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CHRILISZY K= £33 D=2

aDSM(active TB-drug safety monitoring and management)

| A X|ZE Hh= BIXIOIMQ] A4S O[AARI(Adverse events, AEs) & LG O[AAR|
(Serious adverse events, SAEs)S HIX0|1D HAHXOZ EX| 2| 3 Eisl= &=

O|&At|(Adverse Event, AE)

OlF F0{Q9] QAR 2RO, X & LTt ZE EX| Y= S AR, Xz &
LU L, 5, B2 USMIZ QP EF)

[IIA 2l of=at QAP Q= A2 HIHE AR, 2lHiEE
| I

oy t
19SS TYC=, sy 30| x| HEHe= HH)

=rHst O|AAL3|(Serious adverse events, SAEs)

AE 3 OF2fot 22 All= B0t OAf2 &2

[® Y2l T ywie 6y,

© xi54 B2 30

® MEH 7Y Ee

® 7Iet OISfHOS. FRB ARY W oS HEO| U} ¢ ZWE KoY 90l 204
O 212 740l e

Ed 2 0|MHES(Adverse event of special interest, AESI)
E3 AUSO|L} 7|Fut (0] S| FOsH0F & 0|48 (=2l 28 7|1H, YMHo=R
95t oMY 2AH| = O HF0A 5235 MSIt IEE OIMES 23Y)



@ &3 X(Severity) "It
— CTCAE(Common Terminology Criteria for Adverse Events)

0= IELHLANCHZE 7iLst Ol E3E B7t =72, bHA(Grade 1~5)2 25
(Et, SCHA(seriousness)Zt EZ T (severity)= MZ CIE JHEOZ FZL7} =2 AEL, HICA|
SAEs7} ofd = lgE /9

® Grade 1: &0], @ Grade 2: 8%, ® Grade 3: &5

@ Grade 4. M3 &, ® Grade 5: AHY

@ Q1utM(Causality) H7t
— WHO-UMC(WHO Uppsala Monitoring Centre)

SniT=r o]

—— M

0

0

@ Certain(2HAg}): A7 24 Hat T2 201 HiA|, U2 S Al M, HHEKH A| X3
@ Probable(&E35| 2tAlsh: AIZ A S, T2 |2l 758 X8, SH A| 33X
® Possible(7ts8}): A7 2 JUOLY, T2 QI 7ts4 HiKl 27t
@ Conditional/Unclassified(Z7}22h): =7t M2 T
® Unassessable(@7IE7}): ME 252+

* MILE7 Unassessable) AFIS 23 U’ OZ 7iEoi= 0|+,

SRt OFME M SHEH| fIgh
‘23 Qg

® Unlikely(7Fsd H3): AP ZATE ofst7iLt O JHeY Q= THE &2 EX

Q- =5z 2077
— MedDRA(Medical Dictionary for Regulatory Activities)

MedDRA= AEE ZHECE SYUE E0i= Hil-E4ol/| ol ABEE TE +& 0 &A
@ SOC(System Organ Class), @ HLGT(High Level Group Term)
® HLT(High Level Term), @ PT(Preferred Term), ® LLT(Lowest Level Term)
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T Ao AN 23t S8 201347

% 012, kAR 2 O|CkE QFMOY| kst #2]0f M2t =7t k= ZfAl(Pharmacovigilance, PV) AJAEIO]
TREO A%, BE U BAHES ot=29
Risk Management, KIDS)2Q| QAfZEESSHEHA|AE(NeDrug)C2 E1-#2|otl US

ol0f, 2 xYHAM= WHO Operational Handbook on Tuberculosis(2025)2t
Ol=8583|(ATS) XIR(2025)2 7[HIC=, MDR/RR-TB &t Xz & Udlis & QU=
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WHO= 20152 aDSM 7id2 2HSIH MDR-TB X|= & 2445}

ZAlol HEst S HIIGIFCH, 20223 A XIENAE Aok 2l H7|1Q8 EQI0]

orE| aDSM* 7|&2 Core/Intermediate/Advanced package HAHZ AstotALE

* aDSMO| ZHA| £Z(3E7) D Core package: ZE ZCHSH O[AAIH|(SAES)ON| CHSH ZHAl 2 £
@ Intermediate package: SAEs#E OtL|2t £E 24 O[MAI(AEs of special interest)E HL&l,
(®Advanced package: YAHMOZ 2|0] QU= ZE O[4A

= HxI29 Koz
O

tAI(AEs of clinical significance)E X &t

0] & SAEs= BIEA| E11(Core)olH, AESI S2 =7t 92| M2t Intermediate/Advanced
UM 2 DL EHOIEE HAEL.

