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[Abstract] In May 2021, the New England journal of Medicine published a multi-center, open, randomized
controlled non-inferiority phase [lI clinical trial study of the Four-Month Rifapentine Regimens with or without
Moxi floxacin for Tuberculosis. World Health Organization recommended this chemotherapy regimen to all of the
world in June 2021. Upon review and analysis, the clinical trial study was with rigorous and reasonable research
design, systematic and comprehensive quality control measures, and the research results were credible. The study
results showed that the 4-month anti-tuberculosis chemotherapy regimen was not inferior to the 6-month standard
chemotherapy regimen in terms of therapeutic effect, safety and tolerability. The dosage of rifapentine (1200 mg/d)
in this regimen is 7 — 14 times of that recommended by Chinese Pharmacopoeia (600 mg per time for adults,
1—2 times per week). Usage of anti-tuberculosis drugs is one of the important cause of drug-induced liver damage
in China. At present, a certain proportion of rifampicin in China does not reach the current recommended dose
(600 mg/d) , mainly due to medical staff’s concerns about liver injury. Combined with the comprehensive analysis
of Chinese Pharmacopoeia regulations, national rifampicin use and influencing factors, this short-course regimen needs
to be piloted before it is promoted and applied in China, and relevant professional guidance should be issued.

[Key words] Rifapentine;
Problem-based learning

Moxifloxacin;  Clinical protocols;  Drug therapy, combination; Comment;

20215 F 6 H A ERZEFEIEILKT
(ANMNABRBHETMERERN T ENBRNE) S F

T A G R B S #4737 8 (OSID) # JF 38 A+
FHRA G ANT RBEFETHE LT R
il WA H RN RO EFA R L
WML Sk R E P A R F KBS,
iEE A —4a e = Y A B T 3R AT LR RA AR S

doi:10. 3969/j. issn. 1000-6621. 2021. 12. 004

P35 FAA: 100035 JLat 5 B 1 I 78 it CBR 1B L 2230 5 v 1
P T 47 il s 55 AZ 0 T3 A ) v o B S MR IO

WAEVEH AR, Email ; zhoulin@ chinacdc. cn

T BRI 2R AR SCEAT [R5 5Tk SR8 B — 1

NI [ s | D ) - 2 g b o
XM, 2021 4 6 A, R T A 48K A Bk
PREVR (ERRAEER LN ER BT E R
Sh R K IS AR T B e A T ) 69T A
AT BT T REBTBRAL AT E L
AE 6 MAENT T EMU AR Z T FAT &
BERIAATONAEMT T E R AIVEZFUALEX
MR B, R T A4 84T R T 2021 £ )
WS FFEHER(WHO £ %K B3 (%
4 WO B EITIETT )

EHENFUT TENETEABRREL E2E



« 1244 - BB e s 2021 4F 12 A28 43 4855 12 Chin J Antituberc, December 2021, Vol. 43,No. 12

— (AR SAER T HELIBT T ET BN
ZYIMHARBIUREEER

(=) FF R AR

BEA B AT 8 B AU T (1200 mg,
LR/DANART T FRE 6 A AFENT 7 EAH
te s 6B AT e T S

A58 & W 5k EUR AR BT 45 o8 AR K
FOMEEER T EFRFLERERRR AR
o, EEEH. FEFE G GE. ERE. L4,
e HF £EH. ETE £E AFHEEAFST
BBAERAH KN 34 MRBAG L. THRE N
FA=12 B 5 0BT W 3 I5 R4 4 R R B i
S xS A oE R A8 T A R ek i B 2K 2 A ORE B AT iR
i EH. BXZRFEEDA 1 AR H
470 B AT B FH 4 2 GeneXpert MTB/RIF 2 Il 45 %
AMAEEE. BT EER AP HE.

AR ALK 6 NATERLEZIET TR
BiaEE 1 RAVEF R E R R B A LT B
8 ;B AR H 1 RAAEF A0 53 M8 BF. 18 B . 2 ik
Bodl, — & AES T AHARRIt A7), B H 1K
B T HE R R B A LR T B2, 8 5 5 U
FH1RABERTREH.OH. —EHMER
THERDEAEHRICEMIx A7), B4 H 1%
BT IR L RBE R D B8 5 5 D
FH1IRMBERT FEHAERDE. . FE
BT R H A E N 1200 mg, R E W E H &
A 400 mg, H A G P R RE AT RRE S 4.

