 and 12 weeks. Serum
biomarkers (10cc whole blood at 5 follow up time points) will be done at 0, 4, 8, 12
and 16 weeks. HLA genotyping will be done at entry (10cc whole blood at week 0
once).

Results of Year 1: Due to the COVID-19 pandemic, the study was delayed and the
first case was enrolled on July 28, 2021. Up to Dec 1, 2021, we have enrolled 22
patients on short-course 4 months treatment. (KVGH 10, NTUH 7, VGH-TPE 4,
CGMH 1), and recruitment will continue until Dec 31, 2021. The treatment group
included 12 males, 10 females, with a mean age 66.3+/-SD 16.4 (range 38-92 years),
and over half (54.6%) were elderly aged >= 65 years old. The control group were
matched for age and sex, and included 12 males and 10 females, with a mean age
66.9+/-SD 15.7 (range 57-80 years).

Year 1: 1) Tolerability of the short-course, 4 months regimen, including the rates of
adverse events during treatment and rates of discontinuation. Drug adverse events
occurred significantly more frequent in the treatment group versus control group
(Grade 1 or 2 events were 14 (63.6%) vs 1 (4.6%), p < 0.001; Grade 3 or 4 events were
4 (18.2%) vs 0%, p=0.04). Treatment group had a higher discontinuation rate
compared with the control group (15, 68.2% vs 0%, p < 0.001). During treatment, 15
(68.2%) of the patients dropped out, reasons for dropping out include: changing
diagnosis from TB to nontuberculous mycobacteria (NTM) pulmonary disease (1),
hepatitis (2), jaundice (4), skin rash (2), gastrointestinal upset/vomiting (4) associated

with dizziness (2), fatigue (2), headache (1), fever(1) and anorexia (1), other reasons (3)
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include: depression with suicide attempt (1), thrombocytopenia (1) and large number
of pills(1). Due to the small number of enrolled cases, further risk factor analysis will
be done at a later time point. All subjects were successfully switched to another
anti-tuberculous treatment regimen.

Anticipated Results (Year2-3): The tolerability and efficacy of a short course, 4
months rifapentine and moxifloxacin containing regimen for treatment of
drug-susceptible pulmonary TB, and the PK/PD profile of rifapentine in Asian patients,
HLA associations with drug adverse events and correlation of biomarkers will be
determined.

Year 2: 1) The efficacy of the short-course, 4 month regimen including TB-disease
free survival at 12 months post-treatment assignment will be determined. All cause and
attributable mortality will be assessed. 2) PK/PD profile of rifapentine in Asian
patients 3) HLA genotyping associations with drug adverse events 4) serum
biomarkers correlations 4) Recruit 81 patients into the treatment group and 81
historical controls by retrospective chart review.

Year 3: 1) The efficacy of the short-course, 4 month regimen, especially recurrence
rate. 2) Economical benefit evaluation of short-course regimen. 3) Recruit 82 patients
into the treatment group and 82 historical controls by retrospective chart review.
Conclusion: A short-course, 4 month regimen containing isoniazid, pyrazinamide,
rifapentine and moxifloxacin may be as efficacious as current standard, 6-month,
anti-TB treatment regimens, however, currently, a higher rate of adverse events is
observed in this study in Asian patients. This may be due to the higher age of patients
enrolled in this study, different ethnicity (either pharmacodynamics or genetic factors)
or due to bias from small number of enrolled patients. The most common reason for
discontinuation was gastrointestinal upset and jaundice, this is different from the

TBTC31 study. We hope to have the opportunity to answer this question by enrolling
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more patients into this study in the 2"® and 3" year of the study, to evaluate if adverse
events in terms of frequency and types of adverse events are truly different between

patients in Taiwan compared to non-Asian patients.

keywords : Active TB, short course regimen, adverse reaction, completion rate,

treatment interruption
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g 2 L

