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ﬂqﬂszmﬁmiﬁaué’ (Learning Objectives)
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Liftelgidfuniseusuidlannuunnanaszninanisdnnisanudeauy Reactive Risk uay
Strategic Proactive ADR Risk Response m:ummgmmmﬂaaﬂﬁ'ﬂﬁmm

2. ilglndunsanuisnduunandnuuzues Predictable Serious ADR Type A lnglivdnnns
ndvAnenazaduianzyana 3 Had1Any ldun fAduruine (Dose) szugnarfiduiusiuniaiin
91M15 (Time) wazaduanulianizyana (Susceptibility)ldegagnaias

3 ufielvigiinfuniseusuaunsaUseyndliiedesilioninsguaina wu CTCAE wag AIMS/SAS Tu
MsdALUsTEAUANLTULS (Grading Severity) vesannslaifsUszasdarnmsldenlundueiaiivatouay
91301

4.Lﬁ@iﬁLﬂﬁJ‘Uﬂiﬁﬂuﬁﬂ@@ﬂLLU‘UQWFT@?WIQLLaziz‘U‘Uﬁla‘Uﬁu@\‘iL%ﬂi%‘U‘U (Trigger & Response
System) dmsunguenAlvIdALaTEITNRYANUUTUNVDIAATUNEIUTA

5.dielidnsuniseusadlannuuanssuasteusdlunisld intensive ADR Monitoring waw
Close Monitoring lun1sguagUieseyanauazn gy

[
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nsfasruueuUasnfesusluaaiunenuianiusasgiu HA Tuilagu finsdesusou
NMITeugiRnIaiuuURidy (Reactive) gnmsdnnisarndeadiegn (Strategic Proactive ADR
Risk Response) unAuIwn1satull fingUszasdifi odausuuiAnnisooniuuszuuiiquas
nevausiienInslifaUszasdainnslden (ADR) Tunguennisii suussuazaiunsaneinsalle
(Predictable Serious ADR Type A) Iﬂmjuﬁumim?{auammiﬁ’uﬁﬂ%’agawé’qLﬁmm Junseanuuy

a

NTLUIUNITANTUAMULEALIHIUSTUURN T2 TaNEN8IN15 (Syndromic ADR Surveillance) NflUsednsaw

(% i

w lawn

Felan1ATaUARUNANNITIUN ADR munalnniundyingt Ingldn1siiasievinig 3 dfdn

ffAuvUIAYT (Dose) sravnaIidunusiun1sine1nis (Time) wardadeainulianizyana

(Susceptibility) wiaiduinIesdislunisneinsalnnudsslaedawiug unanuladiauswuIvaujon

a

fdugUssamiunsdinulunguonadvidauazednngg lnsysauinsiedesiionnsgiuaina laun
Common Terminology Criteria for Adverse Events (CTCAE) LﬁaﬁmumLﬂm%ﬂmuimm‘ﬁaam%iﬁ
(Acceptable Severity Threshold) waznslguuuyszidiu AIMS #3e SAS Tun1sinsedenguainisnis
szuuUszam (EPS) Juduemslifisszasdiidamanssnusonadwsnsinunasaunmdinvesiiaeg
919310

wonandl unenuduUTsufisuauLANG195ENIINsARR L0813l dn (Close
Monitoring) kazn51i13zTade3n (Intensive ADR) Wislianivdnamnsaimunqadadila (Decision
Points) LANIMTNITADUALBAUTITEU (System Response) ioﬁ’mmsaummzﬁummqumwaqmmiﬁ
ns19ny Tudrugaineldinauenistmuadatin (KPls) fasvioulsyansnmlunistoafuniuguuse
(Zero Harm Indicator) wagaulalun1sdanisteym (Early Intervention Rate) diawdinmsnenisiiamn
A megielilos (CQI) waznsensEAUsTULIUIA&YNINgNIRAsg IuaNaLAT AL ADA BEap
LN
L.uwrfAnlunisnauauasia Adverse Drug Reaction (ADR) WUULAY

FamsmevausiuuLANazidulu Reactive Risk nanafie selvifn ADR neuudirosneuaues
Fslungue1ns Serious ADR type A UnnguenssinazselviAnuiosonsuliiAnlussfuauuusdly
vsseauldlfinseddunsoaniiu SaiundaunAnnisdnnis ADR Tuwuulu TuuvuiliFendn
Strategic Proactive ADR Risk Response nanafie nmseenuuuszuuiiodhseidunsdumanduiiols

2 a{' & X o a a & P Y] 9 Y a Y]
AFUNTNUYINTONDUAUDINTIALIININVY UUTEANTAINUINYU LW@ﬂaﬂﬂubLafLﬁLﬂﬂ ADR 1”35@Uﬂ373~|
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suusafieensullldliiAnty SeflaznanislasaziBeadel daninnisuszaunisallunindeudiig
WWUNIABUALBIHE M3LAA e Adverse Drug Reaction (ADR) fiwusg 2 dnwasg fio

1.1 WuIAR WUUR 1 ADR Reporting Faifunismeuaussse ADR ludnuasiimneiiieldu
nsiiudeya viie Wunstufinudaauimnnisal wdnimmmsalfanauniesesiaeuaiuiioniu
ynansneuauastelamenstifianing lusuududn Ssnsnevauesludnvazuuuiidmnelaodon
g duluiteudludusensd viefisnSenin incident management

1.2 wuaRa wuLfl Syndromic ADR Surveillance and Response System fia 9147l 1 iile

'
o a LY

WIS uIuTes ADR TiAstuildnvarerqfudusuaninnwarSuiinsruruiiedninesidn
wadungueinisiidnumeadiendu ndaintdu Fsdinsihaigmseanuuy favh Clinical Practice
Guideline (CPG) dmsunisdnnislunismauauasie ADR usiagnguoInis Fednunnuuiasdunuiy
nsmovauedlu@ssuuIntuLazuiasdiudy Strategic Proactive ADR Risk Response 310ty
Tuwuudt 2 #idend1 ADR Responsive Symptom System tu @i ilgiinstéiiduanna winuniinng
TyaRsonlilumsunfifidnvasamnumnefindoty wu

Signal Management: N5¥UILA157111518974 ADR $1u3ua1n113LAs il 0w "dyauia”

Y
o

(Signal) wseguuuuTigniu (Pattern) iagindoniseslsiiaunfiatudunguiou’?*

Syndromic Surveillance: (luu3unnsseuIningl) Aen13g "NaueIn1s" Naaieiuiveyiun
ONWLUUMABDNITHOVANDIND ADR MAnTululuInnafedny F9bnamesnusIfean1saeanshuisean1san

naxe1n1s ADR?

