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(INTRODUCTION)
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32006 () 0 680:0050k03BgP:RE 0d4gjqs caonddgEgigderddloopdn ddmelgE woed
3200496000 et dend®muts (Cfz) $¢ 6ennd&oenmndmot (650:) (Mfx) a303copb: 6e0:wodok
03932085 30p0d:03¢ [gScubeaad{gSEaS mgpafieneeaseagd 6l caooddkodoB0pa0ee;: 0GRS
(Joob) 0z copdagtierdlqoos(Bgddloopdn Bepog GeoimanodypgdejcopSieomt: [g§aod
;ad{gepdesoigpiss Sog] ee0oiqpid voeladidnpd Geoimg§aaco (dose) cood 3dmaaddg)
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c06eanEg) 03986a0:3000GpsE 34, 336(§)FPES aBS:q|dee0s (ART) 03 caosaagiC:qts :2[gé
32008 dlodgacigs eadauieadeomodiysaqpiydeodtigéodelont cBoBesomgpiel ocdaun:zad
600 09g8e0n? 038cpsgP:RE 0oodloREPeeEEB8062005 05bapd3GEEIARS
320005665[g0l GagiagegodqP:d 588 ongoySineaEsag, /grodaBudoqs (WHO/ GTB)
$C 0gr38meeo:kBOgIEOP$0} :e0ICq $05:0p7Ea05060IEa Sodemdgpiel §pSi0p
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[§83100p51 "oBoBes0:n00d 03BrpsIgP:ad Gaoina0esE dlododio0b0des0ig qrOSEP:ZI:
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(aDSM) [3& ops00de[godean3(godaepd dBoBapsngpien- (0) 03oB8680:300d[gE mra0eduresI
(1)) 6803000 3k03B0PdE3208[gE P0eELIGSIH (Pued- Ge0POkABBHYS0D 0rade) $¢C (P)
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$05:000003:0 6AC:06038E:eqp303, (Technical Support Coordination — TSC) &l spSs0ponsaepd
(Technical Officer) 2005 (aDSM) 08Ea3 B:ea0aq) (J0ok) 9561 Gocw () Qode (6) qodegzacd
[4§608E¢a3 coneepadaygientienramnodeso:ddloogdi [g§en8EEaRE cood§eadipoonesodkyp:
& 6o20g0583:0jE0? 32[4B0d20p00sd §olaopdi eepAlzndio? craoeaNERo:CkgPel eada:
320600[§00503 oyficeen$codigpian GEadel sog3aeagPed cdcdamiam: 2000E:3o0pd0sd
[§6 8100051 AE Report 9603 [g§e0m000g¢ [gpconiclaopbi valiosd03 [§§60§E¢ 202160000558
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Project) 03 §80p8[§|) e320Es0§:03B6e0:§S (o) 958 wodcvwoonls] seomEsncopdedd
6s00Egmd3[300p5 End TB Project 6l (PV) 0562005 csosel [§E:co§e000 ocdaozadeom|gdod
(SAE) 8cb0Conglgé eontlogpdeam ocdameadeomydod (AE of Special Interest) $& ceos
0p20¢ :26[g3265356 9300000Ege0n  ecdamadeamn(ydod (AE of Clinical Significant) 0303
[gedeado00nE:d[ge: (Advanced package with reporting) [gdoopdi oj=a[godead 2000E:3q0sd
2005 2peonas3es[gEopdieomEn vegpqESdesEs[§ERSe0mE: caontgrdes 20fead
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(DEFINITIONS)

Active Drug - Safety Monitoring and Management (aDSM)

03980psogP: 0393680:0900Gd0IGSOD G80:HNE3G[FIES$E AlodFeaalgyP:ad 0sdodMmy
o0od[gge eong[ypdBoes3[et: (aDSM) o3 (o) o3oBeeosmond (Bdg $& DIm) ofsé
02065600051 () 03930p0d:35008 (P0WD - 680:0DEOSB 2E0T Pads (B) CLVIPCd:)
[5¢ opooeseom ps5Sl () [gEs08e80:0050k039803 03oBeani308/[gScopde) 320y

GO0 GEOIEPESE PVGHNIESEITCRSIGP:0RE 3220 gqepdi 6e0:esEdEE veda:
3260000 32[gdeaq0dqpiad 0d200omes[gEopSeomEs ceoiel 3836a084[gEopdieomE:

2003000160, §[8 033260005 8de§3[gC: (0ra0) Gusg) 2000E:JgEgd0RS

Adverse event (AE)

039301r§000660M05 680: BJeuPod 680:$E005050g O IE GeoHGSLIESOD s
320600 [460d[gdynigta 03ead GE{ybodaopd esoinoofgls(Treatment) $& soodgudedas
032064l

Adverse Drug reaction (ADR)

OoS32054g|00pd 6s0s0edan (Normal dose) [§& qp§003 0paoepopt odcBeanielopE vegPes:
G0 F:[gd3ag0gdyrsgta

Causality assessment (CA)

p$703¢E 603 §62005 ©cdn:3060000p§[g 430t ABoBes0seloE [§0$Eegg/e§0? sosi0d
203[god[gCa

Serious adverse event (SAE)

680109 20650p6500 ©c8:36602[gdod (AE) 2005 (0) pso6l 3200052agePudR6e(gr0d
2000 226[g3265 (93) 3200056208045 ()) 380:§02056) 7H0EILIS (§05§5/§0503) cd[gs
(p) 23[g (03) coCgpreomn o3udB80de0§gé: (Disability) §),03¢:4[98[gEs () egsepdlj,0gCsqed

