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Drug resistant tuberculosis (TB) namely rifampicin resistant TB (RR-TB), multi-drug
resistant TB (MDR-TB), Pre extensively drug resistant TB (Pre XDR-TB) and Extensively drug
resistant TB (XDR-TB) are being public problems which can be found all over the world.
In Thailand, most of DR-TB treatment are in combination with new anti-TB drugs or re-purposed
drugs that were recommended by the World Health Organization. Moreover, a shorter
regimen with 9-11 month has been introduced under closely monitoring conditions.
To ensure a long-term safety profile of DR-TB treatment, there should be an active surveillance
system in Thailand.

The objective of this manual is to guide the users for an efficient reporting steps
through the aDSM surveillance system according to the requirements of the World Health

Organization and the context of Thailand.
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2¢o (Abbreviations)

ADR Adverse drug reaction

aDSM Active TB Drug-Safety Monitoring and Management
AE Adverse event

Bdqg Bedaquiline

CA Causality assessment

Cfz Clofazimine

Dlm Delamanid

DOT Directly observed treatment

DR-TB Drug-resistant tuberculosis

FDA Food and Drug Administration

Gfx Gatifloxacin

MDR-TB Multidrug-resistant tuberculosis

Mfx Moxifloxacin

NTP National Tuberculosis Programme
PMDT Programmatic Management of Drug-Resistant Tuberculosis
PV Pharmacovigilance

SAE Serious adverse event

SLD Second-line drug

TB Tuberculosis

WHO World Health Organization

XDR-TB Extensively drug-resistant tuberculosis
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UNUA (Introduction)

a&ﬁmiamﬁdaﬂlé’wﬁamﬂ%’m%’ﬂwﬁm‘[iﬂﬁaﬂﬂﬂjﬁﬂlmi W Bedaquiline (Bdq) wa
Delamanid (Dlm) wagluouiane1azdien Pretomanid Bdluniniugnssnuialsnfesdegnsen
svey du 9-11 iew saudeen re-purposed LW clofazimine (Cf2) way moxifloxacin (MfX) ilend
AnomsldfalszasAzuld G’hEJfﬂiaulﬂumﬂ%’aﬂumjuﬁﬂdnmﬁ?u S%UU active drug safety
monitoring (aDSM) Fafimnuddnyuldnudmivinnunisinutaslumsinuinlseiiosn
ANUNLNBYRINITEsEIIAuUaeniBf1us (pharmacovigilance) RuNBily ANEATIATD
AanssuiiAedesiunsnsIadu (detection) MUsHEI (assessment) waznstioatuennislifisuszasd
visetlymiiieadeatiuen (understanding and prevention) Msfinwideriougneen svine Idesnin
vaneUsens eusuLasdnuueiie8 naenIuzlLUULAYITzIanTildaonadoiuiile
thurldagslumajiR Sumsliliaunsoanamuennmshifsssasivanssinfifedunends
oongdmne fuiudeinnusndufosinnssuumaihss innudaondeannisldoniu
ludsgmelny IszvumsidhsgiionishifisUssasAannudndusiavnm Tugduuures
sxuUTil3end spontaneous reporting udiilasandediaunssznisvesszuutl oravhliflumssnenu
sUsvuegnuaglutmidsldauysal deanusindoszninmnesiaulsa nsuauaulsnwas
audidhszuuihsylinuvasndmuniniueiguain SuinnuanenITunTeImIswarel N5enTN
a15130ua ybAAAlUsuASUARM LKAz U SIRNdssnmuaulaensielunisldensnuiulse
Aewn v3e Active TB drug-safety monitoring and management (aDSM) 4 Fwiliamia
UsgdnSnmuazanulasndvednaluszuunuiuuziivesssdnmseundislanla
vauwavesefiarvhszuudhsy Tinuasndeduen fo el (new drug), enftandoustin]
(re-purposed drug) hazluun1ssnwlug (novel regimen) Lﬁa&mﬂaﬂmjuazqmaﬂwﬂ HURHG
sunraaonsy (safety profile) id1in dndusesiiszuuihsziadegn vidoRnnmunanisldon
odulnddasioidleadussarsnauiulaluanudasndy
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1.1 Hsunaza2199u1e (Definitions)

1. Active drug-safety monitoring and management (aDSM) A8 SEUUNSAANILLAE
Uimsdanadesndueulaeadelumsldeninualsaies TiomseatnuasiosuftRnisuesihe
suzldsumssnuiailsaios Tagldazuu aDsM dfugihelunisinude (a) e ialsall
% Bdq uaw Dlm, (b) gy TailsaRos vl 1wy shorter MDR regimen (9-11 iifaw) vide (<) gns XDR-TB
grvflalmiviesiinduuldln ensraduniodudunassenusiiadesinliifAne s
LaifaUsvasdanen

2. Adverse Event (AE) #io wamsallsifisusvassiifntusewinanmsdnwenaduiusue
Liduiusiunisldennle

3. Adverse Drug Event (ADE) fio Lwamim“lajﬁaﬂizaqﬁﬁLﬁmﬁﬁuiwdwmﬁﬂm Wy
IsumsUssiiuwdrindianuduiusiunislden

4. Adverse Drug Reaction (ADR) fie UffTenouaussieniiiudunsennsnenie
UfRseiifetuedieldolurununiifenisdestu 30ade ussm wiethdasnulsa wie
dorAsuwandlumshnureseforlusme udldsadmslnlunngaileedilaiedlifile
visoanmsldelulumsitiin

5. Causality assessment (CA) g N15UsELiluANNAUNUSITEMY SeAUANNTURUS
syyianAnfusinasds (suspected product) Auwmgnsallifisuszasd (adverse event) AAnTu

6. Serious adverse event (SAE) Ao lnnsallifisUsvasAviindreuss (serious adverse event)
muedso1nislafisszasdainnislienfidionss dewasodvasednies 1 4o duielud
1. demalifinedondriunsinululsmenia wio 2. ifinszernailumsinviuuiu v
3. iWuagliAnnnufinsuuuiinsvienns wie 4. sihliAseuUnAudmsndeususniin
V3o 5. . Judunsededin e 6. deTin vise 7. \Huennismenaiinfifituandsy (clinical significant)
g1 liiAndunesegUasla

7. AE of special interest o gnisafldfisUsvasdfifnduilddnsdudinly
Tusgwiamavaasmedinuagfiudsd thadlalasliddsdsmnusuusmieruduiudideang
fun1ssnyindlse

8. AE of clinical significance #io wnnsallifisUszassiifnty T duriadouss
yilaiunaula, %ﬁﬂﬁﬁﬂﬁwqmmﬁﬂm %58 %ﬁmﬁﬁaaﬁmﬁmﬁm@iuﬁaam TReLANg
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9. Signal fie dayaauanudes Fadumesnudeyanerivaruduiusidanvandululd
sgrinamgnsallifiaUssasduazensnyialse aufmnuduiusiilinsiu auaudivesdygyin
Audes dnsmeluil wmnisalndanuduius (“uiuen” wie “dranu”) wmnisalndanuduiug
a & v, = ' Y Aa av a A ] v I 4
Weamnd “Wulule” sl nduvesidedinlinnAniiszydn “Wuldld” o vesasumanisel
Usziny “wuuen” e Wianlu” manmadudyauainsavztieiiuanusilusewrulasnse
Y9481 FeaSuneUstleviiaranudsaseviionsinyrinlsaiaansadunyssenaldluEenis
ey Yevhursetenissyiunnimstesiuveenvaitusely

1.2 dngUszasAvas aDSM (Objective of aDSM)

121 iessnunazdanisanudufivaesediuiasdeniodudulaluai vz ey
TngveulnveseiazyhseuuinseSmnudasnsoduen fe ol (New drug), eriantaUdi
(Re-purposed drug) ag uHun155nwlul (Novel regimen)

12.2 \eanmnuidssanndunsiefiisideadvenluguedldfunisinuiuuaiiass
(Second-line drug) dwiufalsaresn

123 \ileairsgrutona aDSM Alfunsgiu

welussqingussasAdnadiu aDSM fifanssudiddey 3 Uszns (Essential elements
of aDSM) lgiun
1. M3Usziliumgnsallagnsannsennnsaeun1ugUlelaensauagn1sinn1ueIns
Liifsszasiannnsiderdosiiiunsiuiivasseilomadsinnsdunissnw
1.1 soumuuazdunsemsldisUszasiannislidenanithe lnewguna wmduazinduns
1.2 Ussdfiunemdinednsasiase wu anmdale suiludemsdnonuennislifisUszasd
91nn51gen
13 asafamumaiesufiinisegisainane fashindUaghivansennisvietienns
RAAUNG (early detection) 1 n1snranduluiingile (EKG) nsnsranisvheuvessu Wusy
2. msdamawmmsailifisUszasdlunaiungay AaonIuNTNTIIVNAYaIULATINNT
Fausifiug JunguaddnlunsinnisivnzauveansmssilifieUszasd dwansznueeedi
dAyveUle

3. Jayaiiduninsguasgniiusned udussuunazssuANUaeniereInsinY
wazkasuleguelusuAnLNgIfUNIS e a1l
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UNUIMNMRUINYDIRUIYINUSEEUGING?)

21 unummuihivesniieauige Tunisguaguiasinlsanasn

K89

UNum

1. d@unauae
NFSUNNTDINSHAZEN

1.1

1.2
1.3

auawardnvhszuulusunsuihse Ssanudaensioannisidensnuialse
F1em3ival aDSM saufiunasinisa

fmunansgldauszuy
asunmsuenudeyaussiurnannuuasaieainnisldelusyuy

2. naadulsa

2.1
22
23

24

Uszanunu we shutndseRosn iefinsaneysRennuiifuiiveaduayy
Sotouavatuayuenlifuiiuiiivesumsatiuayuen
AnsnuuazUszanuauivans ilesusussnumsihse Tadegnves
15INEUIBAN
ayunan1ssnwnazAnnuUsziiiunaniulasadeainnisldeaue
AENTIINIHT M0

3. @e/eng.

3.1

3.2

33

atfuayuuazgIomdenisundniiviiminfinwduae XOR - TB
uag STR Tuituil/ sw fleglueusufioveu
fafuRamiunisdfiuaiuresiiudl wazUszarusnuiunosinlse
Wesusmeaunsihseiadagnvedsmenuiaa q
asutoyasenuuIIIg

4. IWA/INN.

4.1

4.2

4.3

4.4

4.5

4.6
4.7

Dunmbeaumndnlunmsinwigiie XOR - T8 uaz STR lneflieduseu
Fumssnm

AARNULAZIIBNURANITINY WAz KAN1TANALEINT IR TZaIAN
nsldenmnaiuImiegile aDSM

atuayun SNl ANaviIvITn
vimsdanisenduseuleenduns

DOT Taeidmihiinnile vnfunaeanssnwarusulseiuiauay
Yuiinnsvih DOT
dounuvisedunmnoinisvesgUiedndennisuieviely
msatuayutsmdegiiemsinudeya ¥nas fagases niens
AtuaANEN 19U
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R89U UNUN

5. SNY. 5.1 fanugdudasindiu / nddauniunisngin

5.2 3AN15AU IC U1 / YUBY / #01UUINITENSITNEY

5.3 advayunsinw Ingldfuanivnain

54 DOT lasdmidniinnile wniunaeanissnu uastuiin Ransan
aumngadlunsdenaniuiuaziimifilunisih DOT Wusensd)

5.5 aeupuvsedanneinisvesdiieiiionnisuiemsels

56 nmsatfuayudlmderUiemeiiudeya Y1ians Tngdsves ude
nsatuayuniiuiala

6. SWER. 6.1 USHI5IANITAIUNISSUUTENINE (DOT) Tuinuseaniu wazdsmely
Athelasuenegwiaiiies

2.2 wWuIMNMITeNY nsalfieidinugiidessseu aDsMm

: UEIVINVIBUARINT _
lsamgnunaveiu G we e 15aneIUIALITeTe
e o2 MusunagUaeinlsanonn )
Iifadonazisusnw o e o fUagludanesinlsn
v e X g AITFAUARSURATOU LY -
dUrednlsafeeninas N Weordnemuenarsidnen
Tun1331897U4 aDSM

Tupns99 1. 99 2.3 WSONAUUAY AAT.

v

F9971990UINAIN 1 U

diulageusieny - #iulaveusEAUlswenuIa nostalsaudeede uazos.
ANNATIElUNNT adimsUnyArldeuseuu OpeniD Wadvismsnunuseie
Swdithenneds - dededesreniiae$ temslinu AdufFuiiavey aDSM
gfthemwuunme SEUUANTAUNPA nsdllaunmeiisede
ety 7 - madndssuuanunsiise Taden TAnsioft ans. Lievh
HUTEUY sumulaendoannslindndusiqua  wiidevestiauiinesinlsa

q

ans.PenTdeuTsnUlidenndeeiulUIeN U 1IN MeIIfB31891U aDSM

v

navinlsauazgudiihsz Ssrnuuaendemeniniusiaunm siuradeya
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2.3 vaulnveileinlinfeenidessney aDSM

sarnseundelaniamyuaReuludmsunisdniendthe adsaneeitesieaiu aDSM fwieluil

a3ei 1 Jlhetalsaneeiidunguidninefidessiesu aDsM

1. gurednlsaseenlsunuddu (RR-TB) Julsasiesmargvuru (MDR-TB) Jaulsasiesmangvuiu
HiATuLII (Pre XDR-TB) uar Tnulsafios1uinguusiunn (XDR-TB) Aildsunissnunsiesn Bedaquiline,
Delamanid vi3eginilsanaivdlusunenaiuyseniAvatasanisownsielan 1 Pretomanid

Bedaquiline muAugivesasnn1seutelan

2. fheialsaneelsuiit@y (RR-TB) Julsafteeviarsvuny (MDR-TB) Mlasunsshwisnegnsenln
Wy gasensnuinlsafesnseusdu Megnse1d@anga Aminoglycosides wagg13uusenIund

3. gUrgialspnesvaigvuusiasnwiean (Difficult-to-treat MDR-TB) Jalsafogviatguuu
YATULSY (Pre XDR-TB) warnilsmpiaenylinguusaunn (XDR-TB) NSnwismegnsenwuifiaessiuluiia
gN9ntaUaT v 1w Clofazimine, Linezolid 1Husu