Standardized MedDRA Queries (SMQs): luseauaina 138 International Council for

Harmonisation (ICH) 9zfinmsdanguddnsi ADR Miedesiulidungueinis wse Cluster oy

Y v
= L

Hrglunmsimszideyalu@sszuy’ 91015 ADR NinTutiulezlstnwazuussualnuazgniiunsiusiy

[

= a o o A o Y] o i <& v
INANEUEDINTT NNILNAYN 33’/@‘1.1?‘1'3']1]?“%3@LW@U’]@JWQ@ﬂQQJLUUﬂQl@Wﬂ”ﬁ ADR tJunu

'
=

usiaghslsfinnu nmsmeuauestinddsutidesuy Snidusngwitddylunneiissiiauslunis
SamsonnislaiteUszasdainnislden wie Adverse Drug Reaction (ADR) Tunundnlusifedusatiulaiin
azidunsmouaues Luu ADR Reporting %39 WUU ADR Responsive Symptom System Judadiszuu
ansUaenduduevesagismeuiadesdifuiiuguneuiivewaunluidu Strategic Proactive ADR

Risk Response
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1.3 WU2AALUUN 3 Strategic Proactive ADR Risk Response (JuluiAnfind18iu wuidn

wuuf 2 wiagfieudaauluntstmuadmanglunisianis ADR Adaaunindu Taslsameuiaas s
57Ul Serious ADR type A fiiagiinluan uneNUIanLLEY TININTIIUTI Serious ADR type A
Andunvdngiunmsinnmsuasndnguidasedndene UATIERIANGUDINT KAEIARUITEAUAIIY
US4 (grading severity Jidaauluusazngueinis Wethangmsudmsinnisvideimuinszuiunisly
N33z TaRAnLMTeN1TREUALEIR DTEAUAMLTULTIA99(grading severity )TidaudslilFogna
wnzannty nandeuiefinssiusiudeya Serious ADR type A fifRisanindideyaiiiiomouds oz
thunfiesiesiaudsaiensuuamdlunistestu Serious ADR type A 1uq Seudagliineifindu
anuNgIUIATasIULEIAAY TuTsanivndnarsauiulunistuuadmnenmstdeatunisanaiu
JuLsIAINTILAeLAR Tagaztiiien Serious ADR type A ‘17iiwﬁ’ummqmmﬁamuwmmmfumnaqﬁu
wdriwonsulilldferliAntuinnauamsitagtostuldliAstuluanune uiavesaues dalusedy

[
a a

Augussdlinnaginisinindennatluniseeusulaunsafnvulituaginszuiunsfnniuiise ia

v 1

waz ezl umdsdyaa (Trigger) Thdudulunszuiuns nshiseiafemuludnvauzdagniiaumn

T o

Y v
= 0%

Uosiulallyl ADRMARYLLY WA gulsutingseauiianuneuatueensulila

N15ULUIAN Strategic Proactive ADR Risk Response wnaanuuulunisufjunlaass

N13ULWIARA Strategic Proactive ADR Risk Response wnaanuuulumsufjuflaass desende
A19BNLUY VlzﬂLLUU Intensive ADR (n15t15% Uﬁmﬂ’]ﬂﬂﬁw’wadﬁﬁﬁﬂ) ae Close monitoring ADR
(n135AAA ADR ag1slnddn) lunisinmaniises Serious ADR type A iduthuuneaaunerunals
mudndey wineusuesnliaudlaiinnuuansiessewinededisi fe 33 Intensive ADR (nsih
seironsluiiaUseaditegn) uag Close monitoring ADR (N3finn"u ADR 9e14lna%n)

aaa

Intensive ADR® %1184 S3UUMIARAILDIN5oUlINIUsEaIRNAsIdeRTRS AL dun1slunIs

a

Anmunanisidenegafidaniisies lnednisquadUisudassnenudisudunszuiunisidenaunseia
Augan1ssne WunshamudiszfinsineinisldisUszasiannisldenegnelnddn
Close monitoring ADR” #1884 N15iH19e1nsHUIeeg19Tednsyiassaiiodlugianamil el

A a

aunsansanuANUUd suLUaIs oNat 1A lAT Ul WU Anudygiadwedislnada wieRanu

szauimaludon lunisguaiieseyaea wilifilassasinsiiudeyanaesniioutu Intensive

ADR
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A1519% 1 mmsna‘gﬂl,ﬂ"%amﬁsu Close monitoring a2 Intensive ADR monitoring Wunsne

WavgaAUBaziuANTARUlAI8YY

wdarUsauiisu Close Monitoring Intensive ADR Monitoring
wWhsnenan mmﬂaamﬁmmﬁﬂamwfuq nsmdeyanIuUaensievesen

(Data Collection)
ANWYNITINTY #15¢ 3991775 (Vigilance) \FuteyaiBsgnuazatiniane (Systematic)
\w3nsdlo ToyunasTn, N9R5I939NY, KA Lab v ly wuutuiintaya ADR, m319iamugdvaneg
SN uNun1s3nwlungseideu (Chart) NuUNFYNTIUENTE I / 911798

YarSuuiisurumegunmAueglunsiaunssuum s s aunslden Warfarin (e

FunIsudesvanden) Wuseg1s Wisuwsulmsiudnuintu sadl

M19197 2 A1519679879 N8 warfarin W1AAN1ULE5E39 ADR Tuguuasvas Close Monitoring wae

Intensive ADR Monitoring

dgarunisal Close Monitoring Intensive ADR Monitoring (wluszuuwaznsiiu
2 2 v
(FIUNITALARUIN) Yaya)
Tasiuauii WUIaLveslY WIEUWNNENNTINIeTe | Lnduns Wie Miueua U ADR
QRETRIVEREN "ihszienisienaesn” "Guiindayasvisnunidegn"
wguraresdunaauldulssiuudll | tndsnsdnvinuunesuanig (Checklist) JuiinAn INR
Wonoanaulsilulvy Sseeindonnu | Mnasiningda, Tuiinemninauldiusiuaie (Drug
fviseld wiseildaanuiludonuield | Interaction), uavUseiliuaudusius (Causality) Yiuiii
lunnuasigua NUANURAUNA
GELRRNIS deyunudw (Vital signs), N159579 wuUNBTUAAAIN ADR laWIZI1887, AN1T1UIHULTI—UAN
379018 (Physical Exam) Lab founas
v sy " v - MY  aa o .
NAANSNABINT Aulduasnieduil laatnauUasniy

ddeneanlu ABISUTIBULELINE

a

USUIUINEI D LALLAIUT

agulannaulanly Warfarin Tulsanguias

a fa A = o A
fgURn1saliindenaani %, Uadeiduspeosls

Winneszuutasiulusunan
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nAleNuagd1081 intensive ADR Lunsiinmuuaziiudeyasenisianiunisidensie
nstluazyinnIITIuTINi ot ueszuazlduseleviluniswaunssuulu@sninlng ua close