FAEm T ERPE 1h WA, X254 8 = R
A. T d . GFRAEZL I EHTEEEFMR
%, ZRHUL:1: 1Pl AR 3 M7
FEAT GERERBANG. EEWH X RERFZ
B LA HIV 3 6 AT 2 B AL 4,
HRERMBITEHTRRAL 2 WER ., XAR
PEWETRREEERTERENAR 12 A K
ERRERRRN BT RRREERTERENAE
BNMNALGEHREFER. AEGHZTRENE
BERRERRA NI A RIF T,
ZAUMEELEREREERTHE (TR
HEERE 1RGN E 4AdDAEIREULER
REM, AGHAREARRFE(EEE B EA KT
FREHAARETREIF R EHHATITELL
A FEEN 6.6 AEH R, B Rt 43
Rit+Mix 4l 5 xt A A, ZRFF B4R %
RHET6ONTLRHHAEZHATRAZR. 4
TR XA RMAR, T A RBEEN SN,
(DHOEEZER
2016 4 1 H 25 H % 2018 4 10 A 30 H %
34 ANAI LI A 5124 Bl B, H W, 2516 Bl w
FRNEBEZRFEZDA 1 RTARF FER
B AT & I 1 3 GeneXpert MTB/RIF # 3l £ #% 444
HEEE, B EELER Y PREINEHF 173 f
W IR, & 2343 ) BHHENFF R (AL 4L 3T R
4 768 7], Rft+Mfx 41 791 ] ,Rft %1 784 7)), %
R B 2234 ) (X BE 41 726 ], RIt+Mix 4
756 LRIt H 752 D) (EH 1. HEZB XK K. H

ZIN5124%) B |

l

M apsIon |

| 173w
| ammen |
BB 4L
! , '
M E O ERE | it 4 76845 | | Rft+Mfx4179141 | | Rft4H 784451 |
| s | e I
| 2R-H-Z-E/4R-H | | 2Rft-H-Z-Mfx/2Rft-H-Mfx | 2Rft-H-Z-E/2Rft-H |
I [
R
v '
GRTIFEEHE | xmA2epl | PrSy— | RAAL7521 |

E RIGAREBTT s Mix: SOV AL R AT s H SRl Z MR IG - 20 T B
B 1 ZalE A B A g O



h E B e 2021 4E 12 %5 43 %45 120 Chin ] Antituberc, December 2021, Vol. 43, No. 12 <1245 -

KERNAE 18 MA REHR EF M. ZikX
RN EERRE IR WAL 12 M B4
Wm A H .

3 4L B I HE AR A O Gt F R I R AFAEAE

Rft+Mifx 4 53t B4 . AW 5 A% B H fn sk
RAFEEZFINAE, R BFEHELHAN BT
FEAWNARERIEZR KRB S BT E. &
MEE AR EH RIttMIx A fe st BAE NS E
I2NMNAHBIF/HEANTR7ERH LA 25K
15.5% %8 14. 6%, W& 43t £ % % 1.0(95%CI.
—2.6~4.NERE. EERTITHEAH, LH o
Bl A 11 6% F1 9. 6%, F L3 £ FH 2.0095%CI
—1L1~5.DANELE.

Rt A G B4 T NBHEF AR EHAE
TRNERTIFEAZ AL AANBET T EHANT
RERZFHABEESL B E. EAHFLHAE
H HALR"ERF LI EELESTZR N 3.0
(95%CI: —0.6~6. ) NE B LR TITFH A
#,H 4. 4095%CL: 1. 2~T. DANE 5.

/AR B 4L B R B o IR A EE IR b B AL AR
5 5t B 40 48t REtHMfx 40 70435 75 1 45 1 A B9 1
{H He, CBI XE PR 41 F 34 A 4% i 8] /RIt+ Mix 41 [] 4% B
B A 1.4095%CI:1.2~1.5), B K3 5 [0 4 & |4
B A 1.3(95%CI:1.2~1.5), 5 % F 448
P Rt 4L k3 x40k [ B0 W fE th o 1.3
(95%0CI: 1. 2~1.4), [ R 5= [ 4% Bt 1] 8 Ho f L
A 1.3095%CI:1.2~1. 4),

EHHEFABEZT, X RH A 8 Bk
P 55 0 Ho 1) A 2 B 41 RIt+Mix 4148 Rit 414 5|
K 63.4%.78.5% F1 74. 2%,

ExelEAm O, HARXERE . Rit+
Mix A% A K& BAEFGLA N3 ARUESR
REM(ZERZL2MWE RIGI) ., MR H 27 K
18.8% (159 7] £ #) . 19. 3% (159 ] B %), B & &
Pl 2 5 H—0.6(95%CI: —4.3~3. 2)/NE 4 &,
RIit A &% 3RKUEFRREHE LGN 14.3%
A9 BEF).IKTXBA BAERLAZ7 N
—5.1(95%CI:—8.7~—1.5)NH 4 4.