L8t WHO= Z=9 aDSME =7H2tiEe| A0l SEoltd, 2= e /1ot A}
X|Z B2 SA0 251, 2EH HOIEE WHO S2 HOIEHO0IAN SR8 %
PAENC]E)

G Surveillance of adverse events in the treatment of drug-resistant

tuberculosis: first global report, 2019

» WHOE '17HI%E| aDSM HIOIEIS +E5i0], 194 X 22 aDSM 24 &1

- (FRUIE) 26712 4571 MEQ| 6583
H2AOI=(18.4%, 1 5 6.1%= B8)
Ag HI80| &S

SR7F R, Che SEARZL HITHIZI(87.7%) E=
X=2E 2D 2|HE2=(81.5%), S=IHX|2(32.4%)

s (FQZ1) T 5042 Ol & 5774(11.3%)2t 5 OlLA|(SAEs)Z 2REAH, LK
A4774(88.7%)2 BB~FSE &2 H/IHUL, Ol H1 QY| MY QRHH0] YS5H0,

FEUE LD Shet 248 HE0| H5S A

0l0f, WHO #1 0|F 042f =7t0M aDSM HMAIS T=ISIACH, =718 aDSM A=
(B 1o 24t
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H 1. 37} aDSM 2EEA] =2 gt ¥ EXE
27} aDSM 24 F24un =M
« (ZRIA17]) * CEMS Sof |t | « GIOIH T 2&:
- 20153 HCHER A8 EXE 22 CEM(cohort E2 8l 2liE2s | R2EORRIS Ei=2
event monitoring) Z2 13 (Programme No.1-Bda) AR BiKO| OFFkY | QIS & WE %
defFA ZAL AJ#[2] GlOlE =& o | X Mot
(Belarus) | (2upA)) WHO 224 aDSM
- =7t 23l Z2OHNTP)2 =7 ASLAIMEI(PY) 22, CIOEH0IAN 2=
CEM 7|gt 53 ZAl & T Xt S5 AlAE S 1= ®M30, 21
* (E2A7) * HiCHEIR J|8t 7 - 27| K 3 2B
-20123 HITHR SEH At&(compassionate-use) AR QDI EEARZ | YHM Het 1YY
=OEEEPE | & 20174 0% 2ILELNZRR-TR)RA e 27t 29l U O O | XIol Y 9 oj=zlo)
Ciaa o202 SHj[3] Xz &3] Ao Atg 7|
(South '+ (2eiA)
Africa) | - NTP Z=E AloF X2 O1|, M7t $I2z|(National Clinical
Advisory Committee)S S5t Aldll Z2E M 23
- (ZA7)) + VDR-TB 2i} [« #HH 401 TR:
- 2016 419 MDR-TB X|= Q) A2t 8H aDSM ME[4] | OMAR B ApA| M= SHE st
=S - (@) 7% 9 BUHY| 27 g3 504
(Vietnam) | - NTP-=27} Py MIE{ 32 U CEM ZAlo] A10F A}R BHR} BE | 25HA FHAKE =2 EHR
EEEE!
. (A7) <Y 2UEHE H - XS Tksd R
- 2013 S 4%U=2AtE(MSF) X|® otof MDR-TB | CIOIH & &Y 2H MEYH XA
HIIQ8(9-1271E) 2FAT AEL WHO H7|% Q"He Saf &At Z= Al Mg B
PEMZIAE- AT O|F SHAOIM AIBE At2[5] O FH =X gl U 2 27 9
TIREZTAR | . (oA WHO2 3% /1fB]

(Karakalpakstan)

- MSF = D270 aDSME £&
- 3K} X|2ZY F&FH|(cohort review)ol| AFE, MZ{ZAL

S Wl =3t

=T E (N
H LH=
(Bangladesh
& Niger)

* (=RIA7))

- 20143 WHO pharmacovigilance /38 E10IA &7| MDR-
TB 28 At Oy Oty RUE A2 2106]

. (L)