Y v

monitoring aztdun1sszydiaisnisujuindudulunensdiiiegauihszds dndu dunite Josiu ADR

o

A liaudAey

%
v v =

Aty Jaweaguledn Tunisuuuwafe Strategic Proactive Risk Respond tnaenuuulun1auijin
fosldin1sfiamu ADR saeauuulag close monitoring AxtgliisAnnudthelasfivsauanivndnly
sy atiunstesiugUasiiegasstin dau intensive ADR azgaglmisniunmlngivesngueinis
Serious ADR type A 1’71'LiﬂﬁmmﬁﬁiylﬁﬂﬁﬂmiﬁmLﬁusﬁagaiwmcﬁuaxﬁmﬁLﬂiwﬂ%ﬂiﬂwﬂmﬂ

Toyaiu

2.ANUFUNUS 58143149 Strategic Proactive ADR Risk Response iU Predictable Serious ADR
type A

nguenf aginWauInszuIun1sninse s ADR uuadn Strategic Proactive ADR Risk
Response wieazthueenwuuliiu doadungueniisdesnisjauitam Serious ADR type A 7 ADR

flanan danwauueidu Predictable ADR ity %358 Tuuneinuilveisenin Predictable Serious ADR

type A Bauiuil ADR type A 7i5uusasesiu E up JulU ( Serious ADR type A) Gennudnuazdiisildluns

89,10 &

1 mnaundu Predictable Serious ADR type A wodlazaguillutoq 5 dnwae® il

'
| a

1.) Pharmacological Relatedness (A& USNILAFYINGT) TADTDUITNA1A YD

Predictability flsifdeiifusiasianauifteduisagladolmiu predictable ADR dsnniaviAatia
awlpouwvadu 2 dnuuy:
Primary Pharmacology : Lﬁﬂ%ﬂﬂg%é%é’ﬂﬁiﬁﬁ%ﬂwﬂL,Lm'quumﬁuiﬂ (WU LU IU LR
Hyposglycemia #3981AMuNAUYNIALARA Hypotension)™
Secondary Pharmacology : Lﬁﬂmﬂqmé’gu“umEJ’]SLuGTWLLmN’?]iu (Target/Non-target) i L/l
\Whvsnevdnuesnsinw (wu enduduied TCA senguid Anticholinergic vilsiuinuia viasn)
2.) Dose-Dependency (AMuFNNUSAUTUINGN) fdsdnuay Ao
Dose-Response Curve: ANTULIU8I91NSINHUIHUANUIUIATD9E (Dose) N3BANUTUTUYDIEN

Tuden (Plasma concentration)
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Management: anunsndnnislalagnisanuuianslden (Dose reduction) Wiensvigaen Fae1nsiinay
naaileszduglusnsnianas
3.) High Incidence & Reproducibility (mmﬁLLazmiﬁﬂ%ﬂﬁ)
Common occurrence: wuteglulsyynsialy (Ussanas 80% 8951897u ADR Taviain)
Predictable via Models: asnsavnasdliiinglgludninnasinselunisdnwmanain (Clinical

a

trials) WHasandusiusiunalnmaeidinniwdueu

]
o

4.) Low Mortality (8ns1n1sifedidnnn) : usiaeildnsinisiia (Morbidity) g4 uavdanasie
AN TIngUe uilundeuuussiundindnagidosniings Unpredictable (Type B) fisfniinalamig
RGN TTGIIE N

5.) Dots Interaction (n53tas1zirIutadednIz)®
Wiolwnsaanisalutiugntu Fosfiansan - wnundn -

Dose: fiasarinernsinlusediue1und (Standard dose) wioseduenfidufiy (Toxic dose)

Time: A1AN150J93aTiaziin Wy inviud (Rapid), 1Anemzduusn (First-dose), 38iin
wdwnldsesiosuug (Accumulative)

Susceptibility (Individual Factors): usiagidu Type A win1saianisaldesendedadesimng
v8ai U8 (Host factors) iU Genetics 14U aulnefidu Slow acetylator azidssafinain INH (Type
A) 11nnn

Organ Function Wu A1n15veuvesiu/la (eGFR) fianas vivlierdusend1auiin ADR
Drug-Drug Interaction (DDI) iy n3ausaudilydudaeulsd ﬁﬂﬁixﬁuaﬂwé’ﬂqﬁuawﬁﬂmmi
Tnglunendinirsihesld auauiided 1,2 uas 5 (Wuiasiidiy
Faruaziiuldin Predictable Serious ADR type A fisnswuuazensagnals wu
1.13tAin Serious ADR type A Tungugipiivndn
2.M34im Serious ADR type A lunguendniag
3.113470 Serious ADR type A lungqu 81 TB , &1 Anti HIV , Warfarin %30 g1dunisudesinvendenlu
nawdug Wudu deluumenuiiaseld maia Serious ADR type A lunguen afitada uas s13ne
uJunsdldnulunisesnuuu n15dnnis ADR laglduwifn Strategic Proactive ADR Risk Response

3. Common Serious ADR type A iU 11599ALUUNI5IANTS ADR A281LUIAN Strategic

Proactive ADR Risk Response
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n13uen Common Serious ADR type A 880311310 ADR lungueniisdentazaula wenaanin
310 Serious ADR type A ﬁuﬁ] 7 ANI500ALUUAITIANIT AUWUIARA Strategic Proactive ADR Risk
Response @1115avlad18du Wi N15uenngueInTs Phlebitis , Ngua1n13 Extravasation (M50 il

hypersensitivity) 880270 Serious ADR Tugiaiivndn waziiansaunlun1senuuuinnis Serious ADR

'
£ =

type A lunguenaiivndn Aigatiunse Focusing lu Fisrdoensldinetu Dudy wildldmneanu
wildlirnudAydungueinisasnanilagngueinisaenanisdensdeseanwuulunisiseTuay
Aamusaawuamslunsnouauesimnzauuiy

4. N15ULUIAA Strategic Proactive ADR Risk Response 1199nuUUlUNI5AANS Serious
ADR type A Tungagnaiivndn

MnfinabiLdringuenfianunsntiuunfn Strategic Proactive ADR Risk Response 31
nszuauNsAna sy Ta ADR Iddu ewFenguentu desiidnunedu ADR 7l Predictable ADR
fafudungauautivesnseanguiveseeivitauasniain ADR veselunduenediat aswuin
AuaLTRvoslunguaiitidaadnuassil