24  §135 aDSM mwasAn1saunsielan (WHO Guidelines, 2014)
Uszan 4 o X AUl
Fadi5m venauaa a b Tunns /UM swunlog
(Indicator) c Useudly
(Class) AU
GRRH 1) U gl | Fwaugdae |a/b*100 | sou 3 1oy | il
asoungu | dadlsafeen | Jwlse Taulsnnaen
(Coverage)* | Milunguuth | Aeenitldsu | ldsunis
nUNBEMTU | n13snenas | Shedas
M558 | An1ssieeu | dunaeidnla
Tuszuu NIUTZUU AUMITRNU
aDSM aDSM Tusau | aDsM Tusau
(Target msdszidiu | nsuszdiu
DR-TB U9 LYY
patients (Number (Number of
included in | of TB cases | TB cases
aDSM) started started on
on target target
treatment treatment
included in | during the
aDSM period of
during the assessment
period of and who were
assessment) | eligible for
a aDSM)

drumnulasedelunisBensnendalandeslulssinAing

Af® aDSM LUININIABEENULAZUEMIF@NI9LBIFN



aunsnly

UszLn o4 o Lo
FadiTn venaTan a b Tuns UNT | S uunloe
(Indicator) c Usziiiu
(Class) AU
AU 2) sreznan | TwRewdd | Fudoud  |ab 59U 12 1o | mnnaly
auysal# | msvigaen | vigaen #uen MINEAEN
Complete- | Nasde (The different
ness (Time to in days
(process) | stopping between
target drug) | the date of
start of
treatment
with a target
drug and the
date of the
stopping the
target drug.
The calculation
is done for
each member
of the cohort)
wiansadla | 3) duae Fwugtie | dwaugioe |a/b*100 | 50U 3 e | ndueiedy
Weuszaed | Jaulsa Jalsafes | Talsanewn QGHATER
¥inde fowniin | N519U nlasuns NAANS
u3e¥ wamsallal [ wanisallad | Shwuae
(Serious NeUseasd | WeUszasd | nnsseanu
adverse sindeuss | vladeuss | TussuuaDsM
events) Tuszuu wnnvse | luseunns
aDSM Wity 1 Usziliu
(DR-TB wiansad Tu | e
patients 3%UU aDSM [ (Number of
included in hlia‘un')li TB cases
aDSM with | Uszifiuiue | included
any serious [ (Number of [in aDSM
adverse TB cases during the
event) included in | period of
aDSM during | assessment)
the period
of assessment
with one or

more serious
adverse
events)
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aunsnly

UszLnm 4 o Lo
FadiTn venaTan a b Tuns UNT | S uunloe
(Class) (Indicator) S Usziiiu
omslidls [4) szezoan | Twhewddl | Fudewd  |ab 59U 6 ey | naueiede
UszasAan | lunsiia wyaE fisuen
g 2I5liNe | (The difference
(Adverse Uszasn in days
reactions N8 between
associated | (Time to the date
with target [ development | of start of
treatment) [ of ADRs the target
associated treatment
with the and the date
target of the first
treatment) | detected
onset of the
ADR attributed
to it.)

* Essential : 3Jufpesn891u

# Optional : sreaulsionson (Jumadenlunissieanu)
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UABUN 1. AUNIEINEIEe

TURBUN 2. MIHNNADY
foadululd

Yunauil 3. nMsUsEiEil
AUFUNUSIBea9e

JUNBUN 4. N15UTLEY

AANN38LS9 (seriousness)

dURUN 5. N1sUTZAY
AUFULIS (Severity)

YUMBUN 6. N153ANTS ADR

\

/
1
i
i
i
i
i
i
i
i
|
\

-

/
[}
|
1
1
1
1
|
1
1
1
1
|
|
\

T8N1SNANTUIANNAURUSTEIING onset VBIINSAY
sgznaiten Mnulanunalnniswien wseli

1unrasdufaesiale

(@

PN 210 15ATI 81538 LNSRNUSERIUMAIEEY 9
WU NIUARINIA 819N @saliou o Tunafeaiu

v
[

Lo A A A a v o &a
Juppuilfeunsasenltlunisussiuanuduius@ame
(Causality Assessment) aenaifusyuu wu Naranjo’s algorithm

Uszilumusnousswasotnshineuseasnannnisiden
NdanasiofUae tneuuimang {u ADR Ni518use
(serious ADR) wazlsi51eus9 (non-serious ADR)

UszliumugulseseINsiiiassasdannnslden
w095t Tnsuvaduszaunuanuunsady mild,
moderate, severe, potentially life-threatening

[ a

vdaniasanldefiasdoindosviale oradesasmyaen
ﬁmé’w_] (dechallenge) wse Tigdnlulumi (rechallenge)
wazAinaueInsEtievdsanugaen fiasdeitenisme
omstthenduundush vielsl Tnefuaniedn
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3.2

Ao nisUseiiuanudululanesnelsaaed

MsUsTuAMNENNUSIBEMA (Causality Assessment)

wanvsdAgyvetensliisuszasRninty

= A g | = a aa A4 A A a v o & a
PN DLUUAIUNUIVDINITUITELUUNANINARUN IWULﬂﬁaﬂﬁiaﬂisﬁ‘UﬂqiﬂﬁgLNUﬂ’NNaﬁJWUﬁL%Qa’]LMG’!

pgradusyuu leun WHO’s criteria, Thai algorithm way Naranjo’s algorithm lmgaulungy

yaansnenIsunnglulsemalnelionld Naranjo
“yragly”, “@nvagly”, “drasde (laiunle)”

(779814 Naranjo’s algorithm)

’s algorithm lagsioauna asil “lauu”,

CATat 13 Lild | v | Aeuuw
1. muﬁiﬁ‘lhﬁimamun1sﬂﬁt’i’in11’§u1uﬁm‘§a‘l&i +1 0
2. El'1[‘I“I‘ﬁﬂ"ﬂﬂ‘l1l'l-ﬂliﬁQﬂisﬂiﬁ{‘ilﬁﬂé‘unlul‘laﬂ“m +2 -1
ldsumnaniniluamayiali
3. mmssmgmsalbifialssadiandangendindn +1 0 0
wiadialfmdnfnmnamze (specific antagonist) wials
4. amssmmsallifinszaddandnifistudiaculimlwivdali +2 -1
5. Wijis m'hslﬁai‘uanm':mﬁmmmmqgu (uamwiiasinm) -1 2
vaaginlavialii
6. Ufidndananiiasuin ulalismaanwiali -1 +1
7. annsoandiaSnamlaludan (WSanaunaiiu) +1 0
TuBsnasnudduinuivvdali
8. Uiisnquusuiotu iaiumnamnniassanuuse 1 0 0
dinaseuermIalii
9. fthoweiiljidnmisuvisadondiuiiniou +1 0 0
Tunslésumadariou q wialii
10. mm'mm!msm"hiimﬂ:aaﬁﬁ TaFumstiudu +1 0 0
Tﬂunﬁnpuﬁ'lﬂugﬂsﬁu {objective evidence) Winli
T3
seiuAzuuY  Asuananivlaoiinu e Definite {certain) Tduai
ATUUUONITY 5-8 Probable 1ineld
AT 1-4 Possible aezld
Azuuuilannimlanhiiu o Doubtful (unlikely) wdadn (lsiiild)

3.3 nsUsEiiumu3ense (Seriousness)

a

A9 NSLUIUSELNNVBINAGNS NLAARINBINNT

Ussnnmane fadl

lysUszasmannnisiden anunsanusls 2

3.3.1 wgnsaildiisUssasruiinireuss (serious adverse event) vnefivennishifisuseasd

NMldenewse Insdesdmansenudediead

aay 1 Vo sl

1. dwalgUlgasansumssnululsimeiuia vse

2. WNsEaaluNISSIYIUIUTU Yi58
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5. 1 JuduUATI0ITIN %30
6
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. Wuermsmeedtiniifiduandsy (clinical significant) enaviliAndunsesiedield

332 wonsallsitesvasrmiinliienss (non-serious ADR) fie lhihineluenmsiwinnisallsiiia

USTaIRTRAI LSS

3.4

N15UsEIAIUA1UTULTS (Severity)

Ao NMsUseliusgiiuauguusesemsliisUsyasdannisldesegUe tneuuadu mild,

moderate, severe, potentially life-threatening @1usausziiulansoinisnienddniay

ANHANTIINIWIRIUJUANTS Ta A3 “quise” Timilloudurdn “Seuse” AnuTuLsaamsnIsal

A UNITOTUIYTEAUTDIAUTULTY AIUANTIBUTIRLALITOITUNATNEVRINITLANBINTS

TaiflsUszasAannnisiaen

A13197 2 LARIIDENTEAUANMUTULTS (severity) YBIRINTUAAINISETN

Anorexia

Loss of appetite
without
decreased

oral intake

Loss of appetite
without decreased
oral intake Without
significant weight
loss

Loss of appetite
associated with
significant
weight loss

life-threatening conse-
quently OR Aggressive
intervention indicated

(e.g. tube feeding,
total parenteral nutrition)

A1390 3 LAAFIDENTLAUAINTULT (severity) YosAHARTIINRIUURNS

Creatinine
Clearanceld
or eGFR,
Low

< 90 to 60 ml/min
or ml/min/1.73 m2
OR 10 to < 30%
decrease from
participant’s
baseline

< 60 to 30 m/
min or ml/
min/1.73 m2
OR 30 to < 50%
decrease from
participant’s
baseline

< 30 mV/min or m/
min/1.73 m2 OR > 50%
decrease from
participant’s baseline
or dialysis needed
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3.5 n1sUsediu QTcF

nsuszdiundulndiviala vie EKG fmnuddylasanignmsdnuninlsaiosdegnsen
fiuszneudie s1Ussan repurposed LU Moxifloxacin (Mfx) wag Clofazimine (Cfz) wazenl
1 Bedaquiline (Bdg) waz Delamanid (Dlm) iilssaniliiiin QT prolong iledruwes QTc emiu
fmearudn ndandemlaldnauniunilunismsasewinddony Wunmsiuanudss
soamegilasiuindnng FennlildFunmsuilylunaterniilugnme torsades de pointes (TdP)
Ivioidedinegrengiiuiu Tne QTc fAnd < 450 ms Tugfue uaz <470 ms Tuguds

venaniisithdudesdun ivilsien QTc prolong ge iy enfnwilsavansedia amasymilamnms
MIBABIMNT NTOUTEUTULTIATIOITN %ammsnﬁﬂﬂgimw hypokalemia suEamsfnidoetleiine

N5ATUIMAT QTcF
nsAuINAT QTc menuasausavinlaneisnmsseluil Ingldansnisunly Fredericia QT
n) THAS09AALAYABAULDY

Tne QTcF = the corrected QT interval using the Fredericia formula
QT = the time between the start of the QRS complex and the end of the T wave
RR = the time between the start of one QRS complex and the start of the next
QRS complex.
2) Taglduaundinduiinnaiivananaunsnlnude QxMD

Calculate (Medical Calculator
m‘ QxMD Medical Software
seses pjttal F 9:25 AM ¥ 2B8%E

{ ECG:CorrectedQT ¢ (1)

Questions

QT Correction? Frederica

QT Interval? 320 msel

Heart Rate? 75 bpm

Results

345 msec

Manual for Active T8 drug-safety monitoring and management
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) Tagld QTcF Nomogram (linanqdsluidl Wesansiwazidenrout1eun)
9) lheseshnavdidnnsetindinnillvananniiulad:https://www.medcalc.org/clinicalc/

corrected-gt-interval-gtc.ph

MEDCALC

easy-to-use statistical software

HOME FEATURES DOWNLOAD

Corrected QT Interval (QTc)

ar: 320 | sec =l

| =e ;| o8 | sac :|
Calculate

QTc Bazettl') 357.771 sec

QTc Fredericial? 344.71 sec

QTe Framinghaml®  320.031 sec

QTc Hodges: 320.026 sec

A15197 4 LLamisﬁwmmqwm (severity) U84 QT prolongation

Aung Grade 1 Grade 2 Grade 3 Pot:r:‘?i:ﬁytl‘_i fo
Mild Moderate Severe .
Threatening
E:\JTGU”IEJ: Q’sma: QTcF > 500 ms on at > 500 ms and life-
<450 ms | QTcF 481 - 500 ms least two separated | threatening
EEMQJ?Q: 450 - 480 ms ECGs (>30 min consequences (Tdp or
<470 ms ;:d:mﬁﬂ: apart) without signs | polymorphic ventricular
QTcF and symptoms of | tachycardia or signs/
470 - 480 ms arrhythmia symptoms of serious
arrhythmia)
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A13197 4 LEAITEAUAIIATULSS (severity) Y83 QT prolongation (s1g)

A1unm

Grade 1
Mild

Grade 2
Moderate

Grade 3
Severe

Grade 4
PotentiallyLife-
Threatening

ANSIANTS

- p59ABianlnstant
f1auausudy
7573 TSH uag Hgb
wardAnITANNAINY
Wnvay
~fineudlufiaeny
1 ECG Wupthatiay
FUaviazadauay
¥gauund

-p539Bianlnslas
grauAusdy
7579 TSH Uag Heb
warIANITMILAY
Wisneay

- uerudluBaen
1 ECG \Jupthatioy
fUaviazatauay
¥gnauuni

- sl uae
uaulsINUaLAY
psramdLaninslan
Frpupus iy

- NITUINEYAEN
fiduRusfunisiia
QT-prolong Ly 81
il shortest half-ife
i ML, sl
Cfz, Dlm, e Bdg.
#3999 TSH wag Hegb
LAEIANITAUAINY
RTQETEY

- 7579 ECG %1 n&4
adausn aelu 24
Halus LAy 48
la

- AastasunisSnulu
15INEIUVIAUALATIVAN
5.8aTmslasignnnuaIy
Sudu

- fnsanvigaeiduiug
Aun1siAn QT-prolong
YNAI A5 TSH Uag Heb
LAaYdANITAINAINY
Wi a

- 7529 ECG 91 ndandausn
ety 24 Falus Ty
48 Falus

Guidacne for QTc monitoring and management of drug-resistant TB patients with QT-prolonging agents [Internet].