- SIS OREIS 71E 7= Y TIA} HIO|EMI0|A(EpiData) &

- MDR-TB ©7| X% 2k} 2 ZLEE

Y| X2LE0|A

oS 8y o
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CHILH 232

A= FEIE I~

=27} aDSM 234 F24n
NI - WHO 224
- 2018 aDSM Intermediate package $& &&[7] aDSM H[O[EfHj0|A
exiLop | * (@3LY) OIS S5t Hl0JE
(Tanzanig) |~ CEM 7Iet BLIER, MoF Akg 24X} CHY &7 Aol SR{1, 7]
A ALY + MO AKZO| PRy
A 7=
* (ZRIA7)) e 7t el o=
- 20173 =7t 27 S22 aDSM (8] LHoll 2= Qrdy
. (24 BUHY HAE
OieHt - Core package =&=2| SAEs O|H|g E17 3 NTP M2/t MHIHO= St
(Myanmar) | oj215) olaty 7} - BXE x| WS
- NTP-PV &1A 419F 3 M=XSLE O A, QBXIS 9fst) S5t K= 22| 71
we U HOojE B0 AA” 1= (1, g
* (=A17D - Alef MDR-TB
- 20161 0|3 A% MDR-TB X2 ECHRt SFH =&[9] X|= =i thiSst
. (24 =7t He Ny
ol(ndia) | ~ PvPI(Pharmacovigilance Programme of India) 2 NTEP | ZA| XA 715[9]
(National Tuberculosis Elimination Programme)7t
G0 ADR HI AAR 7= 20243 EA XIRI0f w2t
BPaLM 28 S0 aDSM HH Hg[9]
* (=MD *SYHEY PV
- 20234 Intermediate package 71& X&[10] WNESE =l
* (24 WHO 224 HoF
e - PVIMSE E5F 211 ®A %, WHO VigiFlow(E2B Zo) | H|0|A &7, &1
(Philippines) | o1 HAS g4

- SAEs 2 AESI It H11 3 oIk HIL MA 2Y

=M BE & 43t

[1, 10]
2] Belarus CEM programme document (Programme No.1-Bdg, 05.05.2015).
MSF operational research on MDR-TB shorter regimen in Karakalpakstan, Uzbekistan

(1]
2]
(3]
(4]
(6]
[6]
7]
(8]
(]

Management of Drug Resistant TB, 2024
[10] Philippines Department of Health. Administrative Order on aDSM implementation.

6] WHO Report of Inter-regional workshop on pharmacovigilance for new DR-TB drugs, 2014

s
- Qlmat ZHzk: of2
AY Bz0z us
Xied 7] LR

=l 0z

A OH[: H0JH

2E-B2| ALY
=]
=

T g
B3
1)
o

o T
i

B oy A 4r
om g g

A 7 = F
XIOf: X[AH AAE
EQ &5 Rjo| U
e QR AR S

oo
=

1] WHO Surveillance of adverse events in the treatment of drug-resistant tuberculosis: first global report, 2019.

3] South Africa National Department of Health. Management of Rifampicin-Resistant TB Policy Guidelines, 2019.
4] Vietnam NTP aDSM implementation documents (2017); VN0O29 Call for proposal aDSM Vietnam.

7] Tanzania National Tuberculosis and Leprosy Programme Manual & National Pharmacovigilance System in Tanzania
8] Myanmar Ministry of Health. Active TB Drug Safety Monitoring and Management Manual, 2017
9] Government of India. NTEP/PvPI DR-TB pharmacovigilance guidelines, 2016; updated by National Guidelines for
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CHRILISEY X= 2EE D=2

OlaAll CHAE2 S 2l

28l OI&AIMI(AEs of special interest, AESI) 2= &3

Of2fel B2 WHO X2l % Ci=Z7 QMAIZ0IN BSHOR 2XE 54 Z0/0, 3U aDSM
HANME D4 B2 Y AESI SEZOR MHE 4 Ut
- I B SHT X NS WES T245/0] M| LRI

- gUIEeE E71E ME Al AL HREES] 2X0IN g2t Xot, ME, S5 52 YHi=

LEFE o= UCH X= X[E0] HHYE o= AT Nix-TB, ZeNix, TB-PRACTECAL,
MDR-END & Li9| YIARON 71 &2 =2 2 0FE OlgAIC

- eUiEEE U8 E= FVIRN, HERE 88 Al 2 7Sttt AEXolt HIZ 1A
FER

e
4 QIof 1M A2 Y MZZIATH T,

et
>
e

- 2Z2ce| 8Z-7R} OFEN SHO2, MoiH Grade 30142 5 HIZO|
LAZOR 40| WS ALV BEC ZeNix HT0N MR L] S0j= YME
24 APt SOIFIC,

- O[2tZI0tO0|E, O|ALIOIKE 5 BE Al Ztea d5, A=Yy 70| 2.
SimpliciTB, TB-PRACTECAL, endTB AFOA SCHst 7H&A(Grade > 3)
UMO| Y= =Lt T 2 HICHEEY, ZHELHE, WIS, S=MX|T S0
=4 ®Y 7tsol.