AANwazYas AU Predictable ADR waselungu eaiiundn
pnadUvndwlngfl Dose-limiting Toxicity (DLT) Adaay mnisidanguiiiinliandustig
Hypersensitivity aanly 151agwu "aneidu’ (Signature) voieufaysn et
1.Timing specific: WU Neutropenic Fever siniintugae Nadir period (7-14 Tunaslasuen)
2.0rgan specific: Wu Hemorrhagic cystitis 310 Ifosfamide %38 Cardiotoxicity 310 iadu1dalungy
Anthracyclines
3.Cumulative specific: WU Peripheral neuropathy 2711 Oxaliplatin ﬁﬁﬂ%qmmﬁmﬁﬂﬁ% Dose
avauflegavile fenguitediddamnistuetoonyie metabolism veseiaivitatnagiiangueinisd
iﬁdwuazi’mL'Séaé?QLLGii“uLL'ﬁﬂGm% NTOULINGVBINITEATUEN wazaolliandumstuneulunsiy
Strategic Proactive ADR Risk Response 1eenuuulunIsIAnIg Serious ADR type A ELUﬂq'iJEJ’]Lﬂﬁ
U
%’uﬂaﬂumiﬁﬂkm’sﬁﬂ Strategic Proactive ADR Risk Response 1199nuUUIUN1IANTS Serious

ADR type A Tunguegnaiiunin

4.1 Yumaui 1 N13A%UA "Acceptable Severity Threshold" (inugindnasulssiBausuls)
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msimun InusinuguLsITisousuld w3e Acceptable Severity Threshold Liu aladAgyluves
WUIAA Strategic Proactive ADR Risk Response lagaziin131n CTCAE (Common Terminology Criteria

for Adverse Events) snduin3asdiodrdglun1ssnsdaiiedauusszauauguuss ( Grading Severity)

[y =

vesgmsenguenaiioriidaiisnazlianudify Jansin CTCAE inliifuniosiloninsgiulunis
Joudsseiuamsuussidethunduliiussiaiidetieflaztieliiinain Tnmanwidety 1wy

Grade 1-2 : o1afiotdu "Expected & Acceptable” (W1 Alopecia %38 Mild Nausea) Fatfunis
UseAUUTEARINNDINTT

Grade 3 Fuly: A "Target for Prevention” ax1fu ADR lusssuiiisndeseenuuuuniie "afn
fur lallReqeniu

AI0819n15Us8eNe: MNgnTeAe High-dose Methotrexate 1J1mu18U0IsEUUAD
"Nephrotoxicity fodldiAu CTCAE Grade 2 " winauldi3ud Cr %uﬁd Grade 2 sguuAedl Trigger

Response 1ufl (W1 USU Dose n3awfisl Hydration) wisldlidwly Grade 3 - 4 Gafusunsiededin

Uszinufio Weauldedius 15192 Close monitoring agndlsfiudesaanuuusiag nsuseiliuan Lab

fugu base line) ,auilunisasramsiesufifintg, ermsmnenddndiddy Wudu
(veneaLfianiis CTCAE #ia CTCA (Common Terminology Criteria for Adverse Events) fie

Lﬂm‘ﬁll’]migﬂuﬁ’lﬂﬁﬁi“ﬁuwﬁﬁf’lLL‘umJi%Lﬂ‘VlLLﬁ%LLﬂQiSﬁUﬂ’J’]ﬂJEuLLi\‘i“U’eN gl luiaUsvasd”

(Adverse Events) fiiAntuainnsinm Tnsannslunsinuiuziauaynisnaasmnenaint’

28819 CTCAE

Common Terminology Criteria
for Adverse Events (CTCAE)

Version 5.0
Published: November 27, 2017

U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES
National Institutes of Health

National Cancer Institute
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Common Terminology Criteria for Adverse Events (CTCAE) v5.0

Introduction

The NCI Common Terminology Criteria for Adverse
Events is a descriptive terminology which can be
utilized for Adverse Event (AE) reporting. A grading
(severity) scale is provided for each AE term.

soc

System Organ Class (SOC), the highest level of the
MedDRA! hierarchy, is identified by anatomical or
physiological system, etiology, or purpose (e.g.,
SOC Investigations for laboratory test results).
CTCAE terms are grouped by MedDRA Primary
SOCs. Within each SOC, AEs are listed and
accompanied by descriptions of severity (Grade).

CTCAE Terms

An Adverse Event (AE) is any unfavorable and
unintended sign (including an abnormal laboratory
finding), symptom, or disease temporally
associated with the use of a medical treatment or
procedure that may or may not be considered
related to the medical treatment or procedure. An
AE is a term that is a unique representation of a
specific event used for medical documentation and
scientific analyses. Each CTCAE v4.0 termisa
MedDRA LLT (Lowest Level Term).

Publish Date: November 27, 2017

Grades

Grade refers to the severity of the AE. The CTCAE
displays Grades 1 through 5 with unique clinical
descriptions of severity for each AE based on this
general guideline:

Grade 1 Mild; asymptomatic or mild symptoms;
clinical or diagnostic observations only;
intervention not indicated.

Grade 2 Moderate; minimal, local or noninvasive
intervention indicated; limiting age-
appropriate instrumental ADL*.

Grade 3 Severe or medically significant but not
immediately life-threatening;
hospitalization or prolongation of
hospitalization indicated; disabling;
limiting self care ADL**.

Grade 4 Life-threatening consequences; urgent
intervention indicated.

Grade 5 Death related to AE.

A Semi-colon indicates ‘or’ within the description
of the grade.

Asingle dash (-) indicates a Grade is not available.
Not all Grades are appropriate for all AEs.
Therefore, some AEs are listed with fewer than five
options for Grade selection.

Grade 5
Grade 5 (Death) is not appropriate for some AEs
and therefore is not an option.

Definitions

A brief Definition is provided to clarify the meaning
of each AE term. A single dash (-) indicates a
Definition is not available.

Navigational Notes

A Navigational Note is used to assist the reporter in
choosing a correct AE. It may list other AEs that
should be considered in addition to or in place of
the AE in question. A single dash (-) indicates a
Navigational Note has not been defined for the AE
term.

Activities of Daily Living (ADL)

*Instrumental ADL refer to preparing meals,
shopping for groceries or clothes, using the
telephone, managing money, etc.

**Self care ADL refer to bathing, dressing and
undressing, feeding self, using the toilet, taking
medications, and not bedridden.