[cited 2020 May 19]. Available from: https://www.challengetb.org/publications/tools/pmdt/Guidance_on
ECG monitoring in NDR v2.pdf
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daufi 2 msuaunneiadldnuszuuasauna

d1UYAAINTNINITUNNE

1. dawﬁaﬁadww%aLa’i’mﬁwﬁLﬁaLsz’J”ﬂsz’fmmzwmiaumﬂ@umﬂwizi’qmmﬂaamffa
AUNEATUINAUN N EINDIMHLNULAEIYING {1 4 91913 5 FndiinnuanznssNIeIILATEN
Wionun19Bia adr@fda.moph.coth (Ailnandiegnmisdeldfiiuled http/thaihpve.fda,
moph.go.th/thaihvc/Public/NewsFiles/uploads/hpvc 20 20 0 100922 2.pdf)

2. AudihsysruuaeniemunandaeiaunnagailiuningineeunLgnaios kagaiiuns
Windnslunsdldaussuu melu 3 Suwihnms ndnlasues

3. gueldnuiiansldnussuvansauma la 1 Y Tuus Sufidauenans

daufl 3 MsnsAatasnauiamesionsldau
YoNNAUATUTHNTULAZADUNILADS
1. \p3esnauiumesuazszuuUfTRAnT (Hardware And OS)
1.1. 1.5 GHz or faster processor
1.2. 2 GB of RAM
1.3. 450 MB of available hard - disk space
1.4. 1024 x 768 screen resolution
1.5. OS WINDOW 7 3l Internet Speed Annaniaves dumosiiln 2 MB Tuly
2. SormualUsunsuildnusyuu axfesdimstindausunsuitelianusaldoldaznn dail
1. Browser Mozilla Firefox
http://faire.fda.moph.go.th/AECEMP/Content/Download/Firefox%20Installer.exe
2. Tsunsa Adobe Acrobat Reader DC watluuzahilyk uninstall Wsunsuslvlg pdf
ﬁiﬁﬁ@&vjtﬁmaumiﬁmé’ﬂ Adobe Acrobat DC #2g
http://faire.fda.moph.go.th/AECEMP/Content/Download/Adobe%20Acrobat%20
Reader%20DC%20Installer.exe
3. Font Pack
http://faire.fda.moph.go.th/AECEMP/Content/Download/Adobe%20Acrobat%20
Reader%20DC%20Font%20Pack.msi
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douusnis

' Js:zuasu

wWUsznauns

191KUNA o8, 19KkUNA aao. 19 KGA
KudavIUNBUDN

3. Whgszuulagld OpeniD

—Aauthentication

Ay Fe] LEtam =D S HmMS U LEauSmaseias) Is-ansa

#l o iey e Lera
s o loy@ad ld a7 wmmisssnsiausseiea L Buaan
s viered v Bassvlered vra 7
VLt Tt o
wtaienw edas v E
irmE e rsn S openid account dABwE T e ruasu s an) A ldvEoes Tearfuscs

=3 &= (<] = L=

Manual for Active T8 drug-safety monitoring and management
for DR-T8 Treatment Thailand



£ '

4. azUsnguienanansdndnvinuausadnldla (nsdladansuinndy 1 @)

RN

s:uu OPEN ID

niuindnisidalds:u

ity Jusnouns

[ SKKYNET
b\ 2/ EhUnoNUARIMNSSUNTSENISKBREN NSNSIOMENSIUEY SKYNET

ssuumsiEnsSVAWY
aoafudiuwBafurigy
MWIUUNISSIUVILNG

vaaauludwrds (AE
CEM Program)

Dudidoudu : ume 85688 ALY

AE Reporting

(o " .
Afle aDSM wuIMINsBieeuuazUSNIION9BI9n
GrumnnuuaeasiulunisFunsnudeulsndounlulussnaling












A5N195199NUEIUSZUU aDSM

51  mstuiindeyalunuunesuBEudunisinw w3 Initial treatment form

5.1.1 WU hitps://privus.fda.moph.go.th/ nsen username wag password Wioidvin
579897 aDSM Tiviu click “n1sfinanuuazuinsdnnisdegnatuanudasndelunisldensnw
ToulsAnoen”

A msihselrmudasaiemundniungunmuuunssaunuuiinnuludteni

mséismmuazu%msﬁmms1-‘6@5‘nc'hummuaanﬁu’lumﬂijms”nwﬁmiinﬁam
& duinnenudoya Active drug safety monitoring and management (aDSM) for DR-TB

[ eonvnszuu

5.1.2 M5589UATIMINTRRAEmMNNNATIY click “T1enunsisuing” uag “aniluan
KUUTIB9U” BnAse wuunesunadlransanuiazilukuunesy electronic form MSen7n
LUUNBSUSUAUNITSN® 158 Initial treatment form

% nsinnuuazuIniIsIanIstBasnduanudasaislunisldondnudnilsa { 5 sheaunascy ’
281 SN

sgaunIsinusthy

F\.j\:.\“h‘.‘-—‘
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Afle aDSM wuIMINsBieeuuazUSNIION9BI9n @
GrumnnuuaeasiulunisFunsnudeulsndounlulussnaling



5.1.3 dleaniluandiiauazidonalwaiu Adobe Acrobat Reader DC azUs1ngLonans
Aastage TagTudawl T Click 1 dropdown deniuiisulvignuwngUae

) : - et . . o . £
wypasauiiadusnmd@msumsdaamwazudinssansiBagndruansdasadslunisldssnmnialsaaas

Active drug safety monitoring and management (aDSM) for DR-TB: Initial treatment form

Eudnw Initial treatment  Jutsiond] (Dats srenaw 2558 » j

N
(Foyavimnasiuduruduasmm wown AR o

12 3 4 5

8 8 1w 1 12

Falsmmerunafineniag (Name of Hospital)  nasinilsa

15 16 17 12 19 ¥
(1) Gegyanaldvesdiiae (Patient details) FA T S
#5 (Name) s waana( 4 2% 7 8 210

-~ [ Today: 8/5/2563
e nsUszdndivszywy (ID number)  2-2222-22222-22-2 HN TI/11-1

v

514 ywasdeasulsdmsunstuiindeyaadlu Initial treatment form utatu 8 Wade sl
5.1.4.1 Foyaniluveagiae
a Ao o ] = v o
- 38l NignAsAd (drop down) vingANI1 @ansaidentd laevinnis

' '
= o

click 7 gnesadn wu Juieud Jelsmmeruia Tudowliiin wiseveseny (Ju, Weu, U) Wusu

'Eatmmu'\ﬂﬁ;nml:ﬁhu (Name of Hospital)  Tyawerunanawn -
(1) ﬁoqn*‘a\diuq’iu (Patient details)
fia (Name) ol wana (Surmame) T
inwOn nhzdiadsztrtu (ID number)  1-2345-56123-44-4 HN ase67
ag1a8 snrrinwnedan (Case reference code) XDR 10567-2563-114
Huneuthin (Date of birth) 17 nangneu wA. 2530 a1 (Age) 32 P {year) |
vmwndn (Weight) 50 Alanda (ky) [maua (Height) 1560 \runn (em)
e (Genden) @ o (Male) O wga (Female)
ﬁ'rw'la (Nationality) @ o (Tha) O wain (Myanmarese) (@) rTuI‘lﬂ (Cambodian)
O am (Lactian) O Aeaumm (Viemamese) O
AmSuszAusunm (Hesith insurance) QO tminyAamia (OFC) O vrzAudamu (355)
@ drzfugunwaaumi (UCS) O deavszfugunmusssusiuma(NEH)
O Uﬁauanﬂ (No any insurance) O
Ussiwganngen (DR type) O mrB @ MmpoRTB O PrexpRTE (O XDRTE
adeaetidudnlam (Orsan with diszase) Jaliman (Pulmonary TB)
Falimuamlan (Extra-pulmonary TB) AlB.0 Tuberculosis of banes and jonts hi
Uriinunevennlimalzamennalds @ Ll (o)
(History of drug allergy/ADR) QO 1 (Yes) nqi’ﬂmmmm!
finf1aama3n (Pregnancy) @ luld (Ne) O 14 (ves) aumaan (GA) dunt (week)
rivdalsnuruns (Breastfeeding) @ Lild (No) O T4 (ves)
R {Alcohol drinking) @ Laima o) O <B-15 réimadnm (Moderate) O > B-15 nfamadunm (Heavy!
quq‘la (Smoking) O hil.nm‘m (never) @ LT \Anuaa (Already rpi'r]O du <10 wu/Au (Light)
(8] I!'UH-‘TLI'J‘I.I 11-19 wqu/Su (Moderate) O izu:hu'm > 19 wuw/Fu (Heavy)
[lfanzawrn (Drug abuse) @ Tail (Ne) o Tu (Yes) O Tsm3nu (Unknown)
B24 Status @ Negative O Positive O Unknown
[Lamazdrdalutegiu O il (o) @ 1l (ves) wAenlans1zte (more than 1 choice)
{Current underlying diseases) wmau (diabetes mellitus) mquﬁ'ﬂaﬁm‘u (hypertension)
I:l Tawng (anemia) D Walawmunn ez {cardiac amhythmia)
O susmistu/dvuds (nepatits/cimhosis) [ Inidau (renal msufficiency)
O e tepilepsy) [ 3miat (psychosis)
Sryanmnmind (thyroid dysfunction)  []
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- ¥a-wwana (Name-surname) Tuiinilusimilsde, iautnsussandaussynvy

13 wan nsel aulng, HN: vaneauigUlsuen

- Wiagneden1ssnengthe fie wudszdiatheSeawmudaiuiidisiulasins

Ima;:i@uaimmmﬂu

Y

pvus (lavselifla) wu XDR 10567-2563-114 \Judy

- frupsowine v adu O mumsinzay @enliiiedaifen nsdituenmile

Mnddendlsiun 1% v Yosgavneniousyyeazidon

- NSBNAAVDITUNIUYBIING FIUANULIZEN LU UINLUN GRPGN

- Uszumwaanisneen (DR type) liiiansansnunisieenassngemlasunsitedy

~fesawine v adu L suauwingau wavanansadenlemnnnii 1 9o

- 9dgeiludalsa (Organs with disease) awnsaszylauinndy 1 4o

gnduiis 2 U3 Tiszyvia 2 e wiow ICD10

- UsgARnsuwe/anshaiieuszasA (History of drug allergy/ADR) @8

Usgiimsuievseusyiangthedionnisliditeszasaanmsldenluedin ey Yeeuazenns ddl

- B24 status A® @01uLv89 HIV

-Tsauszdndnludagdu (Current underlying diseases) v adlu [

ondiliszylspnunisidadevesnnd anansaideniauinndt 1 Ue

5.1.4.2 Usgiamssnuinlsanmusasausnauiedagiuasoimslifislseasdainns

Tge1 Tl

‘Luehuﬁ%Lﬂumiﬂsaﬂﬂiz’g’aﬁLﬂamumﬁuaqaﬂw ynuannsariesosne v adu [

ANUAMUMLNLEL waza1uNsaLaanlauInnIn 1 9o Tuksay column

(2 viAnsinialdusdrfusnauideriuuecsmsbifnsddanndderiolm
(History of previous and current treatments for TB and adverse drug reactions)

. >
wriumeliinen

{generic name}

urinavadeumalinouviinee

{drugs with resistance)

. - . r
ernmndusmmein kiR ndizasn

(suspected drug)

enTIlama
azsamainnaald
wn (ADRs)

[ Amikacin Levofloxacin
[] Bedaquiline [] Linezolid

O Caprecmycin [0 mercpenem
[0 clefazimine [] Mexifloxacin
Cycloserine [ Oflaxacin
O pelamanid PAS

[] Ethambutol [ Protionamide
Ethionamide [ ] Pyrazinamide
O imipenem/Cilastatin

Isoniazid Rifarmypicin
Kanamycin [l Streptomycin

] Amikacin [ Levofioxacin
[ Bedaquiline [ Linezolid

O Capreomycin [ Meropensm
[0 clofazimine [] Moxifloxacin
O Cycloserine O oficxacin
(O pelamanid [] Pas

[] Ethambutol  [] Protionamide
[ emionamide [ Pyrazinamide
O imipenem/Cilastatin

Isoniazid Rifampicin
O kanamycin [ Strepromycin

[ Amikacin [ Levofloxacin
[] Bedaquiline [] Linezolid
(| Caprecmycin ] meropenem
[ cClofazimine [] Mexifloxacn
Cycloserine [ Ofloxacin
[0 oelamanid  [] Pas

[ Ethambutol [] Protionamide
[ ethionamice [] Pyrazinamide
[ imipenem/Cilastatin

[ 1soniazia [ rifampicin

[ kanamycin [ Streptomycin

- -
|.1uu|=|m|

(o " .
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- eniagldinen wnells ersnuTulsandemglasudausisunsinm

ATILINIUDIAER
- gfinanagauaUlIfeeINnae e IdenwnemeiulsaTing

Aoy (resistance)
da 1 & =) ¢ = v a wa a
- gnfinadnluaimneinishiiiaUssasd vuneds erfigteneiivsy e

91nslufiaUsyasd
- 9amshinsuszasaannislden TisvyonishinsUssasdinintu

5.1.4.3 Yauatauanioe
U YUY Y

(3) deuadauaine (Care Team)
i‘aumt‘uﬁnm L'Uﬂﬁ“}ﬁ'ﬂ;
TB Clinic weslwadn
Toundeny weslwadn
Usznauluse Jounmdi3nwn, Jomweruna TB Clinic wazdeinduns niouuesing
lngszylviasuiu

5.1.4.4 anwENINAaLn

(4) Anwauzn9Aaln (Clinical manifestation)

Chest X-ray vueme (Note)

21M15uazNIsUaRN (Symptoms and Signs)

96 maunansiu R L
lo14 Tu
O Ahauni finuni

fnunA

Wbnormal Chest X-ray

Usznaulusig
- ansuazmsuananendtin isey 91n1senen Aleannsdnuse Taluassil

PazFuegaslvail wu 19 1o 1Uusu
- Chest X-ray vruasesny v adtu [ suenufeundfiinduiven

LaTEIUNTALERNLANINNIT 1 VB
B EN TR GRH)
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5.1.4.5 Han1InTInwissUiinsasaagainildeiulsanaen

(5) mmmwﬁawﬁﬁmmﬁdﬂqﬁ'ﬂﬁﬁﬂﬂan {Laboratory test results)

d -
v Specimen

HANTINTI Specimen

[CollectingDate)
+ e furmine 2558 [aFE adil 1 AFB maTR 2 Culture \dertification
- . @] negatr've@ 1+ 0 negativeo 1+ D notdone (@ growth [0} not done
o UM Specimen

( - imer) CI scanty O 2+ O scanty O 2+ O no growth O contaminated @ MTBC

fype of specimen QO 2+ O 3+ 0 nTM

- WAIRIVINNE UIN/AU vnuannsadenta sl JUNASIININNIT 1 U %30

TA5NSMSIUINNT 1 3D WU TUN 18 SWAL W.A. 2558 1579 AFB Waz Uil 19 Suiney w.¢. 2558

%1572 LPA 1Tudu

- HAN19M373 Specimen MNEHI NAATIVNAUNSUIDAIAINTIVDU Loy

fnsenunalissynuase lnedUleTulsareenagiessenuna AFB yafisu wavna culture

nnieuluszazlntulasn 2 Ineuluszugsaliles

) wmme (sputum)