LePmpl gt md s @ et Lo~ FRAMS P Fdsds

BRANZEPARERH T T - fA FAEF 25 Fld ¢ rifampin,

isoniazid, pyrazinamide, £ ethambutol -

AHIV g %%
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e R e

R v B ARk AS

= 1§ * &hisoniazid (H), pyrazinamide (2), rifapentine (P) and moxifloxacin (M)

2 i 5 £ 3 B HHPM

HRE4lE): » B Offm (MFREFALRETH)

% B 1 o HZ, rifampin (R), 2 ethambutol (E)> 2 {é ™ 5 £ v B 7 H HR(F # 5
REGELHT F R g ie)d e B0 S HRE

B EFAL

1. Isoniazid : #|& 5mg/kg © & % & & 300mg > & p JR* - =X

2. Rifampin: #| & 10mg/kg - & & # & 600mg> & p JR* — X - fg &£ /]3> 50 = 7 ¢

3. Ethambutol: #|# 15-25mg/kg > #8# & -] >+ 55 =7 ¢ & p pR* 800mg — =% - 4%
£ A BE5~75 27 & ppR* 1200mg - xR E A3 75 27 & ppR* 1600mg
— :lz o

4. Pyrazinamide: #|& 15-30mg/kg > %8 & -] >+ 55 =7 ¢ & p pR* 1000mg — =X >
& A3 E5~75 o7& ppRt 1500mg - x4 £ < 375 2 7 & p PR * 2000mg

- —A
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X

i,

5. Rifapentine : =+ p pR* 1200mg -

6. Moxifloxacin: = p PR * 400mg - =%

\

FHREFTR

R

Lk 2 12328 1 73 i 3 3(GOT, GPT) » Pl % frw v Fed o VT2 IR
iz

2.2 P EE v o IR A SR

CRe RO R AN

43F 4 3 1% ¢ HbsAg(#/r), anti-HBs +48 2 Anti-HCV 4

5.59 38 X &

6.7 R IR 4 2 HdE Fs A

112 420 T

8. i i& {7 A F1A] ~ 47(10cc 2 = )-rifapentine # 4 # 4 & (10cc x )4- Biomarkers

% +7(10cc 2 =)

LA %5 8% 2 5 12§ B "o i dp ke 45 GOT, GPT » J.7%

LEF o R FARE o 2R W EE 9 IR e BB 4 F(F & 10cc hk 4
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Z)fed e 47(F =x 10cc > = 4 =) > # 3% interferon-gamma(lFN-y), tumor

necrosis factor alpha (TNF-a), Triggering receptor expressed on myeloid

cells-1 (TREM-1), interleukin-12 (IL-12), IL-6
2%~ % A~ % 12~ % 163 ~ % 243 % 18 B 7 chkip iRt E

TR B PHE R

3. AF B frFw B Y EHIIINX ko

Tk 10 23 B
Tk %%

e R ie 12 1 PR E A & 4 an(favorable) - 7 % 4F (unfavorable) e i 2 32

(unassessable) e Ak

Bt R E AL FLNE T RN FEES

2. wipk B ats (EOT) » X F SRS MIFEMER AR L > e LB &1

MAEAZRABNE  AXBER A AR TS AP A% o
A

R BPHERARESEBES AR S BEES A RE
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A A . Vs . 5
3 AR RENEEPRFF %0 FARAT Bk 4GS RERTS
A 2 < [

b EHI TR R
: U o I A ' L, = > g — e
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%43 inkg % (favorable outcome) s & 80 ABIFAEZ £ 7 LK 4 0
RS E 12B ) Fus ARG AKME P HAUBMREASEI S gAY

BB IE R & i S
BEEBERERTRS AT RPEHRBFF > 723 BB R 8, KEER
AR H TR F - ABALEEEDDY

Fped got

1 o Biets- TR 7B A+ FHK
2. " fFFndk kB 4 65 4§ (sparse pharmacokinetic sampling) - #- 3 # 15