Fr000:099366pAlodadg0deeBon3S:
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(Congenital anomaly) [g[gE:qpzad Bs0opd[gdyaegtsa’ [gE:coseomundaumzadeonn [gbod
(SAE) 07 200500531001

AE of Special Interest

CP§OGPEZ: GE0HA0EDG:00060RC(gE:qp: (clinical trials) 6sooEQadod 360005z

8EdGom 6s0:6{oE adcunizadem(gdodqp:od [gE:co§[gts 8:§56[g: 03oBes0im0esE
6[0PpE303:e005930568[5E:/ 0§[gE:0303 vodondd Trials &1 800:B050C93q s05:06
3393 o eeod>o00E:deo[gls

AE of Clinical Significance
AE 2005 - (0) @80zl [gE:co§eomecdamniendeanydod (SAE) ( ) s20p:8odooniongd AE

(p) 6020p209ad qoon&eo[gl: (a3) Fofgri0daBesnist snon:adielgplndy) opaneofge:st (G)
GEOI0PVEIGONIE GE0sHA0GEdEepadamcolepiaopbun 200decdagié AE of Clinical Signifi-

cance (962051

Signal

039365055 ©c8a223266020[go0d (AE) 8005505903 voalan ©aB3§[g8:/2a[gpdssdaaeonnd
32002:0§3[gE: (9360r05) qiediEar00denq §§00:60000000E:8ag053ac05gP0RS (46§ Eag
§eom saalgdeacopimaepsondgudaad AE $¢ 0BoBee0i3a098:§00000p aqi0d(glgta

Fr000:090366pAlodadg0deeBG03S:
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(OBJECTIVES OF aDSM)

aDSM &l s 8qpdeseqodqpien-

(0) 20300008:00:03986a0YE PPVGHLHESEIMNEE0IPCkABIBRsOGPIRE 0B3aBeeoeloPE
[g8e00 F256p00BJ0Dsds06qp: caqpygs!

() 60305 aDSM 05603 oqEa3gE:{sE qfronean cooEimagodsacondgpised goopde] &
Ga0slgPi0d:8e0d 32§85¢ 006[g:p33250005200305 OlagP:geaS§EqSd [gddloopd
aDSM &l gp5gudgieden cpsog: 0398680gg¢ 0r20ed0uIes0d32098: 038G a0zl vadaun:
320600 07§[q86/32636008¢0303 ad0wolgdeel saonpdgbee coa3ooneoy i c390
2000 20960t 2§ SEonae(gEda000E:mas qpdgudegPesilaodi

Fr000:099366pAlodadg0deeBon3S:
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(PURPOSE AND SCOPE OF THE aDSM MANUAL)

c005genz06 qpOgudgde [g§e8EES mgroSivaeqeaagd el aDSM weomCstaapd aDSM
32607082000p56056003 0080¢[Gt00e0¢ 00500056800 grOePORE 326c00H3E0qS[gd A0S
0 J003goZR003 - (0) 03586E0:32005¢ [gSRdEadHg|Eom GegP{YEmE$EI CsIGP
() PBBp0dE00d (680200PCk 0398 (@) CLZFEBM:) [§€ crooesEaN cRsIgP:sE (P) [9&:
00§60 680:0053k03BRSIYP:RE 3% g§Ea0pd

0Joodgozp00R8 Gaosel ecdaimadeom [gdodyp:od coodoongpegeoy gt ceo:adik
03980psogPsel 680:VesE0Con  3a[gIeseps GlodFTelyqpiad  ooodlggreeng[nd
8698§3[gC:0303 eudlgoondloopdi 0d3a07 Geosel Ladnu06oM [§OORYPY ©odod:00E[gE:
(Recording) $& 2000&:3gE: (Reporting) qpsa3dl [gpddgresdlgaonzoopdi

Fr000:090366pAlodadg0deeBG03S:
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(ESSENTIAL ELEMENTS OF aDSM)

aDSM &1 gpSesiqodgp: [4od8e30E 328mee0nEgadaepd o () 9 §oloopdi
(0) oB3oB3esoimonadopsrgiopt  GeomgefgessE  AodFeoclgypid  osbodmy
ooodfoggn eongloypdBoesdfac: (Active and systematic clinical and laboratory assessment)
ocdcueadeom(gdodgps Gl 32a36008ggP:ad ao3cogpaeglgt ozesota’
006emERS TI$:06aEECEEPOIYEUIESEIN CPEPE3E GIOOAIZPYOIGPEE 320D
22p360:0l0880p5i

() opsoell 3aefgeaes0d coo3coneenéjmpdlglisé cpsnel oomindsnieomnigéa

(Observe and Listen)

0080022326600[gdOPN3 20030022603, §eoopd crsogPH Bsa(gPH SoPOSyp:
$C 6e0:0p6e8005906eE0 $69060pIGLIGERIEEaIGPIET G[PadI 2000CGLIGE
328006§[5E[96 20051 og§seneqro§ 060005 cpsns: AB03§nSogpdg) esotonpoo
q 60seonEo3E:0R81 AE $CaBeom saelopCizaepypio?d cpsosCapsnsi
Bo0:p0Cypiza: ceigSiqolopdi 35603 gp:eo AE qpigdo0pd e:eofG: gt
:2§[gCs efgrondadlgla saeqgrizacgodeatgfogodfgln 8od3E:0CepsE 00D
200560 "ealE:dod[gl §:§50os[gla Boddlodmygs 8oSoB[gls sogeae
e[pEscdgts" 2000:d[gla so:e00905[gls §:3p[gCs qpapProdesmodgts 02
eeoifgla BroodaodadndenqpspdigtisE 0o50054) "fogrdonad[ges gEopsgE:"
0303 Gorqdlepdi ogSivegqoaodiqpiadcopds AE Screening "ocdaon:zadeomn
[3505 (96422903 Bodeac3[god[gEs" cofon§ieuqepdi