o

Ix
lu
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CEAILH

Aoy

A= FEIE I~

=2 OlFA EIt 3 CHAMER

WHO 2025 Operational Handbook Annex 2(A2 3, A2.4)0fIM HMAISH = UM O] AFAL|
22| X3 ZHE ZHsIRC, Zt O|MAII B4, "7t 7IE, =X WH(YH ZE-SH-UH S)

U EZAL =S B SAGl0] ZU QNSE MR Al HE JHSS (XS DfRsiAC

> O ALl

KO O|Al
To =T

of

e

DU

> OJAIAL|

7QO O|Al
O

of|

- g

o

A

[

Linezolid(Lzd), Isoniazid(H), Cycloserine(Cs), Fluoroquinolone(FQ),

Amikacin(Am) S

~ BPNS(brief peripheral neuropathy screen) 710] MAHS 2X1: AR S 20T 177t
0IF OhE Al 34 Al MREAVIAL F21/128Hz TSy S92 AAH HIELD

- IRRHAYEY, B, 5, HIV, Y, CIoMH| HE)2 HLt HLsH ZLIEZ0| TS|

- H EE Cs AF2 Al T2|SA 421 50 mg/¥ (X 100 mg/Y Z1ZX),
40t 25 mg/2E =8t

- Lzd RY HZES0= B67t O =2 Met&O0|C,

- S5 sk DY71LEl /7 HEHE /7 HI0E/ A ZREM(TCA) 12(*TCA=
QT % [al)strt.

- R=H0A 7H0] A2 %‘% %"._' 2t 2 QUCHEDL 4).

- Grade 1-2: 4+ 25} A 2=2H0]): 600 mg — 300 mg) = 7| SE 118{SITt

- Grade 34 &= TS Oor 9’.5 OFM|(Eo| Lzd) SH, TR Al CHARIOZ WA,
RS Al HP1E TsAE ©

nJIO
fo
oho
g'y
>

ri
r°l'

Linezolid(Lzd)

- X2 M Hb/2EF/8aT 7IMR| Zlsttt. Lzd= H7| =E0= SRt
LIEfE == QUL
- Xz 3t Y7 CBCE zlA OHE AlHSBHCY.

- 39| 28t 7|E: Hb(8.0g/dL, 387 0.75x10°/L, A (150,000/mm* &
2 g

X2H™, X|Z2 A& F 25, 0% 04& CBC with differerential counts BAFSH]
Grade 1: 9 Z4A EL|E1O, 2-4Z=L} CBC XH}IoH:r

Grade 2: 9| ZA 2UEZ, Lzd Z&F 73, 1-22 Lj CBC XSt
Grade 3: Lzd 8T, =& 12, 3|=A| 7HX| = 1_<a| CBC, 3|2 & |zd 7:%5}04
MAIES 1123t

Grade 4: Lzd H, 48 18, 3/=2A| 7IX| = 13| CBC. Zdl X2 AJH, S5E=
oI X S & OiFefES Zett

g



> O ALl

|10

x2 oy
o

3

=

=

oo
T o=
o

> O ALl

|0

F2 oy
o

3

=

=

- oo
T o=
o

[

2=y

02| 2fA|; pyrazinamide(Z), Isoniazid(H), Clofazimine(Cfz),
p—aminosalicylic acid(PAS), Prothionamide(Pto), Bedaquiline(Bdq),
Fluoroquinolone(FQ), Meropenem(Mpm), +Amoxicillin(Amx)/Clavulanate(Clv),
Linezolid(Lzd), Pretomanid(Pa)

- 5o St A E= X 45 Al 2715 HAKLFTs) &l THE HRl(HI0121AY
g, €3 of

£ 5) Gl
3

- 02 - 24 - gE S SY0| e U5R| 452 20 US| B/t Hefeitt.

- Grade 1: 9 2A 2UHE, 2~43U LFT IHHe!C,.

- Grade 2! 30| U= 89 ZE YA 3H, A2l MZ, G1 Ofct= 3= A| X|ZAWH,
Z 13| LFT XHASiC

- Grade 3: 341 &&Ql0| 2= oM &H, G10[ot2 2|5 Al X=X, = 18]
LFT XiZ&stct.

- Grade 4: M| A SH, & 3 S5 TR

- OHF| KEQIA|, ZF=A0| W2 HIEE AlZLinezolid, Delamanid, FQ)

- 5-7Y 7tAO=Z St QkRM] FIISICE

- HOl o A= B BH, PZAE U2 RY 7Y F MRHE FAEIC
X OFRIQE ZH=A YAl ZHF|(hepatotonics) AFRS ETIOH| HZE 0 UX|= 4X|Tt

A H=0M= BF Aot Us A0 SHYLC.