KA RItEMIx 41 B F B R 5 3 12 25 X
BrtbxtEAE[ AR ZRE A —1.0095%CI: —3. 6~
LOAMELAL.REAZNBERKLAKRZ R A
—3.3095%CI:—5. T~—0. DNE & .

(2 %%

ANABHABRTRERER T EEBTHRR

Fg AMFHEHLTET 6 MAENT FE.

ZANAEREE T WER BT FE5THN
QLT T

(=) %5712 7 B BAR R R

BRERFWABERERGENLT T E N
BABRTREN. MERETRTERK, FEXR
HETWTE S 4T (DOT) F B %E & F# %%
. TRRMK.E IR, B AR R AR
AME. AXEHNERRUFBTHRALRE
—RAFEMA T F 18 A AREATY 7 F G B 4
BE NEAEABBRER —ERRFENERET
AR, B 20 #4250 £ R E 80 R FET —
ZIEHRET GRRK A Ea FRET T HAT
6 NA & FE TR ERERNT 7 E,F#HH L3
R R R R T G

KARKEER AMNARERNT T F BT R
B IFBAR R R AN RGO &R
BT RTERAN RS R, AERRT &R
B A R T B K

(=) B A 4L 52 vy 2 36 Fo ot 58 S Al

FEBEEXGYRERRNOFBTHET, A
Y RRERANABEZLEG . AATHAET K
AFIER:HH 1R, 10mgkg ' «d " REHNE
600 mg™, X R EMIFEHRE N F . FEAK
REFHEAERNER XL ERZ XY F
BAE — REHLR KR X RNENL
Mo X Fk R et 2 YRIE F LR A,

BB R T BERLGNAERZE LR
WEEGABAE A B HE L. FREEX
B B a7 Fl 48 F 600 mg 7 & 4L T - K R iy & 81K
3w AR AR T R I e R AR 36 SE 52, 4B T
ERAERA A EERS., B FE A E L3
35mg - kg ' e d !, FIAE T B9 R B VE M A 3% 3K B R
e, mimE T EAM 10mg « kg ' o d!
WA ERE MHEARERZ MM ZETT
Hy B D F] R

ARt T EHE KW ERN R EIE
BE. R TEENKNER ERB A TN
BOR 7. 1998 £ £ E A R 2GR K EEE B HER
BT SR ER GBS E R BT SR, Wl
2/NA.2 %k/H,600 mg/k; g 4 A1 K/,
600 mg/ K., ETFEHTFEMANME RE N R
B A AN ER R ER T EHEEREZET
FRATEWER. A REAINMNATREH



+ 1246 - BB e s 2021 4F 12 A28 43 4855 12 Chin J Antituberc, December 2021, Vol. 43,No. 12

R EL GG BB . BREAMNERT X
AHBEBANT AT EESE, X AT ELRHE
KU — TR B o T A e DR 4R D B R AR AR
W #lE R4 RR A, AR T R R B
HRBE-RNEIRRFZ, LTAGKT #HA His
KRR EERIFHEANE T 20 mg « kg ' «d ' H &
T oy g aMmmm Y,

EHYEZENRAEHEERLEGY, L
BAEEAREEE. FRITFARMIERARRD
TEBPEFRCETET U mE M ELY
WO TUE E . (B A B 2 A e b AT R A & A
TP EL G LR AT REEE 44
Ho. 3TUiE4 MRS R EEW RGN T b
Y R 45 AT e T e R R e 3 & 4 R K
WD BAS YRR P SRR BT
FHAEEAER . T B R E A R A K K B R fE R
W BRI RN L2 EMIERZ K.

EREBHRFRERM T KR ER
k.

(OHAEERAABET

HRAE K E 25 #2010 2) , A5 T R AHZ N
600 mg/ K, 1~2 3k /A", Al KK B F 6y Fl 48
wET A& N 1200 mg/ K1 Kk /d, BFbERE. %/
TEAFRNFBEFTERAANECT DEANH W
T~14 fF,

(M adEFRMNAL . AE REL

BHERENAERAAXER TR IR
HARER B HARERRAA T HESORERER S
HATH B M. AR A& A GeneXpert MTB/RIF
RMER WAL EEFE"R G ERE. MiTH#
] B R I Z R R ERAT AR, IR B 4 E L e
EHATRA DHEREMBREULEEREREER
ABAEER, WRHAGEZREES 17T ARZ
EXRERNER AT E»EMR M ENAEXE
WE - HRERABHEER—RBHATEDCHE
5+ B JE R A8 S o vk 3 B 2 2 A B R A 2 A R
MR, TRENAERENEZ O BATE 2 & H%
MELVTARZERENERSBATE 2 B ER
FEERFIHERF O OBFEFERE, 4T
AFE AN P, L EZERRE —FART 2l
AR AR ] A TR e