3~ 64r24 | pF(C24) = i P Y BL3k & 0 JRIE# rifapentine # 3k &

3. T L o AR 2B &5 4 8 5 (intensive pharmacokinetic

smapling) » #- %424 | FFp & - Bt -

4.5 8 - 3 % % (NTUH LC-Mass core) # 7 585 7% 11 LC-Mass > /2 jp] Z_

rifapentine % i]%m/}&)it o

5. % L& 48 & $i23) (nonlinear, mixed effects regression model, NLME) * & ¥

rifapentine x Tﬁ,;éfiﬂi‘ﬁ* ¥ AT 6 4 (area under concentration curve,AUC) - 54
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HLA 2 ¥4 4

HLA % i= A 714 4] # * HLAssure SE SBT Kit > # * DNA & # Z_& % ] 2_HLA
AT ofa T2 REFREPIAFRFREEEIEFRE M HAFZES
PHEHEBECAFIAS S AT L 4 BB o 55 o R 2 AT
RN G B pEAS R 2T RAOAE G513 4 R A BAPCRIEET & 4 Hf
H e DNA P E o L33 DNA P B 7|2 DNA P 2 - A FHRE M EZ G &
DA T o ¥ - 3G 0 AR ensl 3 2 g A 4 RS o 4 agarose gel Tk

th 4 PCRF a4 @ % DNA g [ s~ Bl it e el d  RiskB >
EAM > BBH P TR ZIEF o BN ERH I s B TEFATFILSR
MIREE R MEETE B PR X A Flawzr DNA 5 7] - HLAssure SE SBT

BEERE- 2R LF > g B EHHIORSE HLA £ =4 F o B 74 4587

B v A A AT R B R s R §T et e 2 HLA 554 -
e ol

BREAFIFECREL S 2 5 5 A2 5 128 (XT ) BEE A
% 10 mL o S A 8 #n fjfg;? W -T0 B C o i o &3 L APRE 2 m¥e ik >
¢ & Interferon-gamma (IFN-y), tumor necrosis factor-alpha (TNF-ao), Triggering

receptor expressed on myeloid cells-1 (TREM-1), interleukin-12 (IL-12), IL-6 % - i#]

%_> ;* 4_ELISA (enzyme-linked immunosorbent assay) -
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B ekl
T)g.}?mié r-\\/r'}%‘ %fﬁfriwpﬁ&ﬁ\ui’#mﬁ’x-ig i%’?il‘if%}i

R A (GRS B > 27 s a2 ) R RS0 B faic

VLT s A ﬂ,f 34 B 4 47 (modified analysis) 2. ¢
1) 33 % IS LS A g 2L A it B e SR P

2) BiHp e 4 P/ K,f (late screening failure/exclusion): %t isoniazid -

pyrazinamide ~ moxifloxacin # rifapentine & 3 L% |2 g %

.‘.

3) trin R ¥R FIR H R Fr = s 4
4) BinR P BIRE o fhp 4

5 MBI E > LY F R ERAED LRPRRE S ek ATy &

- IR R G EaE L
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CER A

LR AR GREF (RGBT BIPN) »5hies 2-4-8-12
Fel63F Gipf ™ ) M EaRis 6012 B2 () » #0052 B ks
% a5 % % &3 (surrogate marker)

2.p 1 MGIT &R 3|5 # 75 8t -© ik & (Speed of decline of sputum viable
7]

bacilli by automated MGIT days to detection)

(1)%¢4 isoniazid v pyrazinamide % $ 57 25 AR R & e oo
Pyrazinamide st ip]3& 8 * BACTEC™ MGIT™ 960 PZA kit (Becton, Dickinson
and Company, Spark, MD, USA) ik dx i * £ p =8> ;28 (7