Molecular

O csr

O pleural fluid
O peritoneal fluid
O pus from

[O tissue from

O Lamp

) MTE not detected
O MTB detected

O Irvalid / Error

IO xpert MTBAIF
(O MTE not detected
O MTE detected

O RF Resistant detected

QO invalid 7 Errer

O AF Resistant not detected

O AF Resistant indeterminate

O Bun (other)

[ Real-time PCR
O NTM detectad
O MTEB not detected
O MTE detected

O INH: Susceptible
INH: Resistant
INH: Invalid # Error
RIF: Susceptible
RIF: Resistant

00000

RIF: Invalid / Error
O Invalid 7 Error

) Lra

FL-LPA

(O MTE not detected

O MTE detected
O mH: Susceptible
O mH: Resistant
O mH: Invalid 7 Error
O RIF: Susceptible
O RIF: Resistant
O RIF: Invalid / Error

O Invalid s Error

SL-LPA
O MTE not detected
@ MTB detected
(O AG/CP: Susceptible
O AG/CP: Resistant
O aAG/CP: Invalid / Error
O FaQ: susceptible
O FQ: Resistant
O Fa: Invalid / Error
O mnvalid / Error

- szyfsdangaa Nldlunisnaaeuluas column wsn Wy waumne

- Molecular vanefis wavnaiesufuinisvmneon@riner 2ei3sns il
LAMP, Xpert MTB/RIF, Real-time PCR, LPA (FL-LPA, SL-LPA) Tngszynailldmuaia

(o " .
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- &
srinanaaoumlaiesvitnasn (drugs with resistance)

1 Amikacin 1 Bedaquiline 1 Capreocmycin [ clofazimine 1 Cycloserine
| Delamanid [] ethambutol [] Ethicnamide [ imipenem/Cilastatin
P
/] Isoniazid [J kanamycin [ Levofloxacin ] vinezclid | Meropenem
3_ Mcoxifloxacin ] Oflexacin [] pas [] Proticnamide [] Pyrazinamide
/] mifa icin [] streptomycin
mp ptomy

aa ' & = e
- gifinanageuAulIfe1Ifee WNeie Naa1n Drug susceptibility
testing LAINUIABEN

5.1.4.6 NINTIVTNNYLALNANITATIINWDIUFURNTT

(6) n‘mns’aﬁm'ummmmwﬁaﬂlfpﬁn’n (Laboratory tests)
NS (Test) HWAaN1TINsI9 (Result) NS (Test) HaEM M2 (Result) sENS (Test) HamMmINTIY (Result)
Hb (g/dL) Hct (96) jao WBC (107
Plt (x10% BUN {mg/dL} Cr (mesdL)
K* (mEg/L) Mg™ (mg/dL) Ca*" (mgrdL)
ALT (IU/LY 16 AST (U/L) 15 Albumin (g/dL)
ALP (IU/L) Lipase (MU/L) [ Armylase (ILAL)
T bilirubin (mgrdL) D.bilirubin (mg/dL) FBS {mg/dL)
TSH (ulU/ml) Uric {mg/dL) eGFR
Visual acuity Audiometry hormal ECG (QTcF) pao

- sgyrdusuaviiinld TaonsanauatlidulunumsnsmsiaEusiu
wazAnnuveUlgudazUsElan M1y Annex A vi3e B

- Visual acuity kag Audiometry 8193958y normal %39 abnormal

- ECG svyduen QTeF fnheidu msec aunsald web dlunisduaald
https://gxmd.com/calculate/calculator_48/ecg-corrected-gt

5.1.4.7 mslder/emnsiasu/agulnsly 1 weuniniuuuaslagiu

()] mﬂ!‘l’l’l/h'\'ll’l!liﬁll/ﬂq‘ll‘.m}u 1 laﬂmmnllalﬂii‘ﬁu(Use other medicines/supplements/herbs during 1 month earlier)
Souaning (prvamwinavayulng) sumewiadu (Hadnii) Fuiiduen Fuivemen Ealdnauies
(Product name (medicines/supplements/herbs)) | (Dose per day (mg)) (Start date) (Stop date) {Continue)
W meanslas 11,200 5 e W 2559
Glipizide b O Sammu wm. 2555
O
O

o a o ¢ vy = a9 Y] ' o o
- FaranAmal laun e1ouq Aldlveniulse wuen Tsausedda v
Anusuladin 1Wuiu

U |

- guIngifaYu (Tadnsu) seu Wusiay suinesaty

q
=

- TuiBueYuTvigaen svy Ju wou U Nlesuvienanen natl anunsaimue
Tunudueu Wseyssughaninalfes
- felddaiios v vaslu O
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[

5.1.4.8 msasesnwilsabuasall

(8) nsdanSaulsaluniail (drug prescription)
FEmsutmsen
primEdlumtail (drug administration) w:iﬂm
(zeneric/trade name) Tms ol _‘I.I.
(Total daily dose)
(route) (frequency)

%BH’IIT!“ D m IO oo . mg
Amikacin 0 v IO srweek
donnein @] O asweek

IO 2/week
wnun ]
Seanly 2 oRaL 2 co 0 100 me
Bedaquiline O O 3/week O 200 me
Hon1ein @] [© 100 mg
Sirturo @) mg
e
%SH‘H‘&U D M IO oo Jrooo mg
Capreomycin D v & srweek
JonreAa @ IO 3Aveek

O 2rweek
mnsnm @]

- pritwwddaluafed] Tiudendeasymenmuiiunmddiliasunnauy
Tnganunsnszy Jomsin uazvanows 16

- Bnsudmsen (Bmsuazanud) shisdesiny vadu O smuemnuwsnzas
iliildonsiieiesmne ¥ adu O luveswnageussisiazun wieuszy

- yurnedatu @adndu) sinetemuny vadu O muanumanzan
iliildonsiieiesmne ¥ adu O luveswnageussisiazun wieuszy

(o " .
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52 mstuiindeyaluwuunasufinanunisinen %se Visit treatment form

5.2.1 Wmtiu https://privus.fda.moph.go.th/ n¥8n username wag password Li®
Wmthse9u aDSM Ty click “nsfinnuuiasusmsdnnisdegnauanuvasasiglunislden

o Y] X 5 v oA PR a v N AA A ]
5ﬂ‘1?ﬂ’3i“15ﬂ@@8’] LLaItann Q‘U’JEWWHumaﬂma IWEJ click nvapnAIY

[
2]

® mMipamuuazuiinsians@agnauamnasadslunsldeineiulsaiesn e

swaumsinsgihe

aDSM-DRTB-59000001
Folsamunaiine: £ C I IC k

wnvidssswUsEeou: 3200100200708 nsTsainen: Funs¥nen e 7 weu na. 2559

winsavusglieusn: 408711 wasBeineglhe: XDR10662-2559-001

522 mailsgau ansawnlliemglndaanit upload whldluay (Click gnesduaa)
warn13senglia annsa Click sssdseiRnenumsihvgihe (Click gnasdde) ldanmnsaunlle
wianunsasenglannlug Iy Click muiunivinuseanis

FoA: Hesith product Vigilance C- 3 == - o x
oph.go.th/AECEMP/ADSMDRTBView.aspx?ID = 255900000100000 g e 0 O :
@ nEenuuasuinIsanmEmBandunoenaeadslunsldoinerinlsan e =) P — ‘ Bf ufilvdoyasioe ‘

aDSM-DRTB-59000001

nwitsssE s s mnmavuaagihmon. 408711
ww

Tadrabainuv gl XDR10662-2559-001 e
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Active drug safety monitoring and management (aDSM) for DR-TB: Visit treatment form

W&o

daASIA (Visit No.) Jureoud] (Date) | «  woumenzsss b J

(iayaﬁmnma:Lﬁuuﬂummﬁ’waamﬁ > “‘1‘ .o
15

P de oy B 112 13 14 15 16 17

Falsimgunafisnugay (Name of Hospital) 1819 20 21 2 23 24 Z|
; - ; 25 26 27 28 29 30 31

(1) Hoyavialuvesifa (Patient details) 12 3% 5 s

(] Today: 8/5/2563

d
%9 (Name) |umaf]a (st

5.2.5 deyavluvasdiae (Woyaluilte (1)(3) ved Visit treatment form sUUALFBNIN

Ildangainind wianusaudlule)

(1) Yoyenaluvesdlan (Patient details)

@o (Name) umAnA (Surname)

anfldnsuszdifauszaty (D number) HN

as B sinudilie (Case reference code)

Juiiouliiin (Date of birth) a1 (Age) -
Thvain (Weight) filandy (kg) |AINE (Height) WwURLLNg (cm)
@ 'Hﬂgaql_!ua{nm (Care Team)

BounnddFren adlnsdvd

TB Clinic tupFinydwyi

Founduns wadlnadwi

(3) dnween13afiln (Clinical manifestation)

BINTUBENTIUARY (Symptoms and Signs) Chest X-ray WHELE (Note)

(o " .
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526 wansTIIMsesUfiRnsasengaiiitdeialsanon (senlymmnady sUuuuiden

U initial treatment from Tude 4.5 wamssmavnsriosfoRmanssananifitde fulsarosn
nsdifina culture vidona DST oon utibunaanadsiouannsndsmaluadsilld Tne
31970 ARLARBIINEUIN Wlalimth denTuiienl Afuleumzuesyih culture 3o DST U5y ywa

(@) samammamaienifiRm rtdndariiedvinlsaroe (Lsborstory test reultz)

Hukiv specimen

[ Mesificsncin [ Ofiosmcin
[ Rifarmpicin [ Streptommy<in

gDt uF T Specimen
+ ~FE pdal 1 ace miel 2 Cutture \dentification
= wiln Specinmen O negetieQ) 1+ [0 negativeO 1+ [0 notdone (O growth IO not done
fype o pech D scarty O 2+ O seanty O 2+ [O nogosth (O conteminsted O MTBC
O3 O 3+ O nma
O wmne (sputum) Pclecutar
D csF D Lamp [ Xpert MTB/RIF
[0 pleurst fluid (O MTE not detected O MTE not detected
[0 peritones! fluid O MTB detected O MTB detected
O puc from O nwalid / Ernar O RAF Resistant not detectad
O RIF Resistant detected
O tssue from O RIF Resistant indeterminate
O wvalid £ Error
IO & icthen IO Resttime PCR D ea
O NTM detected FL-LPA SLAPR
O MTE not detected ) MTE not detested (0 MTE not det=ctad
QO MTE detected O MTE detected O MTE detecied
O mH: Susceptible O MH: Susceptible O AGACP: Susceptible
O MH: Aecictant O MH; Aecictant O AG/CP: Resistart
O BH: Irvalid £ Eror O MH: Invalid / Eror O AG/CP: nvalid / Errar
O RF: Susc=ptible O HF: Susc=ptible O FQ Susceptible
O RF: Resictant O RIF: Resistant O FO: Resistant
O RF: imalid / Eror O HF: imalid / Ermar 0 FQ: invalid # Ermor
O walid 7 Errar O walid / Error O Invslid / Errar
m—:ﬂﬁnﬂiﬁmmwmmm
[ Amikacin [ gedequiine [ c=p O a O <
[ Delamanid  [] Ethambutol [ Ethionamide [ imipenem/Cilastagin
[ lecniazid [ enamycin [ Levoficomcin [ Linezotid O Mercpenem

[ pas

[ Protionamide  [] Pyrasinamide

5.2.7 M1IATIITNNMELAENANIIATINRIUSURNT

(5) nM1IATIIINLRAZNITATIAM W BIUHURNT (Laboratory tests)
31003 (Test) HaMin 33 (Result) 318015 (Test) HAN13MT23 (Result) 518M3 (Test) HaN15A323 (Result)
Hb (g/dL) 13.0 Het (%) 1o WBC (x10%)
Plt (x10%) BUN (mg/dL) Cr (mg/dL)
K™ (mEg/L) Mg™ (mg/dL) Ca™ (mg/dL)
ALT (1U/L) 34 AST (IU/L) a3 Albumin (g/dL)
ALP (lU/L) Lipase (IU/L) Amylase (IU/L)
T.bilirubin (mg/dL) D.bilirubin (mg/dL) FBS (me/dL)
TSH (ulU/ml) Uric (mg/dL) eGFR
Visual acuity normal Audiometry hormal ECG (QTcF) A70

- Tiswyedudnaninld lnen1sasiamaiesuanisidulumunisnnisnsa

SuduuagnnuvelgudazUssian
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- Visual acuity kaig Audiometry 8133¢5¢Y normal %39 abnormal
- ECG syyiluen QTcF Sumiendu msec awnsald web flunisiwaild https://

oxmd.com/calculate/calculator_48/ecg-corrected-gt
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Fondndoust (ovammsiadyayulng) wngwiaiu ([ladniu) FuiGuen Fuitmgeen dildwailos
(Product name (medicines/supplements/herbs))| (Dose per day (mg)) (Start date) (Stop date) (Continue)
folic 5 21 lwweu w.A. 2559
blipizide 5 15 Tqueu WA, 2560 30 31N WA, 2563 O

t:i' a o -3 £ 1 = ~ 1 1 o 1 o w
- yowdAnAmel laun v1duq Nlalderiulse Wwue lsadszdndma winu
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:J = N oAl v oA = ! °
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o a

- TuniFug/uivigaen sey

q
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3

o oA % i v oa
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- geldaadas v v adlu O

5.2.9 msdegilsaluasall

(7} n‘n‘;ar.lﬁ'w'[mlua::!i (drug prescripbion)
mUszdiumslaty i neievetumd:
srmesdtn e ey (drug administration) mmaa;:mda rufnRuuwasenadiiey
(adherence (generic/trade name) s H‘I‘Iiia _ (doctor order: same or change
: (Tetal daily dose) :
assessment) (route) (frequency) from previous visit)
) msu Tesuity 0 m OXe)) ‘ me [0 wilewdn
O am oy |Amikacin © w (O 5/week 0 wWisuutas
o} T Tonnshn @) (D 3/week
- O Yweek
mnewm o
) meu Toanly ¥ oRrAL [© op [0 100 me @ wnfiowdu
O U'n_ﬁﬁf’:’u Bedaquiline @] [0 3rweek [0 200 me O wWasuudas
@] Tomsd o @ 200 me
—.Sinurc: —O mg
mnEm
D mzu Tealy G O oo [toao mg O wilewfu
D wm ferdu Capreomycin O w () 5iweek (@ Wasuulas
@] T |fonsfn @] [0 3fwesk ]
(D) 2/week Amamslfnlseamennns ikl
mrsn 0 ihelilbimsaudie
frwiesu/Smemoudn
uwnsdmymegn
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lail WhaenvineSomane v adlu O lutesdanveusazuan niousey