(9) ¢oSopoocesEadecan odesorggp: [gapdgea
(Perform routine clinical assessment)
POED - Ge0308§eS00[gCH GaosdlHd§ el Boddlodeaepst cpaeeEzanp33aal
8053200:p906pOSI GOO6I §2:006p0SI HIV 3200:00806p0503$E cpo0gua[gcs
00d0es  qod§§ime03E:  GaoioddkodBoreoepossE  [goog]  odesoigyp:
6a008god[gCs 205005002 690:00p20000 ( ) Alod203E: 008[0365E 652053E: cVOD
eepalonang [Geed:a0pbea0d (routine clinical assessment) 0de0sg(gIpoqdlopd

Fr000:099366pAlodadg0deeBon3S:
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(0) dloSgodeso:qs 3a8z0dae:adge:
25§96 0oE[geaddaopds dodgodesogs c32a6dlogdi pows- Creatinine, ECG,
Liver Function tests 320§o0[g¢ 0deepdi duSalod3odesodgye esose ocdoon:
32060m[§00d03 eondignooogeny §epd [§0dloopdn dlob§osiondodesodqls
03 CP$OPE3a0R05 20935¢ CVBMYE:863NE GaEgrdeLIERDI 65005800503
A (Annex A) o€ oBoBesoimoodgpist [gScopdenadiy| esoisC opooeseom
QPERToHIP e ERRICT e sk sl Yealoplel RioToplovlciclebplebEaltipticzloplopletoetigalonls)
26[g32655E 6l05505650:q000 3§ @003 Gedlgooidloopdi oBdlofant: (Bdq):
8coesd(8) (DIm) coc8ecdmnts (Cfz) $¢ eencd@vermnnd@mod (Mfx) 030005
QT prolongation o3 [g6co§Eeomaelopé ECG 0desodgtsoopd saeegrBtdloogdi
Challenge TB ¢ ECG $& 0052005 ] QT prolongation 29 03E:0200305g/0505¢
00520050009 (Y ggIEdqPe? eloFea0:don aodgsedloogd
()  ecBoonzdeonigbodyp:al saq$sonelgipd 85083 (apo) [§Ca

(Management of AEs in a timely manner)

oa3aonizadeom(gdodgp:el congamgp:ad eondigraocdlgieay, §aoopS saqSsCodae(gs
P8 80083 (920) $€§320305 228006:0079i05(gb[G: el comEiofjegidiooi esoipoo
g=06d 0d[0305c0a58[gls poogesesdunfgtioond [Bigreom seogkoocdespady
[§0e000051 0r0060:g80e83[gE:03E 0rdruaaden [gbodgpiei coogarmgp:a? 2005
2006060005p0:008:qP:80: (W§P00OGLNH(GE:BI case odg[gE:dam: cGoogpodaesosy)
() AE 6[gE:00§dl00 cpsndil 8o5doniqiodroogamgp:a? ceig$idodi: s6806smicos
[§Ea1 (9) 83250l AE [§88E2005 ceoscizagi§saso (dose) cagpaeoigls (o) AE [468E
2005 680:3q0[g: (Stopping)r (20) Fafg:0daBeenist sa00:03:0p00[gEs (C) 32600005
2296e0: (Ancillary Medication) qp:sé opooeosfgla (o) safgpionoosodiqp: (pown -
38059 cogs/3aqpdogtieudgs Psychosocial Support cofgEoo0p503 dlo€alaogdi
2600005220GE0P:0D 393006aN0HIq{es?E Bdooaepdi

AE & [§E:00§6329082005005000:§g0pd 3o, AEs qpod codeoeo$iodlgl: (a3)
680:0p2060ge: 2083205035 ddgodqdqeport dsrcomndzanigbeodloogdi &
(o) Figure (1) 0g¢ ¢j,3§[gCsen [gEs008gm280E2005005[gE 3¢ cwdlgoonsdlaopdi AE
[gE:008 89908 2005005(gE: @blgden (DMID) Division of Microbiology and Infectious Dis-
eases $¢ Common Terminology Criteria for AE (CTCAE) 030 [g63loopdn (Annex E) o3&
2260R,qP26000 AE gpsell [4E:008¢328080005005002:8a0300pd: GwS(goondloogdi
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Figure (1) Severity grading of a symptom (vomiting)

Condition term Grade 1 Grade 2 Grade 3 Grade 4
:6[geacs 3808 (o) ;908 () :e0¢ () ;a0 (G)
Vomiting 1 episode in | 2-5 episodes | >6 episodes in 24 | Physiologic consequences requiring
Jl.=o8[a8: 24 hours in 24 hours hours or needing | hospitalization or requiring parenteral
(Us) 5§ (Us) 52§ IV fluids nutrition