(https://legacy.bd.com/ds/technicalCenter/clsi/clsi-960pza.pdf) -

BACTEC MGIT 960 PZA medium % 3 modified Middlebrook 7H9 broth (pH 5.9) -

¥ 14 jp| pyrazinamide R Rj:#(JE & 100ug/mL) -

(2)%F rifapentine = moxifloxacin % = 5T 38% 1 3 "o i & HpR L bz
(microdilution agar proportion test):#] _- 1)+ - - Moxifloxacin % rifapentine
RAEFRPBUEF AP FRASRRD A KRG 2-20CT M EHKFRR

o el A AT g 2 R R B R R £ I THIL 3 % & @ o2)5 518 5 -2 iR) L MIC:
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https://legacy.bd.com/ds/technicalCenter/clsi/clsi-960pza.pdf

Aot THIL 5§ 7 » FI384 5 € a2 P A i FAKR A THIO 2 il 3 € 4
E&AER G a & THILZ #5 2 £ 24 - Middlebrook 7H11 3§ 7732 % & 5 2
7TH11 # & % ZAF 4 » Middlebrook OADC (Oleic
Acid-Albumin-Dextrose-Catalase )i# & | fie @l @ = o #-5% 2% 71 Middlebrook 7H9
kOES R ERER T McFarland 2 o B % iRk B 5 107 fr 10° iR RSk o
TH11 3 "a3s % A #4601 ml njFie > 2 ® 37CH % 33 o R MFrdlJER 5 drd)
AZiE 999G E 4 R hER o & - e hP S % H3TRV B4 B Ficie

R a5 E I S R B B
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FFHUBF BT

By AP F g4 2 2R TF L2 LE EER %% 5.0 5%, (Common
Terminology Criteria for Adverse Events (CTCAE), Version 5.0) ¥ ez & & (7377
ferEE o ¥ L3 2F RELRTEI| AL - o AP LK BE? L& J(severe adverse
reactions, SARS) &% = &1 b in @ e Pip By L F AR L 2FE P Lk
o B s 2 AF RECFIFTERET ISR T AFA SRR AL
FARRT o FFIPRIRLIBFBEALT I A3 2 F EPRN3IB > * ppF
FES SR S RF AR EREALT P A I N FEIR S5 o BEEZ

EETELPELRELF AT AN FEIRLSR -
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[EN - BT

rIV E
R AR R | RAER F | RS R
oA vIRER 4| Fp SR
KEPF i |RREPF |#ia g
EL 2% B ek
% 2 4 A
&
i 38~39°C  |39.1~40°C | >40°C >40°C
(<24hr) (>24hr)
R 15 KA T hdmEee | ki |z [T
o FERRF Lo FR AN
PyAE PR RE 4 Ay
& p EE AR | EREED | MFPAR |
(dizziness/vertigo) L P78 ¥4z RE 7t

ELR EE AR | EARER ([ RFP AR
B WA E RE F it
VOp R EE AR | ERPED | BEp AR |-




-2,‘3&14 At ¥ A B /éﬁﬁ Rt
= Jir R | EREFD | BEF AR |
(paresthesia) C 37 45z JE s 5
g A4 |- E 4B |- A>T | FAREY%
Erpmp (HEPAR I FRERE
#i/r' &F‘Ié At ’%-@
ENES
e B &t PR EA | FARISE |FTA AL
7z el Y%
B o B SBP 1A @5 B SBP > 160 or IR
120-139, or DBP > 100
DBP 20-89
SR FAI Y
SBP 140-159
or DBP 90-99 | ¥ # f# #&ix
2y | H
¥
 BREAZ