- quinendedu @adndu) viuedonang v adu O mumnuivsnzan 1l
Tdeniuedosny v adlu O ludesasanvosusiazuon nieusey

- msdevaaunng: audn/wasuuvasnadadeu vedomns v adu O
muAINEaY N3l Wasuwas Tivinudenimgnavesnisiasunlasing

5.2.10 HdeyanisiiawnnisallaiisUszasavialyl

(8) Iayanaiiamanisaflifaussaaduiolai (Adverse Event Information)

O i @ 1 @vielindensandaudl 9)

- shweseamng v adu O sumnuwanzay Tnemsaeunugihedoansnsal
TiiisUszan
5.2.11 Yeyandndnaiguam

9.1) doyandnfnsfdunmm

N

+ %amﬁm Bedaquiline B/ Tnquann BS: Suspect ¥

4 v o a w
- |¥BNTAN Sirturo LAINTLUBUNAAN D

-ﬂ' LY nﬂ' 4 = dl' o w Q‘ Gl a [ 6 d‘ £ 1
- Yaadlny/Aensin vueiiseansdAnlunsesngisvtondniaeigunniiasdei
inbiAnmgn1sallafisUssasd nanewme nsalivinndt 1 wdndusiguainiiasde 19 click 7

v
g

LATDIINEUIN (+) AUV UaETEUNIVLA

[ (4

- Uszinnvaewdndne a1unsa click 310 anAsanuwidenndn 3 4 daden laua

(%

g/ IngLann, 819113, LA309d18796, TndunsIe

LY ]

- S: Suspect MnefaNAnduTguAMNaFu I AnmaN1sallifaUsEaad

q
= a

C: Concomitant wnefiandnsiusiguaindunldsaumeluseninaiinmenisal
| = '3
LaifaUsvasd
l: Interacting e nARSTIgEANAAURRSe ey wadwilAAnmensal
LifsUszasd (lusenuldssynindusiguamiiauiisen sedusgtsy 2 518019)
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Bmsld 400 }ng Elm"l:uﬁ |a day Elbral -
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a oY 1 < v P & o O 1w A W I 2 v
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Tudoulvgeld ldtdnAnusivialuvuadu

- YuRewFuld svytuiliFildowesiuusn
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- ngnldinandusiguniniiasdy (Dechallenge)
- Mindnsasirouranuuinas lnanfusiguamiadesely uilinmsanyIuuenas
- Wianfsivousifuvunat Wkansosiauamiasdbsoly udlinafuiinuedu
- wansnsineluvuneiu linanfausigunmiiasdoroly ududndamiguniniasde
fafimudndudwuding wlieddnanfasifadodusoly
- lifndnsusirousiudsuiimauimsen 1wy usnile uenen wWasuaud
- lainsw
5.2.12 deyawmnisallaifisUsyasd

(9.2) doyamansaflinsUszasd

+ [wmmanlifisissad QT prolonged E"m'm;uuﬂ moderate E|
- |fwdouwumanisal 21 wweu nA. 2559 ¥ Labeled (O Non-labeled
i’utﬁﬂuﬂﬁui‘!ﬂmﬂﬂ"ﬁﬂ IO Preventable O Non-preventable
HAaNS -
Asinwn ussgamnn1sal
{AneudT QTcF

- wiansnflaiieUszasd vineds wmmsalliifeszasdiing Wesymansola o syasd
mnmsliudnsurigunmiiasderommadutesine Ingld WHO-Adverse Reaction Terminology
viloussonednuazinvesazBenasuiu lunsaifadoduiudiunslion (o1ns lifleszasd
91nMslden) lunissenu 1 atuanunsanenuwsnsalladisszadlauinnit 1 81nsld nadl
flinnndn 1 wemsallaifisusvassaine i click 7 e3esneun (+) s uazsyy Havun
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- AnuguNss MsUspifiunususwoamnnsallifisUssasdfinuanunsayseidiu
#enns menddnuazamansameresufiinig TneswaziBemdulun unit 3 wade 3.4
NFUTEINAINTULSS (Severity)

- Sufeuliwumgnisal IszyiuieudifiiefamensallifisUssasdnie

Ju IndiAesfian wioaraduiufinumgniselldfiaszasdiiue wu 20 an. 54 Wudu

- Jusulnduganumanisal lvissyTumeutgUislinueinisananiwa

Y

@ Labeled O Non-labeled

O Preventable Non-preventable

Er

- Labeled o wnnsailsifisUsvasdifuuansogluionansmifuen

- Non-labeled fla wgnsallaifistszasdiuliuansogluonansiituen

- Preventable #io igmsalliifisszasdanunsodosiuld

- Non-preventable o wnnseflifisuszasailsanansodesiuld

wansaflifisszasdi annsalunstestulduiely fnsanainng Idndd
gnianansausuildsuuaet 38 arwivesnisuimsen Tdvdeld vie srdaansninseduen
ludendeulieliniell sieenslifivUszasdndstifinann drug interaction Tiviselsl enmnslalits
Uszasadinuiinanaiailisindlelunssnwivesiias (non-compliance) lawsalsl dlvazdio
Wy preventable ADR

HAANS -

13§ usIEngmAn1sl
iAn@AA1 QTcF

wadns fantundainmnmsallifieussasd Widen fsd

- meduunilagliiisessesiiu (Recovered without sequelae) nuneda ladfionnis wse
se9508 Midunaninmsiiamnnsallifisusyacd

- melaeiisosseesiiu (Recovered with sequelae) munade MeanmgnsalliiaUsyasd
uaidsfisessenfilunannnininmanisallaifis Usvasd el Iiseydessen fanam

- osAtuudilime (Recovering) munefa wnnsaildfisUszasdiAntuudaatas
waddlaimeuna

- &4lomset (Not yet recovered) vianeits Sawuimmmsnt lifsUszasiueglufufinsensneru

- e (Death) Tiussenglutes ussenewwgnisel

- 3w wnedls seultmsudluvgnisallifiesyasd wu nsliguiun nMsiiaa
at9lnddn \Jusiu
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o P - -
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3.3 MIUTLIUAINUII8WTT (Seriousness)
52.14 miﬂimﬁummé’mﬁuﬁ%qmLW;

(9.4) nisussifluaudguusiBaanun (tawiz ADR)
wiasdledldlunisuszfiu

(D) WHO-UMC systemn (O Thai algorithm
'@ MNaranjo algorithm C) Other
FTEAUAUFUAUS

(D Teiwviusu (Certain/Definite) (O a199zl4 (Possible)

(YY) inazld (Probable/Likely) (O laiinle (Unlikely/Doubtful)
IO Liiaunsassuss@Au (Conditional/Unclassified)

(O lidanunsauszudfiuls (Unassessable/Unclassifiable)

o - / D= = =
- vieseang v adlu O anuanumangay liviuAnwiseazidenain uni 3
Wve 3.2 NMsUssLiiuANUENRUGIE1me (Causality Assessment)
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ANAUIN O
aSDM-Initial treatment form

A wuuvlesumlddmsusuaunsnw Wi Sulinveunsenuuutuiinteyaisusunissnw (initial form)

Usenaumeneavidenresiiie ansensnwrinlse emnsesunazetayulnsnousunissnw
WAman1ISNYaEN1sRReIATINeY

wuunesuilouN1sinw dmsumsfinmuwazusmsinnisdagninuanuvasadelunssneinlsanen
Active drug safety monitoring and management (aDSM) for DR-TB : Initial treatment from
55w Initial treatment FUABUY (Date)...oooooooeceeereeeeeceees

(@oyaviamuaaziiuluauduremssiwnslasane)

Folsmeuaninwigiae (name of hospital)

(1) %a“ﬁaa&aﬁﬁlﬂﬁuad%ﬂaﬂ (Patient details)

38 (name) uwaEna (Surname)

w@RuRsUsE1vu (Id number)

31a91989n153nEUae (Case reference code)

Fuiiewlhiia (Date of birth) 81¢ (Age) 4 (year)

Ymiin (weight) Alansu (Kg) [ A2 (Height) WuRlns (CM)

wie (Gender) O ¥1g (male) | O s (Female)

feyw@ (Nationality) O vy (Thai) O w1 (Myanmarese) O Ay (Cambodian)
O a7 (Laotian) O Awauu (Vietnamese)

AnSuUseiugunn (Health insurance)

O drswns/Aamia (OFC) O Uszhudiau (SSS)

O Usefiugunmiaumi (UCS) O UnsUseiuannmissnudiuy@ (NRH)

O Lifianslag (No any insurance)

Uszinveansieen OR type) O RR-TB O MDR-TB O Pre-XDR-TB O XDR-TB

aYariilualse O Falsaven (Pulmonary TB)

O Jalsauenden Extra -Pulmonary 58y ICD10

Usziamsuien/eenslifisUszasaannnilden O 14l (No)

(History of drug allergy /ADR) O 1 (yes) sy

fdadansss (Pregnancy) O ila (No) O 14 (Yes)
919A5371 (GA) dUai (week)

dsliunuyns O lail% (No) O 14 (Yes)

fuuoansed (Alcohol drinking) O ilwi(No) O 14 (Yes)

Manual for Active T8 drug-safety monitoring and management
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q*uw%" (Smoking)

O litnegu (Never)

O ipwgu anwa(Already quit)
O gu « 10 mw/du (Light) O gudmu 11-19 3nw/u (Moderate)
O gu> 19 1W/3u (Heavy)

Tdfanswani@n (Drug abuse) O lafld (No) O Ta (Yes) O laimsiu (Unknown)
B24 status O Negative O Positive O Unknown
Tsadszdrlagiu O Bifl (No) O { (yes) Fonldvanede (More than 1 choice)

(Current underlying diseases)

O wvnu (diabetes mellitus) O avusulatings (hypertention)

O Ta%inans (anemia) O wlawufindswng (Cardiac arrhythmia)

O susniau/fuids (hepatitis/cirthosis) O lewde (renal insufficiency)

O audn (epilepsy)

O 3n13% (phychosis))

O susesaiaUn@ (thyroid dysfunction)

O 5uﬂ

(2) UsgiinssnenfadsasusinsansniuiisdagiuuazennslufisUszasdannslderialse
(History of previous and current treatments for TB and adverse drug reaction)

a Yo
gimeldsnm
(generic name)

Ao
EJ’WIJJNGVI@&BUWJ’]NI’J
AR
(drug with resistance)

Aa 1 g 1 ¢
Envmmwmumgmmﬂqu
Uszasa
(suspected drug)

25kl

Uszaenann
Asgen
(ADRs)

O Amikacin [ Levofloxacin

O Amikacin O Levofloxacin

O Amikacin [ Levofloxacin

[0 Bedaquiline O Linezolid

O Bedaquiline [ Linezolid

[0 Bedaquiline O Linezolid

O Capreomycin 00 Meropenem

O Capreomycin 1 Meropenem

O Capreomycin OO Meropenem

O Clofazimine O Moxifloxacin

O Clofazimine O Moxifloxacin

O Clofazimine O Moxifloxacin

O Cycloserine O Ofloxacin

O Cycloserine OO Ofloxacin

O Cycloserine O Ofloxacin

O Delamanid O PAS

O Delamanid OO PAS

O Delamanid O PAS

O Ethambutol O Protionamide

O Ethambutol 1 Protionamide

O Ethambutol O Protionamide

O Ethionamide O Pyrazinamide

O Ethionamide [ Pyrazinamide

O Ethionamide O Pyrazinamide

O Imipenem/Cilastatin

O Imipenem/Cilastatin

O Imipenem/Cilastatin

O Isoniazid O Rifampicin

O Isoniazid O Rifampicin

O Isoniazid O Rifampicin

O Kanamycin O Streptomycin

O Kanamycin O Streptomycin

O Kanamycin O Streptomycin

v

(3) Teyarquasnu (Care Team)

Founndysnw wastnsAnm
TB Clinic lwasnsdnm
Yornduns waslnsws

(o " .
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(4) anweagn1epdaiin (Clinical manifestation)

BINTLLATATTLEA
(symptoms and Signs)

Chest X-ray

naLng (Note)

Chest X-ray

aaa

(5) nan1snsanaviesuf URn1sassangaiidadalsafes (Laboratory test results)

=

Fuiiifiu Specimen
(Collecting Date)

WAN13MTIY Specimen

%1lp Specimen

(type of specimen)
O @uneg (sputum)

O CSF
O Pleural fluid

O Peritoneal fluid
O Pus from

O Tissue from

O Edllus] (other)

AFB Adail 1 AFB adail 2 Culture \dentification
O Negative O 1+ O Negative O 1+ | O not done O not done
O scanty O 2+ O scanty O 2+ | O no growth O MTBC
O 3+ O 3+ | O growth O NTM
O contaminated
Melecular
O LAMP O Xpert MTB/RIF

O MTB not detected
O MTB detected

O MTB not detected
O MTB detected
O

Invalid/Error

O Invalid/Error

O RIF Resistant not detected
O RIF Resistant detected
O RIF Resistant Indeterminate

O LPA

FL-LPA

O MTB not detected
O MTB detected

INH: Susceptible
INH: Resistant
INH: Invalid/Error
RIF: Susceptible
RIF: Resistant
RIF: Invalid/Error

Invalid/Error

Real - time PCR
NTM detected
MTB not detected
INH: Susceptible
INH : Resistant
INH: Invalid/Error
RIF : Susceptible
RIF: Invalid/Error
O Invalid/Error

ONONONONORONONG

ONONONONONONG

O LPA

FL-LPA
O MTB not detected
O MTB detected

O INH: Susceptible
O INH: Resistant

O INH: Invalid/Error
O RIF: Susceptible
O RIF: Resistant

O RIF: Invalid/Error
O Invalid/Error

grinanaaauallifesIfes (drugs with resistance)

O Amikacin O Bedaquiline [ capreomycin [ Clofazimine
O Delamanid O Ethambutol O Ethionamide [ Cycloserine
[ Isoniazid 0 Kanamycin [ Levofloxacin =~ [ Linezolid
O Moxifloxacin O Ofloxacin O pas O Rifampicin

O pyrazinamide O Streptomycin O Protionamide

O Imipinem/Cilastatin

O Meropenem

Manual for Active T8 drug-safety monitoring and management
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(6) NM3959951NLUAENIINTIINUURN5(Laboratory tests)

18N WNANT1INIINR 518113 (Test) WNANIIRIIR 318013 (Test) WNANIIRTIIR
(Result) (Result) (Result)
Hb (g/dL) Hct (%) WBC (x10%)
Plt (x10°) BUN (mg/dL) Cr (mg/dL)
K" (mEg/L) Mg?* Ca”™* (mg/dL)
ALT (IU/L) AST (IU/L) Alburnin (g/dL)
ALP (IU/L) Lipase (IU/L) Amylase (IU/L)
T.bilirubin (me/dL) D.bilirubin (me/dL) FBS (mg/dL)
TSH (ulU/mU) Uric (mg/dL) eGFR
Visual acuity Audiometry ECG (QTcF)

(7) msldevemmaaia/ayulnslu 1 Weudiiusuaziagtiu (Use other medicines/supplements/herbs during 1

month earlier)

Foe/emaiaia/asulng
(Medicines/supplements/herbs)

vuneweTu (ladniu)
Dose per day (mg)

Sufisuen
(Start date)

Fuiivgaen
(stop date)

o

deldsioiilas
Continue)

(
O
O
O
O
O
O
O
O
O
O

v
9

(8) nsdsenfaulsrlundadl (drug prescription)

PINUNNE

Tumsadl

ABNsUIITEN
(drug administration)

YUINYITINFDIU
(Total daily dose)

(generic/trade name) s o
0N19 AU
(route) (frequency)
Hoanily OIm O oD O .. mg
Amikacin O v O 5/week
o4 v O O 3/week
FAN1IAN
O 2/week
NUELAA O ..