2038: (0) 2038 (J-¢) | (Jg) §o§se0pE: | 65005900503 Eomglgdodyp:
[36x08[g8: | [036x:08[88: | (6) [036920005 | [gBed cong) ceogonad
28[a8: (zoefop | opoogsad[gs (Parenteral)
680532600 32007qd30[gCs

¢ (J) SGPT clo5gsacgeaq AE [gE:co§ea80§0005005gE:

Figure (2): Severity grading of a laboratory test result (SGPT Level)

Condition term Grade 1 Grade 2 Grade 3 Grade 4
efg:es 390 (0) 2:080¢ () 320¢ () ;¢ (G)
Alanine Aminotransfer- | 1.1 - < 2.0 x ULN | 2.0 - <3.0 x ULN 3.0 - 8.0 x ULN >8 x ULN
ase (ALT or SGPT)
Increased [gGonodq

(DIMD) $& (CTCAE Table) 0g¢ wewblgooneam AE gpsell [gE:co§gsasooncdedes sseageny
¢Ea3g0503 @oms (0) [§& ewdlgoozdloogd
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@oz(0) (DIMD) $& (CTCAE Table) 08 wesbgoon:eomn AEs Parameters 320305 92609609

m&é]oSwoS(fochﬁqp:n
4 Y Y Y Grade 4 N
Grade 2 MODERATE
Grade 1 MILD Grade 3 SEVERE LIFE-THREATENING
290¢ ()
390§ (0) 2908 () 208 (G)
32000030000
amoed/ojgEicod [g€sc0$ F200053HP0d
[g€sc0§[gEs Bo:fEocS
(G0) §°§ cogq a9depeaontyode 0Qoepeaontgode aQ5epeaontgodeg
033600 :e0us(g 32000582000535808 28280000, gsmed: :§
[g8[as H0§30090[gE: 20§3000g0[gEs :2004g6[gE: safepzopai
680:0p20g 633200l | safgpzopel 32073303 qpP3g¢ (Prronel | 20030805 B=ad(gts
c88Co0p5n m0505:c0d | 20n30p8033x8[gEH 680:0p20geg| 33a0[gCH
[gpop20g0336.0005 680:0p20g3320[gEs 680540005 0PA0EIAGS
6801400050 0GS c8320[gCs 32004030005
83268820001 m20q§ 3=a[gts
(Hospice Care)

AE gpsod 80083 0poogeuigs oSmn§eomn qpbopsionspoypi§dloopdi oogroqSieneeapaag o
(J0oG) 95603C 000DGHEAN GE0P3kaBB0P0eELA5§E335 (The PMDT Companion Hand-
book, 2014) o3¢ sadjrreoon AEs ocdcun:3adeamn [gdodgp:od 0ra08desdes [Begodcom
@@@):Woacﬁqp: 6]()86]0:)‘0_& @ () @8 G(ﬁ@ooozéba\o_&l
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Table (2): Parts of the WHO Companion Handbook providing clinical guidance

2014 WHO

Companion

Handbook
g

oy$2e0eepeg,
Qelesh laptentd

Topic (saelopEszaep)

(Joog)
0§: (00) 680361 ©03D:3060m[gbodgP:sE Ge0se§alod :m[geosiodes(gtBoo83[gt:

G§005800503
Annex A4.1.5

G§205900503
Annex A4.2.5

Bdq ¢80:20008[g¢ @e0:005CkaBBm0epage pSadensodBs Boes3opoogausgt:

DIm ¢s0:350089¢ Gans00d0kaBoBoronepozd opSadsnsod(B: Boe§3onoogausgt:

A 7
e Brosbaofedoqogsacga Boofgmargeuiits
65205900533 (Q)

Annex 8

.§0:Gc\3:§8:8908c5 Séo%g)o?oacﬁoo:@& euNguN

65205900533 (©)

B:[ge $050p5:0[gpisoaposqpead, MSF, IRD, UNITAID o3¢l oBoBesoslkzaoodyp: [gScopd
:adigjeon ooyt ce0s0ddko3980p0g8ogEdeN Geoim0g CVS§zRGRE AEs gps 80
0§30720q cdspp$on:Cladpdi pows- Peripheral neuropathy (efgeoodgpsadoyd[ges) Myelosup-
pression (¢03:0005000g0s003 8860§0m4gE:)i Prolonged QT interval (& () [§€ ewS{goonsoopd)
Optic neuritis (qSeosangelopespEgs Hepatitis (spa5eepE[gEs) Hearing Loss (§0:ec0ggEs)
Acute kidney injury (0500q056a3padea3805qj0d8sgEs) Hypokalemia (602350382 800058008
dlobSeagpspdegts) Hypomagnesemia (¢og:32038:00880088l05 eaqpsSs(at:) $¢ Hypothyroid-
ism (23E:§05e0508:5004C2) 02005 AES g0 09206806038 002AloodI
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Figure (3): Severity grading and management of QT prolongation

Severity Grade 1 Grade 2 Grade 3 Grade 4
grade MILD MODERATE SEVERE LIFE-THREATENING
Prolonga- QTcF 450-480 ms | QTcF 481-500 ms | QTcF>501ms on at QTcF>501 or >60 ms
tion of QTcF least 2 separate ECGs | change from baseline
and Torsade de pointes
or polymorphic
ventricular tachycardia
or signs/symptoms of
serious arrhythmia
Action Monitor closely; at | Monitor more Stop the suspected Stop the suspected
least weekly ECG closely; at least causative drug(s). causative drug(s).
until QTcF has weekly ECG; Hospitalize and replete | Hospitalize and replete
returned to check electrolytes | electrolytes as electrolytes as
grade 1 or less and Replenish as | necessary. necessary.
needed

() 6030500008:32q05920005¢p: "Standardized Data"

2003[g|e0R,§0p5 Gaosel [gE:coSecdrunizadeomn [gbodgp: (SAES) 03 eopbieomndoy
Gz 2000E:3[gEsn coE2603050000E:329/053200056P:03 (0) (SAES) qp2ean: 3a§jrzoo236S!