3. m B
>140/90 ® %

£ &5

w p+>100 (sinus | maEdk 0 A | FoRMA 0 F G

=N
A
—%
¢
7

tachycardia) 2o

e
¢
a e
=3
=5

17. B3t 4%

Tiesk 7oAl 2. 4 W) %438 #4-12 Pearson’s chi-square 2 Fisher’s test # % 4 17 & i 3§ %
78 #-12 independent sample t & Mann Whitney U test & T 4 47 - &5 S#L 177 p
value < 0.1 e% 78 #-38 » 5 f#ick 17 0 € * Logistic regression model o #73 4 45 %
mopvalue < 0.05 ]2 5 EXrE P enlgF AR o ATy 2 e 4r iR * SPSS 20.0

st gick8 (SPSS, Inc., Chicago, IL, USA)

o % #c3- B (Sample size calculation): % TBTC study 31%° ¢4~ % % % & 7 B
= &l it * (Grade 3-5)crt b & W] A EAR SR iR B0 % 5 18.8% - 19.3% - BXK &
B L G A Ao R A W) % 82.2% e 81.7% 0 a2k 2.3 0.05 (¥ #] 95% i
%) 6 margin 2% %5 10% - F3tHe %4 (power)z %5 80%  BIE &y 332

o A Geog e 166 4 o B 166 )4 i 41 F o Rk B HREE G 40
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10%:=2 & - iz 3+ drop out rate 10% > sz 34 jzx % A #ic s 366(7-F 2 183 £ - ¥/ e 183

A)o
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Z o BE

AT YR S110£57 1p 423 110£127 31p » p w42 £ 1 110£117 15p
(HPAF2 %) d 375% LEFERIRBE 2418 > foat $73511025 70 4=
A AT LR A D ORFREER > B PR - 20 110#7 267
Bisjek s - Bx o L FAT KB RS B e 3Y110E 72 260 B 4ok
- B x> g N 110% 122 01p Jekipf 2224 (B £10i ~ 5 2 7~ g2 EA4z
o £ ALR)  FE§ M e R P12 Koo inf e 12029 2 10 b4, T
BEd 6631 16.4% (¥ = #68fk « # F138-92%) 0 § iFL (54.6%)E #4 + 3t & %
W5k o MW A 220 B o SRHEL HY > £4 1207 100
Sl T35E #2669+ 157K (¢ #66%k ~ = F57-80/k) o B w2 A H LA

iR ERLE R AT AR (R -

R B EA A G 2P eR s AR e B A A E 4 S E
R e (¥ 7 2 E 2Grade 14 Grade 20 5 & 14 (63.6%) -1 (4.6%), p<
0.001 ; Grade 3z*Grade 4 +“ 6] % 4 (18.2%) ** 0%, p=0.04) o ;o o ¢ ok F
B ¥ B 04 2 (15,68.2% 0%, p<0.001) (% =) %42 % 25 i ¢ 53 7
IR R R G EFORRE(L ) VSRR R A L FOPT R
2 Bra LR iy biskies BB A2 Grade3 1 GPTH 2 (> & %
+125-2012)(2, 9.1% vs 0%, p=0.15) o ¥ iaf B A FRE L AL F Rt A B e

(9, 40.9% vs 0%, p=0.001)(% =)
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BisR W E15 (682%) BRI T (AT ~ &) RTFE BB

(L1ix) P UQRE)» F @) AFBQRE) B35 3 ¢ darfek(di)r £ H g (2

\-r.t

)0 Rk B (21) 0 B (1) ~ (L) i v R E(lE) o 2 R p A(l)
B T QE)frESF AR~ F o d W RBREP RS RV AEFRE LS
FlF 247 o I PFRE BLACB] - Ao 0 107 A SRR A > 3 A4 R T
2 A FATEHFIN - B AN GBEMEFLFH R o (£7)

WREACD R A KRR T AH f Fer { 5 BEGE A

"r

190 15 R AR T PR E R () £ 4y
isoniazid - 15=rifamycins (rifampin 11 > rifabutin 4 ) » 2i=pyrazinamide, 31

ethambutol, 1 i~ moxifloxacin -

AT ET Ptk 22 =B RS HARL 0 F 68.2% (15/19) A 1T A% 0 F
RRFeHEAFT R BREALERS S AFLR A ETFSE LA ER TR
sabiase AT R BERFEE SN EN6E5 Kfor BSS 12 on (7 5 4R iz e vt
Azw B BRI E S S Tk ik TBTC3L 3 £ chip 4 » B R E 8¢ s
31 & -