Bedaquiline(Bdg), Delamanid(DIm), Fluoroquinolone(FQ), Clofazimine(Cfz),
Pretomanid(Pa) S #Hg Al &5 &

- 7|4 ECGE Ao, x|z 251t 3 0= O ECG 34 ZAH MARICHIARAR Tf A=)
- K', Mg”, Ca*" S HallE XI5 F7IH22 2QI5tal 01 Al ZA| i

- Bda/Dim & 2| AZA| baseline , 25, 45 [ ECG 2L, 0| 0 ZL|EA
- Grade 1(450-480 ms): X|=2 X|&, TaHRSQl 2 ECGEXSICL,
- Grade 2(481-500 ms): X|=2 X|&, TaHE 2

weekly 2LIEE STt

J

ro
@)
_|
re
o
10
=
o
ro
-
O
()

- Grade 3(> 500 ms): 2= QT ¥ M| SH, Mol S uF, HAl YTt
- Grade 4() 500 ms+TdP E= fIet 2EM): Z= QT M SH, Y&

X| =28t
- O M= A B U= QTe (500 ms 315 = ECG ELEY SHHA SHHY
MEY offE o+ U

23



CHILHS Y XIZ 25 IH~2

> O| &AL MI15 ol
FQ 9N L . . .
o Amikacin(Am), Levofloxacin(Lfx), Linezolid(Lzd) £
O}
- Xl&= ®™ GFR, BUN, Cr, MoliE 7|HXIE =QlolCt.
a4 - 13, HV, Y, = 71K ARE0| Qe D0M= O Oy GRS IHHVISIC
ZUHEHEY - YMXOZ MEMO| QA ZLE EF CrO| 7|& CHH| 1.5 Oj& A& Al MT |5
HILE 27| QtSstt}
- 9K & Amikacin A& Al, trough levelS 15 492 BLEZSIY, 45 Al
e ZA| dE-SHSI,
° - 7|5 2Pt Xi&E B2, AM5Y 2AH(Amikacin, Lzd §) M 5H = HHLES
HESI
> O|&FAt| HMAE(Lactic acidosis)
= o
o Linezolid(Lzd)
SHAl - 7|17t Linezolid £04 Al T2, 1Y, 58, @52 5 HIS0|H S& LM Al
EC“;EI HAb s(L-lactate) AAIS AA[SHTE
< = S 5 mmol/L E= pH(7.2591 AR SA| U2 2l ARY ASOZ THSIT}
e ) ) o
(s | 5 Al Lneroli S| BE, 49158 $0| S Y 45 DEXRE SR
SoL=
> O| &AL AMZAHZE (Optic neuropathy)
FQ o4 . .
Linezolid(Lzd), Ethambutol(E)
OF K|
SHAl - Xz M AFH-MZZZA AN = OfE E= 34 UM Al U=t
ZUEE - ANEXot SAHUN, M0l UM Al SA| UIUAANE QZ[SHTH,
s - Lzd £= EMB #3o= HHE AR ZA| AHE TSI
sakd - 3|5 7tsH0| W2 42 HI7IF &40 st 2t A & MeES KIS

24



OlSARHIZ &It & IS

1) 2= MAYE oI Y i
< TI7F A7
- Xz AR M, Xz AE = 2%, o g,
. BX| 512
—_L O™
O 535 E= g
@ N
® HZAqst
* scoring
Score Definition
0 None
1 Mild ZAF QIOL|
2 Moderate 5
3 Severe =AM
- uH 23
=7 g5 b1
Pain ZLO[L} Che|off 30
&3 Oil: burning pain, aching paln, shootmg pain

Burning sensation
(Z=E)

Pins and needles

OSE))
Numbness y _ o=
(Z12tR5)) ZO|L} Cf2|7F FHZotAL =2

25
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~

oM

0
M
0
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o
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H'|

HOIL} THof =HEAH=AL Bt=

H‘|

2oLt Cheo] MEIRSHeHAHLE M2 =2210] JUSU I

H‘|

WN - O WUON—- O WUN -~ O WwN —O

oo on = 0o oo on = Ojo | oo ojn = ojo oo ojn = jo

0> O oY €2 0> O oY £2 0> OfY oN €2 0> O oY &9



CHRILH &=

J=E 2EIE i~

BPNS Subjective Domain® Scoring

Symptom domain Score
Pain domainsZ&(pain, burning, aching, shooting & %11 &%)
Tingling domain X&(pins and needles)
Numbness ZZtX{5t domain
%5 BPNS subjective score=2| 37l domain & %1 H4(BAGH| %S
« BPNS Subjective Grading 7|&
Worst domain score Grade o|oj
0 Grade 0 Neuropathy
1 Grade 1 Mild neuropathy
2 Grade 2 Moderate neuropathy
3 Grade 3 Severe neuropathy