A19819009N153ALUITZAUAINTULIIVBY ADR fwulu Blood and lymphatic system disorders

CTCAE Term Grade 1

Grade 2

Grade 4

Grade 5

Anemia

-100 g/L

Definition: A disorder characterized by a reduction in the amoun
membranes, shortness of breat
Navigational Note: -

Hemoglobin (Hgb) <LLN - 10.0
g/dL; <LLN - 6.2 mmol/L; <LLN

Hgb <10.0 - 8.0 g/dL; <6.2 -
4.9 mmol/L; <100 - 80g/L

Hgb <8.0 g/dL; <4.9 mmol/L;
<80 g/L; transfusion indicated

Life-threatening
consequences; urgent
intervention indicated

t of hemoglobin in 100 ml of blood. Signs and symptoms of anemia may include pallor of the skin and mucous
h, palpitations of the heart, soft systolic murmurs, lethargy, and fatigability.

Death

Bone m:.

coagula

Navigational Note: -
Disseminated intravascular -

arrow hypocellular

tion

bleeding bleeding

and \ factors.

d of pl

Mildly hypocellular or <=25% | Moderately hypocellular or Severely hypocellular or >50 - | Aplastic persistent for longer Death
reduction from normal >25 - <50% reduction from <=75% reduction cellularity than 2 weeks
cellularity for age normal cellularity for age from normal for age
Definition: A disorder characterized by the inability of the bone marrow to produce hematopoietic elements.
Laboratory findings with no Laboratory findings and Life-threatening Death

consequences; urgent
intervention indicated

Definition: A disorder characterized by systemic pathological activation of blood clotting mechanisms which results in clot formation throughout the body. There is an
increase in the risk of hemorrhage as the body is dep
Navigational Note: -

Eosinophilia
Definition: A disorder characterized by laboratory test results that indicate an increased number of eosinophils in the blood.
Navigational Note: -

>ULN and >Baseline

- Steroids initiated -

Febrile

neutropenia -

- ANC <1000/mm3 with a single
temperature of >38.3 degrees
C (101 degrees F) ora
sustained temperature of
>=38 degrees C (100.4
degrees F) for more than one

Life-threatening
consequences; urgent
intervention indicated

Death

hemolysis only (e.g., direct
antiglobulin test; DAT;
Coombs'; schistocytes;
decreased haptoglobin)

>=2 g decrease in hemoglobin
steroids)

intervention indicated (e.g.,

hour
Definition: A disorder characterized by an ANC <1000/mm3 and a single temperature of >38.3 degrees C (101 degrees F) or a sustained temperature of >=38 degrees C (100.4
degrees F) for more than one hour.
Navigational Note: -
Hemolysis Laboratory evidence of Evidence of hemolysis and Transfusion or medical Life-threatening Death

consequences; urgent
intervention indicated

Definition: A disorder characterized by laboratory test results that indicate widespread erythrocyte cell membrane destruction.
Navigational Note: -
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4.2 JUABUN 2. N1T9BNWUY "Trigger & Response System" ANUTTAUAIINTULTS

&

o muadmunewds ssuunisiiseiasgnesnwuulid "eiidudennasunisandulan

q

AR UANRINI3IATIUTSIUAY" (Decision Points) AL WU FI0Ens

FTAUANNTULSS (CTCAE) Wrvungvaeszuy N13MdUEAUBY (System Response)
(Goal)
Grade 1 (Mild) Monitoring Guiindeya Useidiulu Cycle daly
Grade 2 (Moderate) Farly Intervention Wndvnsinsinnn (Tele-pharmacy) wsoUsusn
UszAuUsenas
Grade 3 (Severe) Prevent to Reach  Red Flag! Aasdiszuulsnwunndiiudl wie Delay Cycle
Grade 4 (Life- Zero Tolerance RCA lonumiun1sansesvionIsinseus

threatening)

4.3 Jumaud 3. Ansananudulldlunisesnuuusaziununldeuede (Feasibility)
msinsedisnnudululunsesniuuneuhanldnuess feideuldduiuiinnvesuvaadoya CTCAE
Fawuinduldgannlutiagdu esan:

Evidence-based: ¥aya CTCAE vasg1usiazAildniauly Protocol 11m5g1u W National
Comprehensive Cancer Network (NCCN) %58 American Society of Clinical Oncology (ASCO)

Predictability: 13711357U Nadir period g Cumulative dose limit E]EquLLéh

Digital Health: anunsavdevlumaniilu@ewdu Clinical Decision Support (CDS) Tuszuy
euimedlsanenunals (Wu &1 Lab Neutrophil sandnnasinaals syuvaglieygwlriududdadng
guAfivUn) wag Welhidiunmiitany vernaualuiegidunisesnwuu nsldeaiivadn luaes
gns Ao 1. @n3 AC Regimen (Doxorubicin + Cyclophosphamide) wag 2. @03 FOLFOX / CAPOX

(Oxaliplatin based) aghslsAinuiegisniseenwuuillidnneda aaruneiuiaunasianunsadinsou
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wWIfn Strategic Proactive ADR Risk Response 331U 13040 CTCAE 113insngilssendlysiuiu

USUY WU 9RIIANSIAN N1TRDNWUUNISIAUSAIT vaausazantune1uiabalusndudalimmilousy

fhaganananile

M13197 3 A18E19N15PBNUUY N1IMBVEUBIAB ADR §nT AC Regimen (Doxorubicin +

Cyclophosphamide)

A ¥
21nsANeNslle

gaLesed

(Monitoring Point)

Wrnanefivausuld
(Threshold)

System Response

(NSNBUFUDIIITZUU)

Cardiac Function

Baseline &

LVEF

Cumulative dose

Grade 1: LVEF ana9
<10% ALAUWFES

>50%

Grade 2 ulU: Fosmyne/
U3nw1 Cardio 1ul (Stop &

Consult)

Neutropenia

14)

CBC at Nadir (Day 7-

Grade 2: ANC 1,000
1,500

Grade 3: #9150 G-CSF

wseUsuanm Dose Tu Cycle
faly

Nausea/Vomiting

1-5)

Acute & Delayed (Day

Grade 1: fulaunf

Grade 2 Auly: UYSuans
Antiemetics (@utiisl NK1

receptor antagonist)

A5197 4 §19E19N"58BNIUY NMIABUEUBIAE ADR gns FOLFOX / CAPOX (Oxaliplatin based)

gaLesEde s .
i Y Whnnedeauiy System Response
gnsiinegnsalld (Monitoring Y -
18 (Threshold) (NINBUAUDITIITEUV)
Point)
UsgiilunouFamn . —
Peripheral Grade 1: ¥uald | Grade 2 (nsENnuUMSIHYIN): Aa158u1 Dose
Cycle . “
Neuropathy ATENUNINT reduction 1138 "Stop & Go" strategy
(Cumulative)
Aanumdalvien 3- | Grade 1: gheviin | Grade 3 (s >7 A39/31): Admit wiielsf v
Diarrhea