() 520 g/ :5puSmE0d Bodmaad[godesst (p) 0BoBeaoigpiadgepy 3250005
2R05 edlagpeeEadepopt 2054gesgdolaopd
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aDSM con¢[00800[gtszasoyps

(LEVELS OF aDSM MONITORING)

aDSM eon&[36808[gE:320305 32008320082 (Level) (p) | §dloopSi 8d038:el cpoonezaqizalyd
(206q3203055C F2qp539)C:) 60l 9o0d6] Ga0Egod8Edoopd
(0)  Core Package - 0033290¢ - [§E:c0§ 000230600 [gOodEMd:03 20008 [g:
(all SAEs)
() Intermediate Package - 82000535000533808- 2000E:3[gE:03 (all SAES) =2[gE sa00:
Bobolengearn eaoel ocdamzadeon [gbopgpddaend (all SAES + AEs of special

interest)

(p) Advanced Package - 3250&[g¢3290¢ - 220005663[qdl 2000E:J[gE:qp2aagE all AEs of
clinical significance qpso3d] 200o&:3eedi (all SAES + AEs of special interest and AEs
of clinical significance)

c00d§eegEee530q) [g§e0§EeandjpooniodadespalodndgrdeqeddndSimcsiyé oudsaaolstomn
6a0nEqod8Efgieope [gEico§endnuniendeom(gdod 3m:nd:odoo (only SAES) 2000&:3qepd
[§8 3100051 3200056) 306 E:32[gd (Resource) gz (o1 ag1 0gds 05200001 8a56lod) (Man, Money,
Material, Method and Morale) o3:0005q§c0n0lon 8ac0ud3ac00ds¢ Fa00¢[gEsa0lqp:ad (aDSM)
6ong[m6808[gEa3 03:q),ca008godogng [gdolaodi

Fr000:099366pAlodadg0deeBon3S:
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G 4pz5 BBopapiqp: 3agepuSondgrsanhi{iftab oxodloggreeogpddoetaly

20082 (Q)
aDSM cvocsiod

(IMPLEMENTATION STEPS OF aDSM)

NROY$:066323,0 (aDSM) 86035:6e008g0des (9) 90803 Good05dad{godeusodlaopd
Q0GODODEPEZE CPEIGPEOT 0305680:32008¢: (Bdg and DIm) 03930p0d:30064ps (pown - Geos
0053k039B (@) co 22§§03030%%) $E [§:00§680200Pk 03BEE0teMH08 GE: (9) S0Cad: 3508 20¢
[g8esqe0epbi oJBlgbes 3a[Gagudopepbeon; vupodeur 2360 32808 (G) $C (§) 20p5 28m
320760232008 4Pe{gde) CwsgP:ad 3000566H(gAl GeoigP:sE voroodmsntaot(gdesqs seq:
Olaogdi

@022 () aDSM eeonégode§ 328maasolyp: (Key Steps in implementing aDSM)

sr
e Key Steps sa8onsasolyps

Create a national coordinating mechanism for aDSM

o! fo0: aDSM 606038 Eseep05800056000E[GE:
Develop a plan for aDSM
J' aDsm 8oqcSeeaygn
Define management and supervision roles and responsibilities
o p&:00803{030[gCsE 800§3[9E:03320305 308:00$E 0x00SgP:a005005gE:
Create standard data collection materials
d0B0H20008:3ag0530005qP: eopdia$ 0gRbindurgPIddgpPIsoBiaongtal

Train staff for collection of data

o 08000523308 2000C:309)0d3C00OGPop5aS 20CmEicodgCs

C/‘II

& Define schedules and routes for data collecting and reporting

2000C:309)05320005¢Pop5q S 20008:3qS 383p0PgPs CVbie(oPErgprooadecdgEs

Consolidate aDSM data electronically

Q 2000E:309)05320005qP8E WS FBroadooeepsdosdeaadig[gta

Develop (or use existing) capacity for signal detection and causality assessment
o1 0393680:5¢ AES s005505azag05(g[9E: (signal) $& ceoselopE B80dsdsnfgts
GooadgCimnadlgodes (causality assessment) saqpdsacogdgonCaodgle

Fr000:090366pAlodadg0deeBG03S:
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Table 4: National Core Committee for aDSM (NCCA)

(0) 3aqjzo00: aDSM 6AlE:05p38Eeqz05600056000E[gE:

Create a national coordinating mechanism for aDSM (NCCA)

[g§e08E¢mgjromio0d aDSM 602500303 (6.6). j0ok) 958 WHO 6l aDSM odqCaaoyEs
3,005:98 3290(3[G: oqf$ieee:$E 3020020803855 (J00q) 9561 00500xE 320005

[gi§20p5r oernbeoBa0pb aDSM cobeigpiad 0u33a908e [§6[03H030[8: edlE:0038E:
6800Eg0d [960laopSi ofennbecBogt 23 0Eqpiealgd 93GupagE (senist aeoidk) o

200107 20636000[BegPs 0393680:43p0[0Bgps 8050533 20p0:gp: (s005ogudeep

Dnegddeqest glgssdeuseagiegdqts Advocacy) [g¢ §,0p5:000:0lo0pS GE:o3za:

p$oqPe3agepodmtign eeonflagmagnd Bodlgls B3adsdsneonadigeaailgod
[§E:03 6e00Egr58EqS 8328600 co€ondigpieiconiGiyddloodi

@o: (G) Sa¢jrooni00? aDSM eonbeod

Agency 63qIE8cs

Representative(s) 00')0$€>

. Drug Control Section, Food and Drug Administration

(FDA)

. 2023060000958 Gaosokazdodees SiBigs!