¥ oob AR AT cnEAR e ¢ 35 Isoniazid, Rifapentine, Pyrazinamide, &2

Moxifloxacin, R B2E R F¥ > & FNEFES I 2 255 m o
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TR A 8 TBTC3L RbpdRr 2 ¢ Mu A 55 F L@ty > it i B 2 n
w7 adpk s PR PEL &% 3HP &> 7 » B F L@ e 25 g v E
Bk ROR FRER AT - R B R EY DA Wik %EW LA
z lsoniazid, rifampin, pyrazinamide 2 ethambutol & 1% % 3= gy 17 % 'S5k v g

e et R T T AR AL R G M h, AT ek @l TE Y 22 rifapentine

=

—\

FURR T SR e d AP L PR RRF A LR NIRREr A iR

g
.45;

§EE I GRS R RS, TR PRAGEY EARE R T B e
P AT EEFG SR A DT 2 RSN E R R o R R BB #
FeF|o B iR B BF o § kR R2E 3% rechallenge # 4 > "8 R % isoniazid,
rifampin, pyrazinamide » 2 {6 ¥ i ¥ LR G0 A B p T F Sfp 1L e

W4 b ERER R PR A isR g% o K@ * Moxifloxacin % # 2 QT
EESCTREY LA AL PR cR AT o AP ASR Y G R
Ao LB, P AS I BE QT L cnfia) » B304 T 4 3 & { £ i gk
R FE o

T FRACRE GRS % A AR 0 2 E e B B Y TR A 0 R

R A AR E S AP G R ok P ep 4 RRERA I i 4 R B
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B aE iRk
wmARw B FLEVRE S5 7 7 isoniazid, pyrazinamide, rifapentine f-
moxifloxacin ™ fr= B ¥ R EFEF B P o™ Bl A Sk 7 oA 4p

CEEARBIEY GRS v g S A B SR o 2 F BT BRI 2

(]
P g

~

R RN S [ A S LS R A S e
AL EF R B EAREPER SR AR A Gul D X 3 E 68.2% (15/19) -
WA TBTC3L AT B 3% 4 o Pl RFIe 2 AT 10 » Bk Edik - 4

AR (EFd4 BN L ATLR) & LT 5 ok 4 ki frig & anih £ (bias) o

2R R ARG F LR P G AR R AR e
FEEwFF At IR BF AT ES %R L0 F R ER - LT RER
P B CERILEEATARS R ARARY » AN ED R R HIEE 3 EEY

%A (s AT (A o
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1~ %X

-~ w BRI R IS P E S (HPZM)R 5% 3 A & T8

L 3 R /R e (N=22) P-value
(N=22)
4, Tioe g 663+164  669+157 0.1
o (38-92) (39-95)
Z ()
=60 & 14 (63.6) 14 (63.6)
>65 & 12 (54.6) 12 (54.6)
Hul 9 1(n.%) 12 (54.5) 12 (54.5) 1.00
BMI (cm/kg2), #
21.3 20.3 0.68
#(IQR)
(19.8-23.1)  (18.8-24.2)
BE(>T), L5
56.2, 8.8 53.1, 13.3 0.43
Tz
B (n, %)
5 (22.7) 4(18.2) 0.71
(LS
Tl 2 (9.1) 4 (18.2) 0.38
faianp 30136 0(0.0) 0.07
C 2w
0 (0.0) 2 (9.1) 0.15
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W F 1 (4.6) 2(9.1) 0.55

ho o w B RALIL RSP B (HPZM) B % 21~ st 42~ gl (v

B e ok B (N=22) P8 2 (N=22) P-value
T 14 (63.6) 1 (4.6) <0.001
Grade 1 or 2

T 4 (18.2) 0(0.0) 0.04
Grade 3 or 4

R N 15 (68.2) 0 (0.0) <0.001
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%3 A glEe*  7(3L8) 1 (4.6) 0.02
E 4 (18.2) 0 (0) 0.04
ol 2 (9.1) 1(9.1) 0.55