7 U

<4 A5V 3U

fluid wagUseliiu Electrolyte iU

Neutropenia

CBC nouisy
Cycle tinly

Grade 2: ANC
1,000 - 1,500

Grade 3 ANC <1000/mm3 with a single
temperature of >38.3 degree C or a

sustained temperature of
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>=38 degrees C (for more than one hour)
Response : Hospitalization , Empiric IV
Antibiotics , Blood Culture and Urine
Culture , Isolation room mﬁq f1gaulen
g@anszaudindanun (G-CSF)

Grade 4 (<500): Responseltulfeiu

N @ = Y a ¢
grade 3 usinaiuanudssgs AodlAT e

MEWNATITTUU (RCA)

4.4 Nadir Period Tunnensiaansuuadn "gasmgn” usluvnslainivieuasuzi3aine mneds

'
=

"franafiadaden (asenudadenun) anaswganantasueneivndn’
N o w1 v oMoy £ o Y & A ° v A v g v 1 o, v
suailv1vndulnglulaeenguivinliidamdondasiunluiunlien usasl "szozinea

Junsziagadilinidoniignyhatsandiuiuasauigaings (Aaguil 1)

[ o w

anwsa1AYYDY Nadir Period

v Yy
Y

Paaafinuuae: Inazinduuseuna 7 89 14 Ju ndnlasusadivridaTulsn (1adadue

e

nuvlinvesen)

arundesgean: Tusisnai eulfasdianudswiomsfndesunisgeiian (Neutropenic Fever)
w1z AvTinaudaidesunuvdetiesiian

n1sfuda: ndnEug Nadir luda Tunssgnaziduadadindonlnl uazendenazaony
ndusnUnAnely 21-28 $u @udummmainvilu Cycle vosmslipaiivdadnlngdadunn 3 vie 4
dansi Lieseliiugstineu
gﬂﬁ 1 nadir period NMSWEINTAUANMUTUNUSIUNTSIAA Febrile Neutropenia Aiu ¥2aavaslasu

Sa%AaY, Tl : PYRPE T PR P < . - Ta. AT L
LANUIUG 1w1lo "Nadir Period": dav3ngauaznalnnisacavvovidaidoav1dkavldsuiaiiiada

Uné |-
(Normal) Nadir Period
(Day 7-14)

s:Avenluidon
(Drug Concentration)

Usurnadaidanvio (WBC Count)

Agn
(Trough)

5 =X
ﬁ:hulﬁuiqaa_ﬂnomsnmuo
(Neutropenic Fever)

0 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 20 21 22 23 24 24 25 26 27 28
s:e:10a71Uudu (Days 0-28)

msdanisAowIdeud sn (P g
- Neutropenic Fever: n12:unsndoudunse

- moligaludosRiiaEoavios (Nadir) BudodldsuenufiBou:melu
60 Ui (Door to needle Time) w‘vonmudaanﬁuvm@ﬂou

Predictable Serious ADR type A
)  msanasvoudaiFoavioiduomsiiwensaild (Predictable)
Q Fawrsnows:uuiidns:3 (Close monitoring) Iidounin

A NotebooklM
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5. N59RNUUUAITINUSOLUIAR TUNTTUSZIEUUTZANSANUY N1SUILUIAA Strategic Proactive

ADR Risk Response unlglun1swaiuinszuiunisiinsedsinniu ADR

% £
Y v Aov

§l91U N3NV FRTT9 vise KPI Aldinusefiudseansninsanan wiazlilauanisifiuiiuiu

o Al

ADR 7A9%U W51 NNFIALAIIUIU ADR MbAndu vanwaInewaiunuailrduilinatiadesiiindulaga

o [y a

\10YUAIUANNTOBNUUUMTTALTIAE N TSIl URAR WaNLTAT e

Dimension Proactive Detection (ifeuinanulilunisnsiany)

a vy

Dimension Clinical Safety ( fgun15IAN15UeuALTULT)
Dimension Emergency Response (fifisnun1sinanusinslumsiindeiaingd)
FoE1NY

1.) 8n51n1539An15 ADR lanuitdnnne ( 3a Success of Early Intervention Rate)

[ 1%
Y v a

FiTatlazaziiounulisensitivity) Tun1sdnnistugg Nadir period v3e Faana1fiisniasien
iéﬁﬁﬁmmLﬁaaqaqmiuﬂﬂiLﬁﬂ Serious ADR type A &nwarues ADR faziinduluusias regiment lu
sl Basosonfusmtosesidenviauingie

g Fevazveaiaeiifin ADR (18 neutropenia w3e Diarrthea) udamnsnasianunazdnnsle
faus Grade 1-2 Taglaiviaalufis grade 3-4

gn3 ADR (FiFoan158mn13) grade 1-2 + ADR FiAnTuiioun x 100

wWanune > 85%

s [

2.) A239IAN15NA Preventable Severe ADR ( Zero Harm indicator)

1
[

adldiaszauausunse ludsednsameeniseanuuunistesiuveasrindusednsaiman

(%

LT
Heeiiiensala ( clinical safety)

flgnu 9ns1n15iin ADR S¥aU grade 3-4 Ndaanuld

L4

Wviang 0% visednlng eud

[ [

3.) #2999 dns1nslasueufTruzarelusseziaanfiniviue ( Door to needle Time for

£
[

Febrile Neutropenia) f%inilaziounsnevausstennizingilutas Nadir

g Fevazvearftheiiinneiindonu1isii (Febrile Neutropenia)iildiuen UfTuzifuusnaielu 60
it dukauinfaussglameuna

e 100%
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GEal

9

[

Tun1suauwulfn Strategic Proactive ADR Risk Response Tunisianwauinseuiunisiisg
Anmu ADR lunquenafivndn isdeasusaenisien Common Serious ADR fiismulugiafivnds
aaﬂmdamﬁ'a‘ﬁ'm%mmamzqﬁq Serious ADR type A fisdeanisihsetalddamu e regiment
chemotherapy 7ifin1sTdluaniuun3ias1esi Serious ADR type A fis1agliainudidey uaniy

N3EUIUNITNITIARUITZAUAINTULSS (Grading Severity) Tagld CTCAE 7ilun3osilo goal standard

s

AugetouldlunisdnutsseauausukswazanIvdnsiuiulunisiiuinivue "Acceptable
Severity Threshold" (nawiAnusuussisansuls) waziugniseaniuukuInslumsiiseisinny
ADR ¢t Close monitoring k@ Intensive ADR uazinudoyaiioUssiiuuss@nsn nuninszuiunisi

Toeanuwuuld

6.1151" Strategic Proactive ADR Risk Response 1MWaIuInssuun1siinsedsuasinniueinisia
WeUszaeAINE (ADR) Tungueninny