(F)18 AN FI WA 7 5L 0y I 1 45 R AE 45 IR

Fi g R HER R, R RIWER BT E 7520
tWERBEAKXRETERETE 6 MA AN,

VHRATNERTBREELEREREND R
12N RERREFEI, BT RRERES R4
RN G 18 AMA REHR LT,

HIERZ XL K ARBKRTRNLE 18 DA
ZREEFNE, RERENLE 18 MA R E B
AT

SERERSERAZET T ENEEY W
&

(D FFEABHTRAETBLIREGHAE

REHEQ0I0 FPOAE . FIBHTHAEN
600 mg/ K, 1~2 K/ R E<S5 kg AT B R
BB R, B EFFAERTAEN 1200 mg/ K,
Lk/d, #%AFET DIHE, HFEFAESTH
ERBENEN A EN T~14., BALHERE
AAlES T REER) LA T E@T G AAES
Pk .

(IO A E R 2= 4% E 2 4 b F 415 (drug-
induced liver injury, DILD #y & E & H

Bl R 25 & BRI 4E i (2019 )0
BoR.2019 FRALGHTELR KN/ EHRE
BEHAMIMLW G R LN AR LBEREL A
BIEE X MER . ARG E R DILL &
FERE., XRE, JE % G5l %R
15 & . (38. 56 %0) s F ok & F 3 (AR 2 (20. 97%0)
Fadd & (10. 2000, —FEFE LA &,1994—
2011 4R 1), B /3 AU R S MER G0
Hx,EDILI g EBEE, fleEELHH0
FEFRRMAGI RIS, XREEFARTRER
B ARG ENEGE SOkg KT EU EH K
600 mg/d,50 kg YL T # A 450 mg/d) £ A F| 18 F .
AEERRH BT ZA"AXTPEERE T, 2 H
4 300 AT i T R B R LA L T AT
FIEFRWE A, HirEARERGFETT A
FEEHFARNTRAAGL M E R G MU
BMERFAF T ER ERANEERE,

(FH FLITRY & RARY LW

% PR 2020 4 B & % 04 % % i R A0 A&
HBRMAEZEHER 6 AN ELBT T F
CR-H-Z-E/AR-H) 297 2 25 & % JH 24 7 700 J0.f&
R¥FFE AT R LY KN 2600 T, 42 H
HW A X A ENESEA.

QUPRAE/E: T ek

B 7 WL Xt ZOR AR T3 R A s
BAGMBRIMEREH ., ERTFRT . HWEHLA



rh [ s ek 2021 4 12 A4

43 % 12 Chin J Antituberc, December 2021, Vol. 43, No. 12 o 1247

FNAFXEENER QBT RS EREHRTED
W AR TR EEREGHNERA LY
PRUERR., ERENRERAFNETETEEFT
E(OREEETHAM, TR . HRET R
FUAE T M A o8 8 B 26 20 A SR AR U BT
FERSERA TS E AR,

U= S

LAEYARRR EFHEXERTFR. ZHR
BRI ARERUEERELEF £ 42,

EAMMIE R IRIFF Ry E, Fehl 2 X T#
BEAEARRTHEAIBS TAEENS &, 28
ZAMEBAMBMARRR . EIEE TS LT RAX
HRITET Bk,

2.HMITRX TR FETEE EANK A
R, ZHARBAURBIRGELE TR ENHE
TR R L A M X EES, B, 7+ FAE%
THEEIREHENE T~14 ., XREF 5K
SEHSARFRBER, REFREREAAR . L HH
KB TH T RN EA,

SHEHGENL . MEFEH EA. ZFF
ERERS EREEESHNARZ  WERAFER
HEBERAEREMAGEN S, FEEE R AT
G A BATE AN 86 A 7 R I R 2 B AR AT R
W AR RERD EGRE . RIEF ZAEFEA;
ERMAEFHTHEE BT FERAETRRN
BN B %, ERSERAZTEN.FEA
KBIAL A FEL . XGWERMNE.F EN

FAAGRENRARRE REE ST ERE 2V
TR ER

Z % X #

[1] Dorman SE, Nahid P, Kurbatova EV, et al. Four-Month
Rifapentine Regimens with or without Moxifloxacin for Tuber-
culosis. N Engl ] Med, 2021, 384 (18):1705-1718. doi: 10.
1056 /NEJMoa2033400.