' 3 (13.6) 2(9.1) 0.64
B 3 (13.6) 3 (13.6) 1.00
Rk 5 (22.7) 0 (0) 0.02
2 5 (22.7) 2 (9.1) 0.22
L0 3 (13.6) 1(9.1) 0.29
5 3 (13.6) 1(9.1) 0.29
o gk 2 (9.1) 0 (0) 0.15
<y 0 (0) 0 (0) -
iR 0(0) 0 (0) -
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F % Py o e (N=22) e e (N=22) P-value

= 7% J& Total bilirubin (mg/dL)

Grade 1:  0-1.9 2(9.1) 0

Grade 2: 2-5 6 (27.3) 0

Grade 3. >5 1(4.6) 0

Grade4: B2 24 0 (0.0) 0

ERCE ) 9(40.9) 0(0.0) 0.001

i i GPT (IUIL)

Grade 1: > ULN ~3 x ULN 3 (13.6) 6 (27.3) 0.47
Grade 2: >3 ~5x ULN 1(4.6) 0 (0.0)
Grade 3: >5 ~20 x ULN 2(9.1) 0 (0.0) 0.15
Grade 4: > 20 x ULN 0 (0.0) 0 (0.0)
iz 2R SGPT 1+ = 6 (27.3) 6 (27.3) 1.00

GPT: alanine aminotransferase, U/L: unit per liter, mg/dL: milligram per deciliter
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N

" 2 - i3 4y pF Total
ik A QAR bilirubin
5| GPT(UIL)
(p) (mg/dL)
52 4+ 3 R -mi - -
0 7 4 Fm - 4.02
80 + 5 R - .
64 4+ 10 Hirg-rEipE 13 0.7
69 ¥ 10 e (NTM-PD) 16 17
2 ¥ 11 Fm 11 43
7207 12 AR Eekizkd 21 0.26
8 + 14 A 10 0.68
57§ 14 et 8 0.65
84 ¥ 15 pm 103 3.2
42 & 28 X 137 1.4
68 ¥ 35 Fm 12 2.2
87 7 49 306 2
56 - 34 Eiyappdct - -
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HPZM: isoniazid+rifapentine+pyrazinamide+moxifloxacin, NTM-PD: nontuberculous
mycobacteria pulmonary disease (25 1% 4" < 1 7% 355 )

GPT: alanine aminotransferase, U/L: unit per liter, mg/dL: milligram per deciliter
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ie R B (N=22) ¥R e (N=22) P-value

ek ? k& (n, %) 15 (68.2) 0 (0) < 0.001
¢k, XKk

Tin 4 EE L 17.1+12.4

oo (2 A ) 14 (10-21)

# 4-49
24 R T

$m (27 pEre NTM-1 =)  4(26.7)

LN 2 (13.3)
2(13.3
& (13.3)
4 (26.7)
vl et £
2
- g8
2
1
- EFE 1
2 1
- ST A E
H o 3(20.0)
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35w B RIS S P e (HPZM) B o i ¥ b 15 Pl P

Regimen N (%) INH RIF/RFB  PZA EMB Moxi

H/RFB  2(13) 2 0/2 0 0

HE/RFB 1(6) 1 0/1 0 1

HERZ  3(20) 3 3 3 3

HR 2 (13) 2 2 0 0

HRE 2 (13) 2 2 0 1

HRZ 3 (20) 3 3 3 0

ERZ 1(6) 0 1 1 1

Moxi/RFB 1 (6) 0 0/1 0 0 1
15(100)  13(86)  11/4(100)  7(46) 6(40) 1

H, INH: isoniazid, RFB: rifabutin, E, EMB: ethambutol, R, RIF: rifampin, Moxi:

moxifloxacin, PZA: pyrazinamide
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