ANYIYEVD813ANY AD ADR dnluvinlidedinviudiiuieu HAD undinane Quality of Life
uay Treatment Adherence (Ausaniiolun1siuegn) egrsumiena minauldiin EPS (Extrapyramidal
Symptoms) udusTlidnnisdegn euldagidniusuaznduan Re-admit Sudruanildefiunvesnis
andulalun1suiuui@n Strategic Proactive ADR Risk Response unwaunnszuaunisidiseisiay
AnsuenishiitaUseasdannen (ADR) lunquendngy

6.1 151ldd1ursausn Common Serious ADR type A Tugn3ane wasuiu13nnis ADR
wilauluy N1353an13 ADR lungueunaiivndald

lunquendnng 151liaiunsauen Common Serious ADR wu EPS aanunla wniloulun1sdnnis
serious ADR wasetunguaafiv1dn iz EPS WUu Serious ADR type A fdsmansynuseis Quality
of Life wa Treatment Adherence (A3usaudialunisiugn) veUiuag1aunuazidonsinisings
121314 Fofyunsihuunfn Strategic Proactive ADR Risk Response anldlunseenuuunassimmilunis
U%Wﬁﬁ'@miﬁdﬂﬁju Serious ADR type A #itdu Common Serious ADR type A A9 EPS Wag Serious
ADR type A ifindu Tuunanudagretinguenis EPS andufunuulunisatesnisdouslunisii
LWIAA Strategic Proactive ADR Risk Response 1oonuwuulun15dnnIs Serious ADR type A Imaq'u&n

ALY
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6.2 MIIAUUITLAUANINTULIIVINGNDINS  EPS 31nn15ldandnny

n1511 Strategic Proactive ADR Risk Response 31MsIuInNszuun13n1sI15219@AR14 ADR Tu
mﬂﬁz’fm%mmjﬁ?utj'mﬁéfaqL'%'méfummﬁmLLﬁaizﬁummguLLiﬂ ( Grading Severity) @suuiniglunis
Faudssziunmsuusaitethlugmsnevaussimnzanlunguenining sie1vaguliiduassiuima
Wit 1 wwadi 1 Wiedesile AIMS (Abnormal Involuntary Movement Scale) #3® SAS (Simpson-
Angus Scale) Tun1sussiliu wazdpuusszauanugunse wazgnsilldlumeedin wag
Wuaneit 2 ADUNYTUIALARZUATARUITEAUAUTULSY (grading severity)UBInuleImuuTun
Feluusazuuimariferuardedounnmeiuludvvend nlnazdon duwiellil

6.2.1 wuadi 1 MHa3asfio AIMS (Abnormal Involuntary Movement Scale) wag SAS

(Simpson-Angus Scale) TunsUszidiu uazdauusszauaugunse wazn1siluldlunisaddin

=

AIMS (Abnormal Involuntary Movement Scale) ikag SAS (Simpson-Angus Scale) Fadwedosdled

Tesuniseausulusesuaina wag dalaindu Goal standard 1@5e9ilanileadailauiten19aaainuinue

[
(%

Tunsguduialsz@nsnn Meanusugn (accuracy) wazaaula (sensitivity) ¥a9 1ASeilonInane

17,18,19

fiurvee AIMS (Abnormal Involuntary Movement Scale) waz SAS (Simpson-Angus

Scale)

1. Abnormal Involuntary Movement Scale (AIMS)*>*¢

finuazanudrAny: AIMS gniwaiunTulag National Institute of Mental Health (NIMH) Uszine
anssawini Tuted 1970 ieldidueieadlennsgiulunisnsiadansesnig Tardive Dyskinesia
(TD) ioormsirdeulminUnifiintuniendmnmsldordulsaamdunaiuy
dnwazvanazasiie: Wunsusuiiulnenisdane (Observational Scale) Tu 7 d@uwessrsnie: luntn/
U, WU, U1, Lagasn

AZUUL (Scoring): 0 (Llf)) fia 4 (Fuwsann)

2. Simpson-Angus Scale (SAS)

17II3J’1LLa&’ﬂ’NﬁJﬁ’]ﬁlzyl:ﬁ’GMU’l%uI@EJ George M. Simpson &z William E. Angus Tu¥ 1970 1SuwaIasiled
Wun15Usduen15 Druginduced Parkinsonism (DIP) %3 881n15%73 Aududiifinainen 1wy dauds
NS du)

Snuazvanaiasdie: Wun15n529519m8 (Physical Examination) 194 mMsinauAiveandiuiie
(Rigidity), N1FLAIWYL, WaveINau
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AZUUY ( Scoring) : Usenaumie 10 $18A15 UseilluAzuuu 0-4 Lyuiy

6.3 AAUUANAI9IZIIN9 Abnormal Involuntary Movement Scale (AIMS) tiag Simpson-

Angus Scale (SAS)wazn1sululd

wiagavUszidivemsiadoulmiiiaund (EPS) ndleuriu usn1sunluldiieyseidiu EPS dull

ANMULANATY TngeIasiianandnn danumanzauveensuintuldlneduiu "demenan’ wag "anvae

913" AAnTulussuzaanissnenfiansiy weliinanudaauiweasuilumsmadssuiisuliiu

wWislianisiasanlunisinlulvlregataauliduay

AN5199 5 ans1udSeuiisuaneaen1sigeu 581319 AIMS wag SAS

AIMS (Abnormal

UszmudSeuiisu Involuntary Movement SAS (Simpson-Angus Scale)
Scale)
. wWhienns "edeuluaiu" | Wiueins "indeulurliiean/
wWhnuneuan L.
(Involuntary) waLtn3e” (Rigidity)
Y Tardive Dyskinesia (TD) \Ju | Drug-Induced Parkinsonism
J99U890I1N51A

%an

(DIP) Junan

an2EMNA (Onset)

AN AAANNNIT e "wu" (Late

AnLNnYa9 "IBuen" s "Usu

onset) wuen" (Early onset)
. nsvdulan, dulay, ey | dudanilouusud, wuvide,
ANWaILaINIT o o .
91N16, ENENTNTL winldunduuy, du
— - "n15dana" (Observation) u | "n13n33a519me" (Physical
5N13U38UUY

[y

nan

Exam) Wy vi3utese

AMNFIUVDIATDINONG AIMS wag SAS

U} | d"-d‘ﬁ"d' T wagdd 3 a A N |
o SAS (1iuAL "rila/wde"): nds "sadiusnAe” 91159 ning udee) LAuleq wllouauwAf