G@O:('ﬂz@z@& eq:g)n?.gors

Director

flopreazep:

Clinical Professors*

. 3000:0p20e2:605(0%qpH EesICiea00pSI

GSDSOD((Q

Professor & Head, Dept of Respiratory Med-
icine, University of Medicine 1, University of
Medicine 2, University of Medicine Mandalay

deeapgselpgps gEeslteaopngs!
q$@$eao:oog;of§cﬁ (0, Y

Q%G(\DSGGD:OJ(;;)

3. NTP
. sadfpoon0308eepdlododyodegs BoaBS:

National Program Manager

8ocB3Sefesp

TB Specialist Hospitals — Department of Medical
Services

. BBesos§[oBeqp:

Medical Superintendents of Aung San TB
Hospital and Patheingyi Hospital

6e0:3p0[038 9§0p8§630E0§:0308 Geosfods
$C 0g00:086[0%:08Be0s03s

Partners*: (8056(7339§.9’30é:)

MSF (Holland)

. $0505[gpse0eposgpizag, (Holland)

WHO

. DPOYS06EEY,

N| oo ou

FHI360
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),

®)

aDSM 84qiobeezal[gSa (Develop a plan for aDSM)

[9508E¢ 3§00 aDSM 6e00Egde8ognde[Gimm: §E&61 cvod§zac[gzacsad
B063203[god[G: 2005a8820p0353 30pdigpe 8|S gPss ouSlgSgrodtotesgiess
B oogpogSicneepmed ol $5:000003:0(qE eeEaRFclaopdi &3 sagjramicBoBeepd
oB3odgodeqee 2200p5(g[G: (NCCA) ¢ cobeofeaonaddsacnpdlgRdloopdn o)8ogndope
30532808 ¢0 90600066800EqERdAB gEicuignandigoonidlaopdi §E6eor55E salgp:
0pgtapiail xepegfiogpSgropd: aaadagedfidlaophs

aDSM 6s00€qabqé 86083[g8: 0p8:e08:{03m0[g8:0lme0305 saefimapypisé oo
qp: 9005¢05e0g8a (Define management and supervision roles and responsibilities)
NCCA 2005 aDSM 6802Egadaa? [§6[Beodogba3esqepdi dusedl:odp3SEiaq;: s005:
2260:qP:0 (6) 0od[365¢ Bead03myEuqdlepdi [P3orEaoeomanndagooanpd
6509 000800051 (poed - oy€sepdusl cooduaelpadogunies 00[ge) adjroo:
03936epalodadgodeeBdndSiel 0m0sde a3eupcd safepiaad 08/353 32005:00090
0m086¢) 200p5:3260:3E:06 S Bod[opigta :20p5:3060:61 Meeting Minutes [g&eofgEs
03 6802Eg0dqCledI

¢Jto:BBeepAlod0dqodeapdondsist  200:0nadsE  esoidkazdoieeiBigrs
205 B:ee008308 200p0:qpigde) GE: aDSM 6s0nfgades 8dm3Sesesqp (BB) $&
238[opseepele (FDA- Drug Control Section) 0300 0200§80083:803 omosgooncos
§lopdi E:08 $63:0:6E(B: cpsogP:0d 680:0p206egEiw03E:8/ Ge00pa0geod 836
Go3808gP: :2e0&00¢[gdeoa S 320305 [03{036q0p5N GE:03 $88:0005 cnsogpeacdl
Ge0:6l Goniagededioftod eend[ypdfgt: (PV) 90€08:03 (J0oq) 9561 assdl§aoogé
g0qB805e30083Eep (PV Training Course) § 00056epod3(Begdolaopdi safgps NCCA
208, 0EqP:3203050000: 83266000 206p03agE:{pd8eS c0Con§igpionndespodeospd
[56Sa05n

680:0050kaBBeepdloy dlewozoowieondoBigpis 03o3es0:g[0Biqpe GeogEpd(TBs
qP2o0pS NCCA 353 08qpegde) MDR-TB centers qps§ 86083072068 90536000 Geosel
0a3aui3a0600[gdodgpiad dpoogfengnd c83adeomsalodoadspd: vpO3agp:
cosqPlopdn BmlgE eotpange[gmE [gdedlanaop) cB80dsbsneo0edig So03[god
cosq§ 0705§0l0p5n GE:320905083266:000 20€oSigpiBodeuqllepd

aDSM cpbcSieont[ndB8od[gliss 0ptienliodmo[gtoopd NCCA & maeegodicom
22002 0008qPi{gdAo051 mogpoySicee:eed ¢l aDSM ¢l 35098:038:2 (G) 9 (Annex —B
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03¢ eedlgaoniilanpd) 32505 (0) aDSM cRésFjg (680:PgduEss) $C () Ge0IPVRSH
qp2 03 [gE:c0§0adaunizadeon [gdod|ydyrigss (SAE rate among patients treated and

monitored for aDSM) 3203§:038: ( ) 903 05§ cwsE ege[rsaqtian|gb soelgmaesaag
228000028 Monitor cobqdlepSi