[2] World Health Organization. Treatment of drug-susceptible
tuberculosis: rapid communication. Geneva: World Health
Organization, 2021.

[3] Fox W, Ellard GA, Mitchison DA. Studies on the treatment
of tuberculosis undertaken by the British Medical Research
Council tuberculosis units, 1946—1986, with relevant subse-
quent publications. Int J Tuberc Lung Dis, 1999, 3(10 Suppl
2):S231-279.

[4] Fox W, Mitchison DA. Short-course chemotherapy for pulmo-

nary tuberculosis. Am Rev Respir Dis, 1975, 111(3): 325~
353. doi:10. 1164/arrd. 1975. 111. 3. 325.

[5] HZRZMZ DI 2x. e N R ILAIE 245 Ul PR A 25200 (2010 4R
BO. LR AE Y S R I B 2 R AR A,
2021.784-785.

[6] de Steenwinkel JE, Aarnoutse RE, de Knegt GJ, et al. Opti-
mization of the rifampin dosage to improve the therapeutic
efficacy in tuberculosis treatment using a murine model. Am J
Respir Crit Care Med, 2013, 187 (10):1127-1134. doi: 10.
1164 /rcem. 201207-12100C.

[7] Rosenthal IM, Tasneen R, Peloquin CA, et al. Dose-ranging
comparison of rifampin and rifapentine in two pathologically
distinct murine models of tuberculosis. Antimicrob Agents
Chemother, 2012, 56 (8):4331-4340. doi: 10. 1128/AAC.
00912-12.

[8] Diacon AH, Patientia RF, Venter A, et al. Early bactericidal
activity of high-dose rifampin in patients with pulmonary
tuberculosis evidenced by positive sputum smears. Antimicrob
Agents Chemother, 2007, 51(8):2994-2996. doi: 10. 1128/
AAC. 01474-06.

[97] Svensson EM, Svensson RJ, Te Brake LHM, et al. The
Potential for Treatment Shortening With Higher Rifampicin
Doses: Relating Drug Exposure to Treatment Response in
Patients With Pulmonary Tuberculosis. Clin Infect Dis. 2018,
67(1):34-41. doi:10. 1093/cid/ciy026.

[10] Rosenthal IM, Zhang M, Almeida D, et al. Isoniazid or moxi-
floxacin in rifapentine-based regimens for experimental tuber-
culosis? Am J Respir Crit Care Med, 2008,178(9):989-993.
doi:10. 1164/rcem. 200807-10290C.

[117] Dooley KE, Bliven-Sizemore EE, Weiner M, et al. Safety and
pharmacokinetics of escalating daily doses of the antituberculosis
drug rifapentine in healthy volunteers. Clin Pharmacol Ther,
2012,91(5):881-888. doi:10. 1038/clpt. 2011. 323.

[12] Gillespie SH, Crook AM, McHugh TD, et al. Four-month
moxifloxacin-based regimens for drug-sensitive tuberculosis. N
Engl J] Med, 2014, 371(17).1577-1587. doi: 10. 1056 /NE]-
Moal407426.

[13] Nunn AJ, Phillips PP, Mitchison DA. Timing of relapse in
short-course chemotherapy trials for tuberculosis. Int J Tuberc
Lung Dis, 2010, 14(2).241-242.

(14 [ 25 i B A 3R 25 R PPAN rhos R 24 i AS BB W v
L RTFRATIE KT AN BB W I 4F BE i 5 (2019 4F) [958
4. 2020-04-10.

(15] XBZR, EhNT. FE 25953 2003—2008 4F SCHk1H A
AMHT. IRRARIZIRIA . 2010, 23(5):487-488. doi: 10. 3969/j.
issn. 1002-3429. 2010. z1. 004.

[16] Zhou Y, Yang L, Liao Z, et al. Epidemiology of drug-induced
liver injury in China: a systematic analysis of the Chinese litera-
ture including 21,789 patients. Eur J Gastroenterol Hepatol,
2013, 25(7):825-829. doi:10. 1097/MEG. 0b013e32835{6889.

[17] Ostapowicz G, Fontana RJ, Schigdt FV, et al. Results of a
prospective study of acute liver failure at 17 tertiary care
centers in the United States. Ann Intern Med, 2002, 137
(12): 947-954. doi: 10. 7326/0003-4819-137-12-200212170-
00007.

Qs H . 2021-08-11)
(AR SCHm A - YE KA