(o " .
Afle aDSM wuIMINsBieeuuazUSNIION9BI9n
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PNUNNEE
Tumsadl

ABNsUINITEN
(drug administration)

YUINYITINFDIU
(Total daily dose)

(generic/trade name) an o
VN9 AU
(route) (frequency)
Hoanily O Oral O oD O 100 mg
Amikacin O O 3/week O 1000 mg
Fansén O e O 1200 mg
O mg
e
Hoanily O M O oD O v Mg
Capreomycin (O O 5/week
Fonshn O 3/week
O 2/week
ABLNR (© JE—
Foaiiy O Oral O op O 50 mg
Clofazimine O .. O .. O 100 mg
Fon156n O ... mg
NUEWA)
Foanily O Oral O oD O 250 mg
Cycloserine O ... O . O 500 mg
Fon1sen O 750 mg
O 1000 mg
VLA O ... me
Foantiy O Oral O oD O 100 mg
Delamanid (O J— O .. O 200 mg
Fon1sen O ms
MGG
Hoanity O Oral O oD O 800 mg
Ethambutol O . O .. O 1000 mg
Fon1sén O 1200 mg
O mg
LR
FHoanity O oral O oD O 250 mg
Ethionamide O . O .. O 500 mg
Fon1sen O 750 mg
O mg
NUEWA)
Foantly O Oral O oD O . mg
imipenem/Cilastatin O O ...
Fonshn
MGG
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PNUNNEE
Tumsadl

ABNsUINITEN
(drug administration)

YUINYITINFDIU
(Total daily dose)

(generic/trade name) an o
VN9 AU
(route) (frequency)
Hoanily O Oral O op O 300 mg
Isoniazid O O .. O 400 mg
Fonshn O 600 mg
O mg
VLA
Hoanily O M O oD O v Mg
Kanamycin O v O 5/week
%aﬂﬁﬁ”] O ............ O ..............
ML
Foanty O Oral O oD O 500 mg
Levofloxacin O . O .. O 750 mg
donsen O ... mg
MGG
Hoanily O Oral O op O 300 mg
Linezolid O O .. O 600 mg
Fonshn O g
e
Hoanily O M O oD O Mg
Meropenem O v O 5/week
%aﬂﬁﬁ”] O ............ O ..............
ML)
Foantly O Oral O oD O 400 mg
Moxifloxacin O .. O ...
Fonshn
MNYLIAR
Hoanily O Oral O oD Osg
PAS (O 2~ O ... O10¢g
Fonshn O 12
O mg
VL6
Foanity O Oral O oD O 250 mg
Protionamide O . O . O 500 mg
Fon1sén O 750 mg
O mg
ML

(o " .
Afle aDSM wuIMINsBieeuuazUSNIION9BI9n
GrumnnuuaeasiulunisFunsnudeulsndounlulussnaling



EﬂﬁLLWVIE‘jgﬂ AWnsudmsen YUINYITINFDTY
Tun3sdl (drug administration) (Total daily dose)
(generic/trade name) an o
0019 A3UD
(route) (frequency)
Hoansiy O Oral O oD O 1000 mg
Pyrazinamide O O .. O 1250 mg
Fonshn © 1500 mg
O 2000 mg
MGG o me

Manual for Active T8 drug-safety monitoring and management
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ANAWUIAIN E
aDSM-Visit treatment form

Ao wuunesunlddmiuianunisinu Ensuinveunsenuuuduiindeyadmiuiinnunissnem

(visit form) Usznaunleseazidenvesguie ansensnuinlse ommsiasuuazetayulng
eumansallificszasdannisldndndnriguamluiiis Tulsafosmdinisinywmnass

wuunesulefinsnuwnmddmsunisinmuuas usmsianisidenauanulasasie
Tumslgensnuinlsanosn
Active drug safety monitoring and management (aDSM) for DR-TB: Visit treatment form

YaASadt (Visit NO)........... FULABUT (DALE).ermeeeeeeeee.

Folsmeuianinwigiae (Name of Hospital)

(1) %aa&a*fiﬂﬂmaqgﬂw (Patient details)

38 (Name) uwaEna (Surname)

w@RuRsUsTIdIUsEnYY (ID number) HN

PED1999N155n " (Case reference code)

Fudiewlhin (Date of birth) 81¢ (Age) U (year)

v

mtin (Weight) Alansu (Kg) A21E9 (Height) LEURALLAT (cm)

B v

(2) Toyaiauainw (Care Team)

Fownmdiznm wastnsAnm

TB Clinic wasnsdwsi

Founduns wasnsdwsi

(3) dnwauyn19Aatn (Clinical manifestation)

1N13WALNITUERAS (Symptoms and Signs) Chest X-ray Y816 (Note)

Chest X-ray

AN

(o " .
Afle aDSM wuIMINsBieeuuazUSNIION9BI9n
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o

(@) HaMINTIINVRIUJURNIATIENZATRNA

P

alsAnewn (Laboratory test results)

Juiifiu Specimen
(Collecting Date)

WAN13MTI9 Specimen

+ A AFB Adadt 1 AFB adadt 2 Culture |dentification
_ ‘ O Negative O 1+ O Negative O 1+ | O not done O not done
- | vUA Specimen
« ’ men) O Scanty O 2+ O Scanty O 2+ | O no growth O MTBC
ype of specmen O 3+ O 3+ | O growth O NTM
O iauve (sputum) )
O contaminated
O CsF
O Pleural fluid Melecular
O Peritoneal fluid | O | avp O Xpert MTB/RIF
O Pus from O MTB not detected O MTB not detected
O lesue from O MTB detected O MTB detected
O 8uq (other) O Invalid/Error O RIF Resistant not detected

O Invalid/Error

O RIF Resistant detected
O RIF Resistant Indeterminate

(ONONONONONONONONG)

Invalid/Error

Real - time PCR
NTM detected
MTB not detected
INH: Susceptible
INH : Resistant
INH: Invalid/Error
RIF : Susceptible
RIF: Invalid/Error

O MTB detected

INH: Susceptible
INH: Resistant
INH: Invalid/Error
RIF: Susceptible
RIF: Resistant
RIF: Invalid/Error
Invalid/Error

ONONONONONONG

O LPA O LPA
FL-LPA FL-LPA
O MTB not detected O MTB not detected

O MTB detected

O INH: Susceptible
O INH: Resistant
O INH: Invalid/Error
O RIF: Susceptible
O RIF: Resistant

O RIF: Invalid/Error
O Invalid/Error

pfinanaaeunuliros1Ifesn (drugs with resistance)

O Amikacin

O Delamanid
O Isoniazid

0 Moxifloxacin
O pyrazinamide

[0 Bedaquiline [ capreomycin
O Ethambutol [ Ethionamide
0 Kanamycin O Levofloxacin
O Ofloxacin O pas

O streptomycin [ Protionamide

O Imipinem/Cilastatin

[ Clofazimine
O Cycloserine
O Linezolid
O Rifampicin
O Meropenem

Manual for Active T8 drug-safety monitoring and management
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(5) NM39TIITNNLUALNIINTIINUTANS (Laboratory tests)

18N WANT1INIINR 578n19 (Test) WAN1IR T 518n15 (Test) WAN1IR T
(Result) (Result) (Result)
Hb (g/dL) Hct (%) WBC (x10%)
Plt (x10%) BUN (mg/dL) Cr (mg/dL)
K" (mEg/L) Mg Ca” (meg/dL)
ALT (1U/L) AST (IU/L) Albumin (g/dL)
ALP (IU/L) Lipase (IU/L) Amylase (IU/L)
T.bilirubin (mg/dL) D.bilirubin (mg/dL) FBS (mg/dL)
TSH (ulU/mU) Uric (mg/dL) eGFR
Visual acuity Audiometry ECG (QTcF)

(6) msldevemmaat/ayulnsslu 1 WoudihuuuagiiagiiuUse other medicines/supplements/herbs during 1

month earlier)

Toe1/omaiaia/aulng uag ey (Hadniu) Fuiii3uen Fuiivgeen | Sdldsoidos
(Medicines/supplements/herbs) Dose per day (mg) (Start date) | (stop date) (Continue)

O

O

O

O

O

O

O

O

O

O

(o " .
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v
o

(7) nsdsenfaulseluadell (Drug prescription)

N15UsEK NS TS ABN1sUINITEN sty | msdeveaunme:and/
Iiisuenveiae Tupsail (drug administration) | (Total daily dose) | Waguulansneu
(adherence (generic/trade (doctor order: same or
assessment) name) change from previous visit)
O asu Foaniley Om OOD | mg O wilouldu
O @1a... 39/ | Pyrazinamide | O Iv O 5/week O wawudias
(@ J 4 N O O 3/week
Fon13i WaRa
O 2/week
AR O
O asu Foaniiy O Oral O oD O 100 mg O willouihiu
O v9....49/7u | Bedaquiline O O 3/week | O 200 mg O wasulias
(O 2 S . O O 400 mg
Fan13A MRHA
(© 2
NI
O asu Foansiay Om OOD | mg O wilouhu
O ... 48/ | Capremycin O O 5/week O wWasuuas
(@ J 4 9 O O 3/week
Fan13A MRHA
O 2/week
NUBNR) O
Foanify O Oral O op O 50 mg O willouidiy
Clofazimine (© 2 O O 100 mg O wawudias
o N O mg
Ton13m TG
NEWe)
O asu Foansty O Oral O oD O 250 mg O wilauhu
O @a....38/%u | Cycloserine (O 2 (@ 20— O 500 mg O wavunias
O o, o 9 O 750 mg
Ton13m TG
O 1000 mg
Eme) O o, mg
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NLNNEIE

ANTHIUIVDILNND: AL/

MsUsEluNIg ABn1sUsIsen YUINYITIN
Iiisuenveiae Tupsadl (drug administration) oy Waguuasasaneu
(adherence (generic/trade = S (Total daily dose) | (doctor order: same or
B3 AR
assessment) name) change from previous visit)
(route) (frequency)
O asu Foanitey O Oral Oob O 100 mg O wilouidu
O @19....38/%u | Delamanid O ., O O 200 mg O wasudias
4 N O mg
Ton13M WaRa
EWe)
O asu Foanitey O Oral O ob O 800 mg O wilouldu
O v9....108/7u | Ethambutol O O . O 1000 mg O waudias
O o 4 N O 1200 mg
Fon13M TG
O mg
NI
Toaniy O Oral O oD O 250 mg O wilouidu
Ethionamide [ O ... O O 500 mg O wasuuias
%@ﬂ?iﬁ? O 750 me RUETAG]
O mg )
EWR)
O asu Foanilny O Oral O | mg O wilouiiyl
O aa...de/fu | imipenem/ O O O wWasuuas
O i Cilastatin
Fonsdn TG
NI
O Asu Foanilyy O Oral O oD O 300 mg O wiloui
O va....109/7u | Isoniazid O O O 400 mg O wavudias
O i, donsan O 600 mg R,
O mg !
NUENR)
O Asu Yoy O M OoD | mg O wilouiu
O va....10a/7u | Kanamycin O O 5/week O wasuuas
O o, donsdn O . O 3/week aa
O 2/week )
NUER) o
O Asu Yoaly O Oral O oD O 500 mg O wilouLiy
O ... 41s/Tu | Levofloxacin O, O .. O 750 mg O Waguulas
(@ J dan1sen (@ J— mg e
NI
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O A3y Yoaly O Oral O oD O 300 mg O wilouiy
O ... 4s/u | Linezolid O, O .. O 600 mg O Waguulas
O o, dan1sen O mg s
U9
O asu Yoaniley OIm OoD | me O willouidu
O ... d9/7u | Meropenem Ow O 5/week O wawudias
(© 2 Homsdn O O 3/week s
U9
Yoy O Oral O oD O 400 mg O wilouiu
Moxifloxacin O O O mg O wasuuas
Fonsi WaRa
N80
O asu Yoy O Oral O oD Os8g O wilouldu
O vn....8e/Tu | PAS O O O10g O wasulias
O o, donsdn O12¢ .
O.... mg )
BN
O asu Foanilny O Oral O oD O 250 mg O wilouy
O ... 418/ | Protionamide [ O ... O .. O 500 mg O Wasuulas
O o, dan136n O 750mg aa
O.... me !
NUBWR)
O asu Yoandley O Oral O oD O 1000 mg O willouidu
O 4.9/ | Pyrazinamide [ O ... O .. O 1250 mg O Wasuulas
O o, fan13en O 1500 mg R
O 2000mg )
NUBNR) o me

(8) ToyansinnnisallifisUszasdvoly (Adverse Event Information)

O lidl O il (dwielvindunsandiui 9)
(9.1) Toyandnsiusigunin
+ | voanilny g7/ IngLandin S/C/
= v =
- | Fon1sAn wunzideu
HAn o
Batch/Lot No Tuseulnuney
ax > = aa
Bnsld (vun) mg A s