+ Linezolid &3 Management #% 7|&

Grade HE =X| Monitoring
Grade 0 Linezolid {X| 0ie BPNS H7t
Grade 1 Linezolid |X| Oig BPNS H7t
Grade 2 Linezolid 8%F ZA 13(0f: 600 — 300 mg) 2-43 4 MEOt
Grade 3 Linezolid ZA| S #11 SAl d=9 Bt

26



@ OIAMARI CHAMO! S 21|

2) =M 7t A US

< Bt AP

- X= AR H, Xz AR 2 23 ot E, 0% g,
- Tt Y

- CBC with differential count: Q8= AA}

bR ELRe

@ Myelosuppression severity grading

Linezolid A2 2J9| 34 AKX EFRQI

s Grade 1 Grade 2 Grade 3 Grade 4
- (Mild) (Moderate) (Severe) (Life-threatening)
Anemia
(Hb. g/dL) 10.5-9.5 9.4-8.0 7.9-6.5 (6.5
P('/a‘:rff)s 99,999-75,000 | 74,999-50,000 | 49,999-20,000 (20,000
White blood cells (LLN-3,000 = (3,000-2,000 | {2,000-1,000 (1,000
(/mm3)
Absolute (”/?;:%ph" oount 1 1500-1000 999-750 749-500 (500

% LLN: Lower limit of normal (7|2/ZAM 7|F 5}5tX|)

@ GradeZ management

Grade sl XX|(endTB Table 17) Linezolid 2F/XHAIZHOIA])
FO| A RUHE, SAMO| BFRRI iR, TR Al | .
:
Grade 1 Lod 212 D 220, 300 mg daily)
Crade 2 =o| ZIA BUHA |zd 2 13 ZiZH0l[, 300 mg daily, 243 A| YA
race (Grade 2 neutropeniac £3| F9|) =C 113)
Grade 3 Lzd EAl 8H, Grade 3 anemias & 118, | MAIZO], Grade 1 35 & 300 mg
9% 2 | 40| Grade 12 245101 2 BUOR TAIR | daily 2R AH)
Ofx = 5 Zi2F @250
Lzd ZAl BE4E T3, SH0| 2As(H gz | IhH0k HES/EE © 9F 8502
Grade 4 Q2103 TYAIRHQAF T T7HE D26, MY/ Mt
' CHAQ Tt 12&h)

27



CHRILISEY X= 2EE D=2

® Monitoring A=

- ALT/ASTZt ULNS| 3Hf =

- HIOJZA 71, 2%, JIEt 71

0, OrT,

- ALT/ASTZ} ULN9| 38 DO|2te

28

Atg CBC X F7| Ft ZRIE
Basell X2 A& ™ CBC, Hb/PLT/WBC/ANC 201, 7|& HIgd- SAmZIA
aseine 2% 0|5 Ofg SE7UL O 7|2

Routine 214 oy 13| CBC with Diff | ZA(I[Z, 022, 58, €el/2s) S8t A| ZA| CBC
follow-up

2-4% L CBC X% o _
Grade 1 o HEg %%'; FH(61Z £5) SOl U 2 TN T}
Grade 2 1-2% 7tA4 CBC 4 3 38 o8 20l 2 Z/E28 Y ue 4
Grade 3 ZA| CBC A Lzd S5 2 48 Loy Wi, 82 5 2 AU
race 1015 = 13 OIAE=TIX) | Ol ZH
Grade 4 ZAl CBC M S5 "ot 8 Z&l supportive care, A2
e +QAEOR WO Al O B HM2I} T 93 B
3) 154 Wit Y LS
- 535 (Severity) S5 H|!
ALT / AST 7|5 _

== 7 ;:_ %!A =A XX

e° (CTCAE / endTB) WHO ! g4 |
Grade 1 B - A —— Az |FA,

(@x >U|_N 3 x ULN Xlﬁ X|—| 7|'o EH_I_T'__ To o LFT E'—IE%‘
Grade 2 ~ 3 x ULN OJAF+ QA IZ 2E ZLHE,
(z=z) /875X UN ! IHs 210l W}
Grade 3 >5 x ULN A =Ap =4 SE=E Sy s,

- 5 g 7t _

(=3) 7520 ULN EE = 18] LFT
Grade 4 2, Hy's | o o
(Aol »20 x ULN N me s U0 | 83 Bt 2w 18
% ULN: Upper limit of normal (7|&/ZAM 7|& 5FetX|)