Wunsaudu (Parkinsonism) @9n1suseiiiunenuiasoudntvvduwvusauldinadaninuils

(Rigidity)

o AIMS (Wiuada "gndn"): dnde "saiaTesdunTanunlnaslila” einsazvduluunedee

nruldlalansta (Involuntary) 1 fugunseiewny WseUinayualiu nsussliudnyastiuagy

o/ [ < a v Y
waspuldegrineg AUssiiulaua
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nsi Ul Tuluneadtn
o asuuinw / U3uen (Acute Phase): wuzthlsild SAS iundn mneauldinesifineinis
wiangs wieduludaedl (Early EPS)
o drsinwisieiiles (Maintenance Phase): wuzailild AMS iHumdn (1Wu nn 3-6 1iew) Liledn
ns8481M13gndn (Tardive Dyskinesia) fifnazase s Tnauileldenluuug
N5 AIMS aUszendldluniepddin
JoA15szivne 1519glainae "ﬂzLLuuqqqmiu%’ﬂm%’wﬁQ" (The highest rating in any single
anatomical site) 13ll¥AzuuuTIAnYIa wdnhufisussiuinusiauguLsfiaaunUIauRazT
fasuald tumnefiein aoumenuiadesinisudssduausunswongueims EPS Iluusazszdy
wfimneuauesedls wszluy Ussdiu AIMS wag SAS Wisuidleu Close monitoring fidadldaaug
Aulnuet severity flanungiuiaazdiosinnisdautsssiuanuguisaiieanuuuld meufuuumidly

ANTABUAUDY) AU IDE19 I

A157199 6 AN19A2BE19INTIDNSHIBUNU Severity Level AU Azuuuanuuulseidiu AIMS lauas

wuanelun1sinnIg
- . FTAUAUTULIY (Severity
HaUsiliy AIMS (57849) AUNUIYUAZNITNDUAUDY
Level)
16 0 nde Level 1: Normal Undl / sy amnuseuund
Guiiundueny / Tuiinliidh
ay Yy =& vy . .
Adaladonileld 1 Level 2: Minimal Lo
seuiiy
ooy s galde: Fuaady TD Aaaisy
livaladanild 2 Level 3: Mild (Threshold) | . _ , _
UINWINULNDUTULNY
. TRRULALIUNIUTIN / AD9
fvaladonila 3 Level 4: Moderate o
Action Uy
. . JUUITINGA / ABIVERELINTD
livaladanild 4 Level 5: Severe 4 L A
WaguNgueInum
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A157°9% 7 N5 Mapping AZWUL SAS LI1AU Severity Level Laguuannen1sinng

R Y FTAUAUTULIY (Severity NNINDUAUDITITEUU
HNaUseLlUI18UBUDY SAS
Level) (System Response)

AZUWUY 0 YNt Level 1: Normal Safe: guanuuAsgIUUNG

Watchful Waiting: Ju#inly

ey aus \Ju Baseline wazfinmueinig
lidaladaniala 1 Level 2: Minimal y B )
Pl 24-48 Falus (mndu

AUaely)

Trigger Point: $1891ULAGUNT/
oy dus e eRansanlieud EPS
fvaladanild 2 Level 3: Mild (Threshold) , .
(WU Benztropine) M3aUsuan

YUY

Active Intervention: f94

ey oy dwy dnsvud inszeuldozsui
fdaladonilela 3 Level 4: Moderate . D a A x.
aun fMude viendwiaun

RN PRREGARG

Urgent Action: 21n15udain3a
TuguUTs (Wu Cogwheel
fdoladoniisla 4 Level 5: Severe rigidity TaLaw) LA

AMITUNINGOU ARINYALIUAY

Aualnadn

v =

Jofuazdardevainisyi AIMS wag SAS unldludaruneruraludsemelng

= 1

Faf fio 10w wIedlenlasulisanuududuasiuszdniamas deuidennddaauialg
U v < dl' A A g < < £ ! !
seasusnuekazdndnduesesdonduainauazilu Goal standard waraunsaiuteyasiesanlig

LY

MATeNTRuA N
daidy Ae danududoulunisulanatsluuisnsd waglunislddasldanudervigass
NeUIAIANTRRUsTAUNTalluNTUTEEY INTIZAZLLY 529199 3 ag 4 Aeudemnslutneennis wag

ezt lgwenuianesunsineusulunsigwuuUssluwielmannisldeas Useiiiuiiwaiugn
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USUN

WUINNEN 2 FATUNEIUIALARZLINIALUITZAUAINTULSS (grading severity)UBInuULEINIY

wang1alsNmulunsdlven1sdnuuessAuAINTULIIUBIBNTANTTUTUANTUNETUIARARZUA

ﬁ?ﬂ?iﬂﬂ%’ﬁﬂﬂ@@ﬂLL‘U‘Uﬂ’ﬁ%‘vﬂLLT.iQi%C:ﬁJﬂ’J']‘LIENLLNL@\‘isLﬁL‘Vill’]5?[11ﬁ‘Uﬁﬂ’W‘UWEJ’]U’]@‘U’PJWWL@QI@QWJLW?]Bﬂ’ﬁ

IABUITEAUTLALN L AUAUUSUNIUNISIAUS NS TUADIAI R UTANeTTY INSNEINTATUDNITINEIAU

YDIFIBITINTY srvumAluladansaumaNavldonon15deans udaiou ADR TuudagseAuAIIL UL
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A01UNeNU1a89UsEAlNe NziwwInIan 2 11l fs @aiune1ulaeenkuulunSIARUISEAULDY kay

Ul imngauiuuTun iasiaiunsaltib@a COl (Continuous Quality Improvement) 4NW6IUN

LUUUSELIULAZN1TIALUISEAU UDdWAazaaIUNe1UaLD9be Lialiid Anakiiugn (accuracy) wagAnll

a (sensitivity) 3NnTU
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1.) 8n51n159AN15 ADR TuszauBudu (Early Intervention Rate)
g SovavveaUieiitin ADR (Wu EPS %5 Akathisia) udalasunisdnnis (Usuen/Iienus) daus
ANUTUTITEAU Level 1 %50 2

Wniang: > 90% VoAENHTIINU

(%
L U LY ¥

Usslomivasiadin : it indaviiouin "manodihsefweusiazdonne’ fumeruianasindunsiingu
1 (Sensitivity) gannlunisinduensieufieuldagnsinuaussinvenen

2.) 951151 ADR ‘guLLSﬁﬁﬂaﬂﬁ'ulﬁ (Preventable Severe ADR Rate)

fgu: gURn1sain1siin ADR Tusedu Level 4 %38 5 (W Acute Dystonia Juusavise NMS) TugUaely
(IPD)

Wuune: 0% (Zero Tolerance)
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wWnnne: anasegslitddAgleiisuiual Baseline 1Ay
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21n15lieUszaeANe (ADR) Tungueninny

(% 1 1
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