U581835N1TUIMNTEN

o

Jureulisuld

Tuhoulngaly

nsnfiunslindndusivainmenisal
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+ | Yoanday g1/ TanLangn

- | FaA5Mn e leundnsae
Batch/Lot No Tusieulvuneny
3505l (vun) mg AW 3Bn1s
U581835N15USMNTEN
PV A v o a Y a o & o &
Jupoutsuly mMsasiunslnandugivaInmani el
Tuseutngnald

(9.2) ToyammnisallifieUszasd

+ | wmmsalliifisUsrasd

- | Twhsutnuwmnnisel S/C/
SudoulFuanimgnisl O Labeled O Non-labeled
O Preventable O Non-preventable
HAGNS
M3¥nY UTTHILAANTT0)
(9.3) anwieussvauvgmsallifisUssasd (9.4) MyUssuanuduiusiBaanmnaniy ADR)
O $eus indosilofldlunisussdiy
O hlideTin (seyiudiond) O WHO-UMC system O Thai algorithm
O duns1eietin O Naranjo algorithm O Other

O daatinsumssnululssnenuia/vinliiiy | seduanuaiuduius
LA NYINIUTY

O anufinisanay/lSanueauise O Teuueu (Certain/Definite) O 0199214 (Possible)
O ezl (Probable/Likely) O lalunla
(Unlikely/Doubtful)
O auaUnfwsinila/msnisy O lyiaunsnszysedu (Conditinal/Unclassified)
O 3uq fifmnuddgnisnisunme O hignansauszfiuls (Unassessable/Unclassifiable)

O laifeuse
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ANAWNUIN F

Severity grading §11sUN19UsZLEU ArdomaNSIuLS9 (Severity)

PARAMETER GRADE 1 MILD GRADE 2 MODERATE | GRADE 3 SEVERE GRADE 4 POTENTIALLY
LIFE-THREATENING
Arrhythmia (by ECG | No symptoms AND [ No symptoms AND | Non-life-threatening Life-threatening
or physical examination) No intervention Non-urgent symptoms AND | arrhythmia OR Urgent
Specify type, if indicated intervention Non-urgent intervention
applicable indicated intervention indicated
indicated
Abnormalities1 140 to < 160 > 160 to < 180 > 180 mmHg
Hypertension (with mmHg systolic OR

Life-threatening
mmHg systolic OR = | systolic OR > 110
the lowest reading | 90 to < 100 mmHg

100 to < 110 mmHg mmHg diastolic participant not
taken after repeat diastolic diastolic previously diagnosed
testing during a visit) with hypertension
(e.g., malignant
hypertension) OR
Hospitalization

indicated
> 120/80 mmHg > 95th to < 99th > 99th percentile

conseqguences ina

> 18 years of age

< 18 years of age

Life-threatening
percentile + 5 mmHg

+ 5 mmHg consequences in a
adjusted for age, adjusted for age, participant not
height, and gender height, and previously diagnosed
(systolic and/or gender (systolic with hypertension
diastolic) and/or diastolic) (e.g., malignant
hypertension) OR
Hospitalization
indicated
Hypotension No symptoms Symptoms corrected

Symptoms AND IV
with oral fluid fluids indicated of vasopressors or
replacement

mechanical assis-

Shock requiring use

tance to maintain
blood pressure
Alopecia (scalp only) Detectable by Obvious on visual NA NA
study participant, inspection AND

caregiver, or
physician AND
Causing no or

Causing greater than
minimal interference

with usual social &
minimal interfer-

ence with usual
social & functional

activities

functional activities

1) Manual for Active T8 drug-safety monitoring and management
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PARAMETER

GRADE 1 MILD

GRADE 2 MODERATE

GRADE 3 SEVERE

GRADE 4 POTENTIALLY
LIFE-THREATENING

Hyperpigmentation

Slight or localized
causing no or
minimal interference
with usual social &

functional activities

Marked or generalized
causing greater than
minimal interference
with usual social &

functional activities

NA

NA

Rash

Specify type, if
applicable

Localized rash

Diffuse rash OR
Target lesions

Diffuse rash AND
Vesicles or limited
number of bullae
or superficial
ulcerations of
mucous mem-
brane limited to

one site

Extensive or
generalized bullous
lesions OR Ulceration
of mucous mem-
brane involving two
or more distinct
mucosal sites OR
Stevens-Johnson
syndrome OR Toxic
epidermal necrolysis

Gynecomastia

Detectable by
study participant,
caregiver, or
physician AND
Causing no or
minimal interference
with usual social &
functional activities

Obvious on visual
inspection AND
Causing pain with
greater than minimal
interference with
usual social &
functional activities

Disfiguring
changes AND
Symptoms
requiring
intervention or
causing inability
to perform usual
social & functional
activities

NA

Hypothyroidism

No symptoms AND
Abnormal
laboratory value

Symptoms causing
greater than minimal
interference with
usual social &
functional activities
OR Thyroid replace-
ment therapy
indicated

Symptoms
causing inability
to perform usual
social & function-

al activities OR
Uncontrolled
despite treatment
modification

Life-threatening
consequences (e.g.,
myxedema coma)

Anorexia

Loss of appetite
without decreased
oral intake

Loss of appetite
associated with
decreased oral
intake without
significant weight
loss

Loss of appetite
associated with
significant weight

loss

Life-threatening
consequences OR
Aggressive interven-
tion indicated (e.g.,
tube feeding, total
parenteral nutrition)
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PARAMETER

GRADE 1 MILD

GRADE 2 MODERATE

GRADE 3 SEVERE

GRADE 4 POTENTIALLY

LIFE-THREATENING

Ascites

No symptoms

Symptoms AND

Symptoms recur

Life-threatening

Intervention or persist despite consequences
indicated (e.g., intervention
diuretics, therapeutic
paracentesis)
Bloating or Distension | Symptoms causing [ Symptoms causing Symptoms NA

Report only one

no or minimal
interference with
usual social &
functional
activities

greater than minimal
interference with
usual social &
functional activities

causing inability

to perform usual

social & function-
al activities

Diarrhea > 1 year of age

Transient or
intermittent
episodes of
unformed stools
OR Increase of < 3
stools over baseline
per 24-hour period

Persistent episodes
of unformed to
watery stools OR
Increase of 4 to
6 stools over baseline
per 24-hour period

Increase of > 7
stools per 24-hour
period OR IV fluid

replacement
indicated

Life-threatening
consequences (e.g.,
hypotensive shock)

Gl Bleeding Not requiring Endoscopic Transfusion Life-threatening
intervention other intervention indicated consequences (e.g.,
than iron indicated hypotensive shock)
supplement
Nausea Transient (< 24 hours) Persistent nausea Persistent nausea Life-threatening
or intermittent resulting in de- resulting in consequences (e.g.,
AND No or minimal | creased oral intake minimal oral hypotensive shock)
interference with for 24 to 48 hours intake for > 48
oral intake hours OR
Rehydration
indicated (e.g.,
IV fluids)
Vomiting Transient or Frequent episodes Persistent Life-threatening

intermittent AND
No or minimal
interference with

oral intake

with no or mild

dehydration

vomiting resulting
in orthostatic
hypotension OR
Aggressive
rehydration
indicated (e.g., IV
fluids)

consequences (e.g.,

hypotensive shock)
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PARAMETER

GRADE 1 MILD

GRADE 2 MODERATE

GRADE 3 SEVERE

GRADE 4 POTENTIALLY
LIFE-THREATENING

Arthralgia

Joint pain causing
no or minimal
interference with
usual social &

functional activities

Joint pain causing
greater than minimal
interference with
usual social &

functional activities

Joint pain causing
inability to
perform usual
social & functional

activities

Disabling joint pain
causing inability to
perform basic

self-care functions

Arthritis

Stiffness or joint
swelling causing
no or minimal
interference with
usual social &
functional activities

Stiffness or joint
swelling causing
greater than minimal
interference with
usual social &
functional activities

Stiffness or joint
swelling causing
inability to
perform usual
social & functional
activities

Disabling joint
stiffness or swelling
causing inability to

perform basic
self-care functions

Disabling muscle pain
causing inability to
perform basic
self-care functions

Myalgia (generalized)

Muscle pain
causing no or
minimal interference
with usual social &
functional activities

Muscle pain causing
greater than minimal
interference with
usual social &
functional activities

Muscle pain
causing inability
to perform usual
social & functional

activities

Disabling muscle pain
causing inability to
perform basic
self-care functions

Headache

Symptoms causing
no or minimal
interference with
usual social &
functional activities

Symptoms causing
greater than minimal
interference with
usual social &
functional activities

Symptoms
causing inability
to perform usual
social & functional

activities

Symptoms causing
inability to perform
basic self-care
functions OR
Hospitalization
indicated OR
Headache with
significant impair-
ment of alertness or
other neurologic

function

Seizures New Onset
Seizure

> 18 years of age

NA

NA

1 to 3 seizures

Prolonged and
repetitive seizures
(e.g, status epilepticus)
OR Difficult to
control (e.g.,
refractory epilepsy)
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PARAMETER

GRADE 1 MILD

GRADE 2 MODERATE

GRADE 3 SEVERE

GRADE 4 POTENTIALLY
LIFE-THREATENING

Syncope

Near syncope
without loss of
consciousness

(e.g., pre-syncope)

Loss of conscious-
ness with no
intervention

indicated

Loss of conscious-
ness AND
Hospitalization or
intervention

required

NA

Insomnia

Mild difficulty
falling asleep,
staying asleep, or
waking up early
causing no or
minimal interference
with usual social &

functional activities

Moderate difficulty
falling asleep, staying
asleep, or waking up

early causing more

than minimal
interference with
usual social &
functional activities

Severe difficulty
falling asleep,
staying asleep, or
waking up early
causing inability
to perform usual
social & functional
activities requiring
intervention or

hospitalization

NA

Psychiatric Disorders
(includes anxiety,
depression, mania,

and psychosis)
Specify disorder

Symptoms with
intervention not
indicated OR
Behavior causing
no or minimal
interference with
usual social &
functional
activities

Symptoms with
intervention
indicated OR

Behavior causing

greater than minimal
interference with
usual social &
functional activities

Symptoms with
hospitalization
indicated OR
Behavior causing
inability to
perform usual
social & functional
activities

Threatens harm to
self or others OR
Acute psychosis OR
Behavior causing
inability to perform
basic self-care

functions

Suicidal Ideation or
Attempt
Report only one

Preoccupied with
thoughts of death
AND No wish to

kill oneself

Preoccupied with
thoughts of death
AND Wish to kill
oneself with no
specific plan or
intent

Thoughts of killing
oneself with
partial or complete
plans but no
attempt to do so
OR Hospitalization
indicated

Suicide attempted

Dyspnea or Respiratory
Distress
Report only one

Dyspnea on
exertion with no
or minimal
interference with
usual social &
functional activities
OR Wheezing OR
Minimal increase
in respiratory rate

Dyspnea on exertion
causing greater than
minimal interference
with usual social &
functional activities
OR Nasal flaring OR
Intercostal retractions
OR Pulse oximetry
90 to < 95%

for age

Dyspnea at rest
causing inability
to perform usual
social & functional
activities OR Pulse

oximetry < 90%

Respiratory failure
with ventilator
support indicated
(e.g., CPAP, BPAP,

intubation)
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PARAMETER

GRADE 1 MILD

GRADE 2 MODERATE

GRADE 3 SEVERE

GRADE 4 POTENTIALLY
LIFE-THREATENING

Hearing Loss > 12
years of age

NA

Hearing aid or
intervention not
indicated

Hearing aid or
intervention
indicated

Profound bilateral
hearing loss (> 80 dB
at 2 kHz and above)
OR Non-serviceable
hearing (i.e., >50 dB
audiogram and <50%

speech discrimina-

tion)

< 12 years of age
(basedona 1, 2, 3, 4,

> 20 dB hearing
loss at < 4 kHz

> 20 dB hearing loss
at > 4 kHz

> 20 dB hearing
loss at > 3 kHz in

Audiologic indication
for cochlear implant

6 and 8 kHz audiogram) one ear with and additional
additional speech speech-language
language related related services
services indicated indicated (where
(where available) available)

OR Hearing loss
sufficient to
indicate therapeutic
intervention,
including hearing
aids
Tinnitus Symptoms causing | Symptoms causing Symptoms NA
no or minimal greater than minimal | causing inability
interference with interference with to perform usual
usual social & usual social & social & function-
functional functional activities al activities
activities with with intervention
intervention not indicated
indicated
Vertigo Vertigo causing no Vertigo causing Vertigo causing Disabling vertigo

or minimal
interference with
usual social &
functional

activities

greater than minimal
interference with
usual social &

functional activities

inability to
perform usual
social & function-

al activities

causing inability to
perform basic
self-care functions

Visual Changes
(assessed from
baseline)

Visual changes
causing no or
minimal interfer-
ence with usual
social & functional

activities

Visual changes
causing greater than
minimal interference

with usual social &
functional activities

Visual changes
causing inability
to perform usual
social & function-

al activities

Disabling visual loss

in affected eye(s
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PARAMETER

GRADE 1 MILD

GRADE 2 MODERATE

GRADE 3 SEVERE

GRADE 4 POTENTIALLY
LIFE-THREATENING

Acute Allergic
Reaction

Localized urticaria
(wheals) with no
medical intervention

indicated

Localized urticaria

with intervention

indicated OR Mild
angioedema with no

intervention

Generalized
urticaria OR
Angioedema with
intervention
indicated OR

Acute anaphylaxis OR
Life-threatening
bronchospasm OR

Laryngeal edema

indicated Symptoms of mild
bronchospasm
Acute Allergic Localized urticaria | Localized urticaria Generalized Acute anaphylaxis OR
Reaction (wheals) with no with intervention urticaria OR Life-threatening

medical intervention
indicated

indicated OR Mild
angioedema with no

intervention

Angioedema with
intervention
indicated OR

bronchospasm OR
Laryngeal edema

indicated Symptoms of mild
bronchospasm
Fatigue or Malaise | Symptoms causing | Symptoms causing Symptoms Incapacitating

Report only one

no or minimal
interference with
usual social &
functional activities

greater than minimal
interference with
usual social &
functional activities

causing inability
to perform usual
social & functional
activities

symptoms of fatigue
or malaise causing
inability to perform
basic self-care

functions

Fever (non-axillary

temperatures only)