- WHO 2| £ 7|12
~ ALT/ASTZ} ULNS| 5B =1} A| (&fﬂf D) DE O



OFF| M= Yi2|E
- 71 7t=M0| 2 AXIEH THA|ZKO: Linezolid, Delamanid, FQ)

O L-T10 x

=T NI
- 2t o 37} 3 LFT 20l
- 2001 ol O g7 BE
X% Pyrazinamide= ¢t Y & = MEH ZA

PLEHZ A (Monitoring Framework)
- 7|8 Ak ALT, AST, SR8, BY/CY 71F A
- 7] AAE OHE LFT(A9EE2 O A=), 04 U Al = 13| LFT &5

- ISR HIV 38, S, g EE 2

Hy's Law 2

- ALT/AST A&7t 87 Wal2el 450] SHSR 55 o2 Q¥ 2y 715y &8
- B2 oo U 0l o 9T BT 1o

- Clofazimine(Cfz), Bedaquiline(Bdg), Delamanid(DIm), Moxifloxacin(Mfx),
Levofloxacin(Lfx), Pretomanid(Pa) &
Severity Grading(endTB Table 18 7|&)

* £ Clinical and programmatic guide for patient management with new TB drugs. version

4.0 Paris: endTB Consortium; 2018.

Severity Grade QTcF (ms) A& 0| HE XX|
Grade 1 ~ 5 A= A&, HoiEK, Mg, Ca)
(|\/|I|d) 450-480 ms 7c§D|J QT ﬁ;g §_||-O|_| E—ql I,L;g ECG Z'T:_Jg‘
Grade 2 _ ~c U™ ECG ZLHE, QT A
(Moderate) 4817800ms | SSE QT A | oy mupt o g% =5 12
Torsade de .
Grade 3 . 2= QT ¢& 24N SH, HMaid
(Severe) »800ms Poérl]gtfsgﬁp) M= ug, 22 A YE )
Tla ©
Grade 4 QT AY+TdP £ 5oy gy | A 38 Az, 2 QT g
(Life—threatening) | AE QSN 2Xo4 e et Ol BH

29



CHRILISEY X= 2EE D=2

S, FOAY, OXE2, di R Hot
N MEf0IM ECG B2 Al

Z(K, i-Mg, i-Ca) & TS
QTcF»500ms Al 2E QT

- QTcF(b00 msZ 2= = T N =AY M= 7ts

|
A
OII

Monitoring Framework

Baseline ECG T4

Bdg/Dim A& & 2%, 43 ECG, 0|= OfE ECG
QTcF 2 480 ms = 19>@ZE2 F 18] ECG
Mol H71%ez &RIstod K) 4.0 mmol/L |X|

OFF| Q| HE

QTcF(500 ms 2= = 7H EH4= AMRE S M=
- 57Y 202 &N 7}

- 7} OHtH| =7t & ECG 2ol

fot e RIBE QT Q& Al 2401 ol &7 ST 1

|
>

30
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oJEi=
of|
2E o2

Nl OISAKHIZ ELIEE 2l

o Aeh LT IR B, e EY o
N 232 % 5 Lef=27| e
B%, U3S0| ot MK RE X=S
SHoHYAIL

- OHEEAE BE S5 D220 Ot
HEORYAIR.

- ef=r1d DR 2SO TE A Hel

©l: & 3 718 23X 202 HH

SHAA| Q.

- 35 T= B3T IR w39 39 29
XIBHE A% S0iotD TR BEHZ
5448 BRASHMIR:

— Yol ARRIN| R ZEIE,

— hydrocortisone (=4 LX)

- A7 prednisone(X82, 7| £E0i);
- Mol RHH(E=Y )

- AZXE NRE 5t B 2M(Cfz

22 A|, Szt SXI0A S5| L),
- (=54 L0 Cet =2A& benzoyl
peroxide.

« 55 U= 7Y LF OfARIZt ofigde
20ik= A== ot Bl S THEOIoHH,
PSS RIS 7IsH0| 7 =2 AU=s

OtX|20] £0ot= A0 E5LICH
Y s s 32 55 ¢SS funs
5 H0| e &2 o2 A8E
o5t AL tixlot= A= AL
BEotE X=H0| AEHE 42 X=Y

s0IEl oz
YAXOR FHGID, 83 Y %2
AES TOIES SO AOHIAIR
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=M
P oIz QREY| RS ol W HE
5101 XIE 7101 7|0 BT
20 Tt £ ¥ISS QK02 2o/
ARIO] RILIZ! ARIRIDH, SSIAEIEIHZ
RRIE 4 QUL
ERIEI B9 MR A1, IS o)

H = Lzd 9 ASX20Z Ql5 X,
7RIS =O2I0| wiAlSt & 9loog

oig %= =8 Sol= 0l AEF=
L[St 2EAIOA QfLsHOF LY.