(G) 60305 20008:30g/05520005¢P: 9Ge0E:qS 0gRd:aB§udogp: ddyP: 2950 0ggbeolgea

(Create standard data collection materials)

20008:32910532000596800E:¢] 6on¢[6808[gE:$E c0S:08[gE: Monitoring and Evalu-

ation (M&E) 320305 (WHO, Cliniton Health Access Initiative [CHAI]) $& sa[gp:805005

208, 2005:qpie 0p86000059epd(gddloogd

aDSM 038 ma0d3{gjepd 0dgps (form) ¢ 6320050l8203EHgbddloodi

() [glg€oonieon es0:oddkoBoBpsnesoionoogms
[modified NTP MDR-TB Treatment Card DR-TB form (01)] Annex C 038
eejgoonzaop
NOS:eeeeaQ el 805god[090632q 680:0p0eME0RE oGS50 (6) qodsn
Ol§oopSi aDSM 220305 0p200p5e0qE:03E: 6e020PAkoBBrpsHEIdE0R05
:2054g9$ [§600051 9roes0:0p0gmE0B A3ma62003[gEsoooidloog
©g|09§7 (0) 035B6e0:320084p VOeCM3GRGE Lo9esoIdikaBBoYep
¢ [gScopdeaadigend eeoxgp: (repurposed drugs) do&aopdi eso:oddke
062000356[g220305 [g[g€coniean aux:dl§oopd
©gi05§0 () 03¢ 32a30ROCcEiqps 0deeogEs Liver Function Test (LFT) 820305
27R05 (§) Rodgpdoozoopdi Bilirubin, Alkaline Phosphatases, Aspartate Ami-
notransferase (AST) $& Alanine Aminotransferase (ALT) o3 [g®aop5i
ogod§0 () g€ @ux: () §dloopdi vcoeauE0Rd EIgIEdE () @udxel
320005952051 00080060350den Electrolytes qpe3a0305[g620051 safgpseandad
qpen albumin $& lipase 820305 [g6looobn  @L232006 (F030o-@0Ea0Pd
$00:320305 ECG/QTC $¢ [g§copbodesodgls Follow up 220305 [g6claopdi

0gi05§7 (G) 03¢ [gScopbodesodgt: Follow up 820305 (c0) $& ($6) (mm-yy)
6025050069 [§p9g05a00:0001

©2gi0957 (§)) 03¢ opa0epdesoEEa0dyps [§§0pesoigP:ea0z05 Up Date coboon:

Fr000:099366pAlodadg0deeBon3S:



o

0B3936e0sgPiss 0B030p0diqp: 3a5epuSmEigaadg8Eas 0oodloggreent(pd8oesl(at:

)

20p01 @uoEE00dW  60R [05)gP0p082905333 (AE 32dlm08) Gegieggd$E
0R)6:03C3203(g0533 &1 8d:{godqodgP: Gepq$[gdaopd

g5 (6) g€ GoeSqod :[o3ggIed ¢odqodlggSsaogod Comment box
0089 [§5000:0001 Ge0s0H209qEO8FR0d @LHPAGOESI KPo0eSEI
680307000 32[gPepadegp:ad e[gpEieg,0pao[gEs (Moved to conventional regimen
(23) Moved to individualized regimen) [go5gobco:a005i cpsneeotonaogBeeds(d:
() $690038: 2000E:zmagEdz0NAgfqS (6) cvl (o)) cvl (90) cvi ((J§) cLadore
odeeotep) Smear, 3o Glode$sE Clinical 0desofgtiodesnogad corbad (g)
9005

[g8:00§ 0c8conzma66000[§B0Ho000E:306 (From for Reporting of SAE)
0)20008:8062005 MSF 220digjes6000 SAE 0603 cgudapesané WHO $& NCCA
o3l [03lgdlsE [geoondgtigboopd 00d0d eemnensiodoBesoigopt End
TB Project [¢ 0700656000 033B0psoqpe320305 MSF 0000§6806p0Se 005§
F2054gj0qe5§ oS

00603 0398680540 G0 Ak0398mP06SEIN 0wreogP: MDR-TB Center
QP26 SOPOSEPID CP§IGE0:POPINCEGAIPAS (SAE) 60p §oood(go3E:
[50500568[gB00pS1 oJdd0pS saqjponicBBeepdlodndyqdeqEddnds: (NTP)
$C (NCCA) 303 ,08qp:ad obap§&ognieoaopdi [gobsudodEieso:oddkodad
60n5003gpsadaopd: dqepd B GE:o3320305 cwoEimagEdsacundst Geo:
0920693E6p 22603 2:[03(03:0005¢ §§epS[gdaopdi 2000E:3opo0pS qaogjaooEs
:2g0d30005gP:0d [gpddesnllgpdgadB: (Jg) §9832038: NCCA $& NTP o8
60:3qepdi 06560030000 2000831053005 gPIRMES: [goddgIc008(gRd
905 B8 (q ) §°83203E: NCCA 93 cosdqdlepSi

905051 093EHAB 20008:30B[gEa GusdagES§oopd (Paper based) O6
QP03 §P$/Ge0sgot 2BbseopSioonqepdi aDSM FBrondcoeepsd 2000E:3050
00p5680005(8edlon Electronic Data Entry o3 gpiofogpd esonégodagniepd [god
20