38.0 to < 38.6°C or
100.4 to < 101.5°F

> 38.6 to < 39.3°C or
> 101.5 to < 102.7°F

> 39.3 to < 40.0°C
or > 102.7 to <
104.0°F

> 40.0°C or > 104.0°F

Acidosis

NA

pH > 7.3 to < LLN

pH < 7.3 without
life-threatening

pH < 7.3 with
life-threatening

consequences consequences
Albumin, Low 3.0 to < LLN 30 to >20to<3.0 <20<20 NA
(g/dL; g/L) < LLN > 20 to < 30
Alkaline Phosphatase, | 1.25 to < 2.5 x ULN | 2.5 to < 5.0 x ULN 501to < 10.0x ULN | > 10.0 x ULN
High
Alkalosis NA pH>ULNto < 7.5 pH > 7.5 without pH > 7.5 with
life-threatening life-threatening
consequences consequences
ALT or SGPT, High 1.25to < 25 x ULN 2.51t0 < 5.0 x ULN 5.0 to < 10.0 x ULN > 10.0 x ULN
Report only one
Amylase (Pancreatic) [ 1.1to < 1.5 x ULN | 1.5to <3.0x ULN | 3.0 to < 5.0 x ULN > 5.0 x ULN

or Amylase (Total),
High
Report only one
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GRADE 4 POTENTIALLY

PARAMETER GRADE 1 MILD GRADE 2 MODERATE | GRADE 3 SEVERE
LIFE-THREATENING
AST or SGOT, High | 1.25to < 2.5 x ULN 2.5to < 5.0 x ULN 5.0 to < 10.0 x ULN > 10.0 x ULN
Report only one
Bicarbonate, Low 16.0 to < LLN 11.0 to < 16.0 8.0to<11.0 < 8.0
(mEg/L; mmol/L) 16.0 to < LLN 11.0 to < 16.0 8.0to < 11.0 < 8.0
Calcium, High 10.6 to < 11.5 11.5to <125 12.5to < 135 > 135
(mg/dL; mmol/L) 2.65to0 < 2.88 288 to<3.13 3.13to < 3.38 > 3.38
> 7 days of age
< 7 days of age 11.5to < 124 12.4t0 < 12.9 129 to < 135 > 135
2.88 to < 3.10 3.10to < 3.23 3.23 to < 3.38 > 3.38
Calcium (lonized), High > ULN to < 6.0 6.0to < 6.4 6.4to<7.2 >72
(mg/dL; mmol/L) >ULNto< 1.5 15to< 1.6 1.6to< 1.8 > 138
Calcium, Low 7.8to< 8.4 70to< 7.8 6.1to< 7.0 <6.1
(mg/dL; mmol/L) 1.95to < 2.10 1.75to < 1.95 1.53to < 1.75 < 1.53
> 7 days of age
< 7 days of age 6.5to <75 6.0to < 6.5 550to < 6.0 < 5.50
1.63 to < 1.88 1.50 to < 1.63 1.38 to < 1.50 < 1.38
Calcium (lonized), Low < LLN to 4.0 36to< 4.0 32to< 3.6 <32
(mg/dL; mmol/L) <LLNto 1.0 09to< 1.0 0.8 to < 0.9 <08
Cardiac Troponin |, NA NA NA Levels consistent
High with myocardial
infarction or unstable
angina as defined by
the local laboratory
Creatine Kinase, High 3to <6 x ULN 6 to < 10x ULN 10 to < 20 x ULN > 20 x ULN
Creatinine, High 1.1 to 1.3 x ULN >1.3to 1.8 x ULN >18to<35x > 3.5 x ULN OR
*Report only one OR Increase to 1.3 to | ULN OR Increase to | Increase of > 2.0 x
< 1.5 x participant’s 1.5t0 <20x participant’s baseline

baseline

participant’s
baseline

Creatinine Clearancel4 NA <90 to 60 ml/min or | < 60 to 30 mU/min | < 30 ml/min or m/
14 or eGFR, Low ml/min/1.73 m2 OR | or ml/min/1.73 m2 min/1.73 m2 OR >
*Report only one 10 to < 30% OR 30 to < 50% 50% decrease from

decrease from decrease from participant’s baseline
participant’s participant’s or dialysis needed
baseline baseline

Glucose 110 to 125 > 125 to 250 > 250 to 500 > 500

(mg/dL; mmol/L) 6.11 to < 6.95 6.95 to < 13.89 13.89 to < 27.75 > 27.75

Fasting, High
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PARAMETER

GRADE 1 MILD

GRADE 2 MODERATE

GRADE 3 SEVERE

GRADE 4 POTENTIALLY
LIFE-THREATENING

Nonfasting, High

116 to 160 6.44
to < 8.89

> 160 to 250 8.89
to < 13.89

> 250 to 500
13.89 to < 27.75

> 500
> 27.75

Lactate, High

ULN to < 2.0 x ULN

> 2.0 x ULN without

Increased lactate

Increased lactate

without acidosis acidosis with pH < 7.3 with pH < 7.3 with
without life-threatening
life-threatening consequences
consequences
Magnesium1 To, 12to< 1.4 09to< 1.2 0.6to<0.9 < 0.6
Low (mEg/L; mmol/L) 0.60 to < 0.70 0.45 to < 0.60 0.30 to < 0.45 < 0.30
Phosphate, Low 2.0 to < LLN 1.4to< 20 10to< 1.4 < 1.0
(mg/dL; mmol/L) 0.65 to < LLN 0.45 to < 0.65 0.32 to < 0.45 < 0.32
> 14 years of age
1 to 14 years of age 30to<35 25t0<3.0 1.5to< 25 <15
097to< 1.13 0.81 to < 0.97 0.48 to < 0.81 <0.48
< 1 year of age 35to< 45 25t0< 35 15to<25 <15
1.13to < 1.45 0.81to<1.13 0.48 to < 0.81 <0.48
Potassium, High 5.6 to < 6.0 6.0to<6.5 6.5t0<7.0 7.0
(mEg/L; mmol/L) 56to<6.0 6.0 to < 6.5 6.5t0< 7.0 >7.0
Potassium, High 5.6 to < 6.0 6.0to < 6.5 6.5t0<7.0 7.0
(mEg/L; mmol/L) 56to<6.0 6.0 to < 6.5 6.5t0< 7.0 >7.0
Sodium, High 146 to < 150 150 to < 154 154 to < 160 > 160
(mEq/L; mmol/L) 146 to < 150 150 to < 154 154 to < 160 > 160
Sodium, Low 130 to < 135 125 to < 130 121 to < 125 <120
(mEg/L; mmol/L) 130 to < 135 125 to < 130 121 to < 125 < 120
Uric Acid, High 7.5 to < 10.0 10.0 to < 12.0 12.0to < 15.0 >15.0
(mg/dL; mmol/L) 0.45 to < 0.59 0.59 to < 0.71 0.71 to < 0.89 > 0.89
Absolute CD4+ 300 to < 400 200 to < 300 100 to < 200 < 100
Count, Low 300 to < 400 200 to < 300 100 to < 200 < 100
(cell/mm3; cells/L)
> 5 years of age (not
HIV infected)
Absolute Lymphocyte 600 to < 650 500 to < 600 350 to < 500 < 350
Count, Low 0.600 x 10 0.5 x 10° 0.350 x 10 < 0.350 x 10°
(cell/mm3; cells/L) to < 0.650 x 10° to < 0.6 x 10° to < 0.500 x 10

> 5 years of age

(not HIV infected)
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GRADE 4 POTENTIALLY

PARAMETER GRADE 1 MILD | GRADE 2 MODERATE | GRADE 3 SEVERE
LIFE-THREATENING
Absolute Neutrophil 800 to 1,000 600 to 799 400 to 599 <400
Count (ANC), Low 0.800 x 10’ 0.600 x 10° 0.400 x 10° < 0.400 x 10°
(cells/mm3; cells/L) to 1.000 x 10° to 0.799 x 10° to 0.599 x 10°
> 7 days of age
2 to 7 days of age 1,250 to 1,500 1,000 to 1,249 750 to 999 <750
1.250 x 10° 1.000 x 10° 0.750 x 10° < 0.750 x 10°
to 1.500 x 10° to 1.249 x 10° to 0.999 x 10°
< 1 day of age 4,000 to 5,000 3,000 to 3,999 1,500 to 2,999 < 1,500
4.000 x 10° to 3.000 x 10° to 3.999 1.500 x 10° to < 1.500 x 10°
5.000 x 10° x 10° 2.999 x 10°
Fibrinogen, Decreased 100 to < 200 75 to < 100 50to <75 <50<0500R<

(mg/dL; g/L)

1.00 to < 2.00 OR
0.75 to < 1.00 x

0.75 to < 1.00 OR >
0.50 to < 0.75 x LLN

0.50 to < 0.75 OR
0.25 to < 0.50 x

0.25 x LLN OR
Associated with gross

LLN LLN bleeding

Hemoglobin16, Low 10.0 to 10.9 9.0 to < 10.0 70t0<9.0 <70

(g/dL; mmol/L)17 6.19 t0 6.76 5.57 to < 6.19 4.34 to < 5.57 <434
> 13 years of age
(male only)
> 13 years of age 9.51t0 104 85to <95 6.5t0 <85 < 6.5
(female only) 5.88 to 6.48 5.25to < 5.88 4.03 to < 5.25 <4.03
Absolute CD4+ 300 to < 400 200 to < 300 100 to < 200 < 100
Count, Low (cell/ 300 to < 400 200 to < 300 100 to < 200 < 100
mm?3; cells/L)
> 5 years of age (not
HIV infected)
Absolute Lympho- 600 to < 650 500 to < 600 350 to < 500 < 350
cyte Count, Low 0.600 x 10° to < 0.500 x 10° to < 0.350 x 10° to < < 0.350 x 10°
(celVmm3; cells/L) 0.650 x 10° 0.600 x 10° 0.500 x 10°
> 5 years of age
(not HIV infected)

Absolute Neutrophil 800 to 1,000 600 to 799 400 to 599 < 400
Count (ANC), Low 0.800 x 10° to 0.600 x 10° to 0.400 x 10° to < 0.400 x 10°
(cells/mm3; cells/L) 1.000 x 10° 0.799 x 10° 0.599 x 10°

> 7 days of age
2 to 7 days of age 1,250 to 1,500 1,000 to 1,249 750 to 999 <750
1.250 x 10° to 1.000 x 10° to 0.750 x 10° to < 0.750 x 10’
1.500 x 10’ 1.249 x 10° 0.999 x 10°
< 1 day of age 4,000 to 5,000 3,000 to 3,999 1,500 to 2,999 < 1,500
4.000 x 10° to 3.000 x 10° to 1.500 x 107 to < 1.500 x 10°

5.000 x 10°

3.999 x 10°

2.999 x 10°
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PARAMETER

GRADE 1 MILD

GRADE 2 MODERATE

GRADE 3 SEVERE

GRADE 4 POTENTIALLY
LIFE-THREATENING

Fibrinogen, Decreased
(me/dL; ¢/L)

100 to < 200
1.00 to < 2.00 OR
0.75 to < 1.00 x

75 to < 100
0.75 to < 1.00 OR >
0.50 to < 0.75 x LLN

50to < 75
0.50 to < 0.75 OR
0.25 to < 0.50 x

<50
< 0.50 OR < 0.25 x
LLN OR Associated

LLN LLN with gross bleeding
Hemoglobin16, Low 10.0 to 10.9 9.0 to < 10.0 7.0t0 < 9.0 <7.0
(g/dL; mmol/L)17 6.19 t0 6.76 5.57to < 6.19 4.34 to < 5.57 <434
> 13 years of age
(male only)
57 days of age to < 9.51t0 10.4 85t0 <95 6.5t0 <85 < 6.5
13 years of age 5.88 to 6.48 5.25to0 < 5.88 4.03to < 5.25 <4.03
(male and female)
36 to 56 days of age 8.5t09.6 7.0to <85 6.0to < 7.0 <6.0
(male and female) 5.26 to 5.99 4.32 to < 5.26 372to < 4.32 <372
8 to < 21 days of age 11.0 to 13.0 9.0to < 11.0 8.0t0 < 9.0 <80
(male and female) 6.81 t0 8.10 557 to < 6.81 4.96 to < 5.57 < 4.96
< 7 days of age 13.0 to 14.0 10.0 to < 13.0 9.0 to < 10.0 <9.0
(male and female) 8.05 t0 8.72 6.19 to < 8.05 5.59 to < 6.19 < 559
INR, High 1.1 to < 1.5 x ULN 1.5 to < 2.0 x ULN 2.0 to < 3.0 x ULN > 3.0 x ULN
(not on anticoagulation
therapy)
Methemoglobin 5.0 to < 10.0% 10.0 to < 15.0% 15.0 to < 20.0% > 20.0%
(% hemoglobin)
PTT, High 1.1 to < 1.66 x 1.66 to < 2.33 x ULN 2.33 to < 3.00 x > 3.00 x ULN
(not on anticoagulation ULN ULN
therapy)
Platelets, Decreased 100,000 to < 50,000 to < 100,000 | 25,000 to < 50,000 < 25,000
(cells/mma3; cells/L) 125,000 50.000 x 10° to < 25.000 x 10° to < < 25.000 x 10°

100.000 x 10°
to < 125.000 x 10°

100.000 x 10°

50.000 x 10°

PT, High
(not on anticoagulation
therapy

1.1to< 1.25x%x
ULN

1.25 to < 1.50 x ULN

1.50 to < 3.00 x
ULN

> 3.00 x ULN

WBC, Decreased
(cells/mm3; cells/L)
> 7 days of age

2,000 to 2,499
2.000 x 10° to
2.499 x 10°

1,500 to 1,999
1.500 x 10° to
1.999 x 10°

1,000 to 1,499
1.000 x 10° to
1.499 x 10°

< 1,000
< 1.000 x 10°

Glycosuria (random
collection tested by
dipstick)

Trace to 1+ or
< 250 mg

2+ or > 250 to
< 500 mg

> 2+ or > 500 mg

NA
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PARAMETER GRADE 1 MILD | GRADE 2 MODERATE | GRADE 3 SEVERE GRADE 4 POTENTIALLY
LIFE-THREATENING

Hematuria (not to be | 6 to < 10 RBCs per | > 10 RBCs per high Gross, with or Life-threatening

reported based on | high power field power field without clots OR | consequences
dipstick findings or on With RBC casts OR
blood believed to be Intervention

of menstrual origin) indicated

Proteinuria (random 1+ 2+ 3+ or higher NA
collection tested by

dipstick)

fiun: National Institutes of Health US Department.Division of AIDS (DAIDS) Table for Grading the Severity of
Adult and Pediatric Adverse Events Corrected Version 2.1. July 2017.
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