E%}” EﬂEleDf )\|Or EE& IHAI'R
Ot I3iE MDR/RR-TB 28 X2

QHS Bh= SIHES| A= =2
AZIGHK| 42 =S 20| Xk &R0
LI —’F UELIC}. =4 benzoyl peroxide 7t
£=20] 2 = UKL O] 2R 2= R =

%10 ARRFRILICY
PEoZe srapiE 9
2101 ot22 Folst7| 93 2t

st = UEL
UES
LMY TEOBHIALR. Tt
HE Al & UsUCL
AEL2IKIOHI: diphenhydraminek=
CTeft 20| QUSLCE O] K=
OE QT o o= =& =2t
T HUEHY Zsfo] Akl

=010 20| == OFgt
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CHILH 232

o=
A o
g2% | H,
Eto/Pto
#EH 217, Bdag,
HEE | Lfx, Mfx,
Amx/Clv
ZIOCES | Lfx, Mfx

i
Hd
1o

O

A= FEIE I~

2RE Xz 2=
AL0lA HAIA

12 20l CHoll oA 2ot=
I 4 USHH Olefet 2RISE

MI
7+ | HEYUCE.

i

S H=AE floll HIAHZ0|E=H AFK|
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CBC with differential count [ o 0
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HIV test? O
Bicarbonate, lactic acid® O O
Amylase, Lipase* O O
HBsAg, Anti-HCV, HbA1c® O
EKG o o o
Pregnancy &1 EXI(71Y7| 014) o o o
Peripheral neuropathy {216 [ ] o o
Visual acuity ZP L o o
Spirometry
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3 Lactic acidosis?t QMEE= AP Al

4 FAEY ou=eE 82 MEESRIT linezolid7t Q!

5 Okl HHO| 2t AR
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Drug susceptibility test

CBC with differential count
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Liver function test(AST, ALT, bilirubin, albumin)
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HIV test?

Bicarbonate, lactic acid®

Amylase, Lipase*

HBsAg, Anti-HCV, HbA1c®

EKG
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Peripheral neuropathy 2ol

Visual acuity 2ol
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AST= aspartate aminotransferase, ALT=alanine aminotransferase.
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MDR-END &8 Xl= 5 ZELIEHE

o . Month of Treatment Post-
Monitoring lists Baseline Treatment
051 2 3 456 7 8 9101112 3 6 12

Symptom review ® 0000000000000 Ooeoo
Body weight ® 0000000000 OO0 Ooo
Sputum AFB smear and culture' () 00000 O0O0WO®OOO OOO
Simple CXR' o 00000000 OO0 Oo0o
Drug susceptibility test [ O
CBC with differential count O 000000000 FO0G0O OO
BUN/Creatinine O 000000000060 0O
Liver function test
(AST, ALT, bilirubin, albumin) © 0000006060060 000
Electrolyte battery, Mg, ionized calcium ® 000000000060 OO
HIV test? O
Bicarbonate, lactic acid® ONONONONONONONONONONONONGO)
Amylase, Lipase* ONONONONOHONONCHONONCHONG
HBsAg, Anti-HCV, HbA1c® O
EKG ® 000000000 FO0G0O OO
Pregnancy &1 EXI(7127| 044) ® 000000000 FO6G0O OO
Peripheral neuropathy 201 ® 00000000 0O OO
Visual acuity 20 o 000000000 FO6G0O OO
Spirometry O O
® S5t ARVt Gl o Al B
O SIEAl AHY HQe gld, ME0| Ot Ald of Z2d

of2fol ol == 9 HIIE ZAF Al B

1 Tz AL &iF

2 HIV Z¢g {=doIXt U= 4% AY

3 Lactic acidosis?| QAEE AR AR

4 HEY oMEE E2 AMESXID linezolid7t #O1Y 5= AD)

5 osZl HHO| =t AR

6 Linezolid AH& 717+ 0|2 &2l

AST= aspartate aminotransferase, ALT=alanine aminotransferase.
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Body weight ] (N N J
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CBC with differential count o (N N J
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Liver function test
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e e Uessi s g e e
HIV test? O
Bicarbonate,lactic acid® (OONG)
Amylase, Lipase* O OO
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AST= aspartate aminotransferase, ALT=alanine aminotransferase.

53

End of
Treatment

O O

C0000000

Post-

Treatment

O O0OO0OO0
[ ON N )
[ JON N

6

12



=
10

1 HEfM(EAA), ZS0H(SAMI),

)

__l.L

24
=

HEA

21
O

|CH),