Fr000:090366pAlodadg0deeBG03S:



05§30

°€
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©)

08008:gqp:a0: aDSM 20008:32q105320005968008:q8 B=06000 coonfigpicugl:
(Train Staff for Collection of Data)

20008:32910532000596800EgE:00p5 680:0P204dUIE$EID 0BBCRSIL GINAHLHG
0pS[gd20p5n a30l6] 680:40906p0S (68024005 0650D) $E TegdoySidess v§0b:
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Table 5: Responsibilities for aDSM Implementation
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aDSM Component
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Development of the aDSM Implementation Plan
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Tools for data collection
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Development of aDSM Manual
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Training plan for all staff involved in aDSM
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Collection of data
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Communication, coordination and follow up of all data
collected from the sites
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NTP with support from WHO
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NTP with support from WHO
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$C NTP

NTP with support from FHI360

NTP with support from FHI360

Hospital sites/ MDR-TB centres
0398680:ggqpe$E MDR-TB centres

NCCA (NTP aDSM Focal Point)
NTP aDSM ox0§6$E NCCA
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Table 6. Summary of steps and timelines for SAE reporting, Myanmar

SAE event
detected

Form received at
the national level

I SAE Report

SAE entry to
National
Database

Clinical
Professors’
meeting and
causality
consensus

CA report
completed

SAE Form
filled out and
submitted

SAE Form
completed with
all details, upon
verification with
the hospital/
MDR-TB
Centre reporter;
meeting for CA
scheduled

All entries of
SAE Form en-

tered to National
aDSM Database

Meeting
conducted for
CA, and
Causality
consensus
made

Feedback to the
NTP and the
hospital
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Hospital (treating)
physician

NTP aDSM Focal
Point

NTP aDSM Focal
Point

NCCA Clinical
Professors and
other designated
partners

NTP aDSM Focal
Point

NTP aDSM Focal Point
adsm.ntp.myanmar@gmail.com
(to send to NTP Program
Manager)

Clinical Professors and all
members of the NCCA including
FDA, and to the Department of
Medical Services

National aDSM Database

NTP

WHO Global aDSM database
aDSM-database@who.int

Within 24
hours or

1 working
day of SAE
detection

Within 72
hours of

SAE detec-
tion for initial
reporting, then
follow-up

Within 72
hours of SAE
detection

Within 15
days of SAE
detection or
during month-
ly meeting

Within 30
days of SAE
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ANNEX D — NTP Form for Reporting Serious Adverse Event (SAE)

National Tuberculosis Program
Ministry of Health and Sports (MYANMAR)

Form for Reporting of Serious Adverse Event

Address and phone number

Date of Report( / / ) All dates must be filled in as (dd/mm/yyyy)
Is this report a new event? Yes No Give date when initial SAE form sent ( / / )

Give date of follow-up SAE form lastsent ( / / )
1. Patient Details
Full Name Age (yrs) Date of Birth ( / /
pre/XDR/MDR -TB registration number Sex M / F Is patient pregnant Yes No
Treatment Center Weight (Kg) Height (cm) LMP( / /

2. Details of Serious Adverse Event

Provisional Diagnosis

Date Event Started - ( / /

Description of Event

Why is the event considered serious?
(O Death Life Threatening

O Persistent/ Significant disability

Hospitalization OR prolongation of hospitalization OR ICU/HDU

(O Congenital Abnormality Others ( SPECIfY  )ivriiiiiiiieee e

3. Suspected Medicine (s)

Name (Generic name)

Total daily dose

Date started

Date stopped Continues Vv

4. Action Taken

Responsible Drug

5. Outcome of Serious Adverse Event

Date

O Medicine withdrawn

(O Recovered/ resolved

O Dose reduced

(O Recovering/ resolving

(O Dose not changed

(O Recovered with sequelae

O Dose interupped

(O Not recovered/ not resolved

O Unknown

O Died

O Unknown

FgJpo0n030366pAlododgpdeaBoo3ss
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National luberculosis Program
Ministry of Health and Sports (MYANMAR)

6. Details of suspected drug Drug 1 Drug 2 Drug 3

Brand Name
(formulation/ dosage form)

Generic Name

Name of manufacturer,
country of origin

Batch No

MM Reg: no

Expiry Date

7. Co-morbidities

(O IHD Hypertension Other Heart Disease (specify) DM Renal disease
(O Viral Hepatitis Alcoholic Hepatitis Other Liver Disease (specify)......c.ccccceeeeuenee Peptic Ulcer/ Gastritis
(O HIV Opportunistic Infection(s) (SPecify)...c..ceceeveruerurerereescenennse Last CD4/VL & date ......cccceeeveeeerveneerceneenennnn
(O Bronchial Asthma COPD Other Lung Disease (Specify)......ccccevererceuenns Other (specify) .....cccceueuueu.....
O None
8. Concomitant Medicine (s)

Name (Generic name) Total daily dose Date started Date stopped Continues V
9. Relevant Laboratory/ Investigation Results(s) - Clinical

Laboratory Test Date done Normal Value (unit) | Patient's result (unit) Comment

10. SOURCE OF REPORT

Name of REPOrter .......cieiieciecieceeie e e e

Address ...

DesigNation .....o.ooeeieoiiciieiie e [=T 14 T 1| OO OIS
Signature ......ccceveeeeevieeeeee Date .ooveeeee e TelNO. oot
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