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F1Mefuslaa isenuaNITa vieamn MAInuewuslam wu auea tane Wusiu

(5) anuAaUNALANLAnTeN13nT5U (congenital  anomaly/ birth  defect) dloasden
fuslnaldsundnsdusiaulnatountsfasssuielussniunsdasssuddmalifnanuinUnfus
Millavemisn w3ensnisy
5. finthiifidesihssfauazdemeenu

fvihiidosinmu 1#hseTs Ussilunanaonausissuennslifisssasdannnslduaniaei
ayulnsnendalasueugindedinnuAnenITuNITEIMTLAZET laun

1) fFveynnandnnandasiayulng - dvihifeniy dhseds Ussidunanaonau
U mslifisUszasdannslindnsaiagulnsfioungn

2) ff3ueyamintwdndusiayulng Sniiifeam szl Useidunanaonay
e mshifisUszasdainnslingnsasiaulnsiauint



o

3) Susngnvendadadiayulng  s1eauensiifisUssasaannsldundn o
auulwsinuneg

1) yanadulafifimihiidesinn hsefe nsUssidiunanasnaunissenueinslsl
fasrasanmisldnandastayulnsaungurangitmenindusiayulng

e Tunsalifinmsueumnesuslinszyinmsmenuumiiiduluay “gilenslday
sEUUAsAUIMANITUINsTeyaTmassuieatu ennshifisszasdnnnisldnansasigunmn
suuuueeulatl AE Service” annsafnwiiaAnldiiiuled hitps://hpvcth.fda.moph.go.th/ iden
“LONANTINELNS TR “gile wwInne” 1den “dmugusenaunis”

6. unumuazAMuTURnYauvesiinthiliihszSauazdeseau
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dlineuanznssunsemsiazImuiinganeiivue sadmeutesnaiuviednniunansdi
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7.2 sneudiola (When to report ?)
seeu ensuidonssulifsszasdiindundannisldndadusiayulngnis
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report) TUNANUTEIANYDIINToULNIUTE AR

Usznnvasdoya sruATILSN FIUUNMTAAAIUNE
(initial report) (follow up report)
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WA WA
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2.1 duns1809%In (life-threatening)
dleduilaa flanuidssgeionns
FeTin o a1 lensiindu wu
WAnn1azdenannufisegiui
JULTY (@anaphylactic shock) n13g
weavinela (apnea) {Wusiu

2.2 goudnsunisinwlulsaneiuia
wiotfiuszeziiarlunisnuiluy
Tsame1urauuiy (prolongation
of existing hospitalization

2.3 ANUANITANT KI9L5AULEINTE
(persistent or significant
disability/  incapacity) dleiiia
ornseulaelsyasaiiintudu
Wa  lyaaadendnaldaiunse
A13TINNINUNG dananans
WasuwUatuuun1asndagnad
HedrAgy vlAAaaudsnIY ¥ie
n1siratalaseadiantifives
$19N18UBIEUTLAA n30
AUANTTO NTOAUNINTINVBY
duslae wiu aven lnane 1Wusiu




2.4 AURaUNAkALanIeN1sNIgY
(congenital anomaly/ birth defect)
deasdeinguilaalddunan foei
ayulwsdounisienssdnioly
symInensnansssudadnaliiin
ANURAAUNRLAALLA UDINITN %30
Mgy

3. p1nsoulifisUszasavtinliionss | ® dadesteunielu 2 wheu | *anelu 2 ieutuus
s1emanizndnfusiayulngd | duudldsunsuadausn Is5udoyaiiiani
119N9IUAUENTIUNITOINITHALEN

Usgn1AnNInUn
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7.3 51891u814ls (How to report ?)

(1) omsduliislszasrannisldndndusiayulnsynuiia Widadeseanuludnuue
eudeyanUlaenielanizse (Individual Case Safety Report; ICSR) laglduuusiganu
win1sallifisUszasaainnstdndnsdasiguain (HPVC form 1) TuguuuuBidnnsetind (electronic
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othatoedeiifeyauioluilumeny Tiud

1) deyamly loud Ussianeau
2) doyafsonu lud Sudoulfinsumenisel Suideudiisnenu Joundaiiin
wansal lavsauvasiAnmgnnel Smia Jeundsiidesau lavsiaunasiidensany damin
3) foyamiluvesiitae 1aud na o1y
4) Toyandnduanavnin towa FoaniTy yiandnsdusiguan S, C, 1)
5) FoyamnnisallifieUsvasd oun Jammnsallifeuszasd
7.4 s189ulUiila (Where to report ?)
fmihfidesnsnuanmsaidendemsnsdeneauenslifisussasdainnslaudnsosi
anulnsld 2 9009
1) #1UsEUU AE online reporting vesAudiinseianulasnfuiundndueiguan
(HPVO) w3e
2) Tuvuseanumgnsailifisuszasdannslindnsusiquam (HPVC form 1) @4
anunsanilvaakuuTenudinanlsmnnivlsdvesaudiisy TnnuvasadesundnSasiaunin
https://hpvcth.fda.moph.go.th/ LLazﬁ'qmewmulﬂﬁquéﬂwﬁammﬂaa@ﬁaéfmwﬁmﬁmsﬁ
qunMm
- yaluswdldviodsfenuies Mnesgnsmaniiazunuay SiniuanznTINTg
PINshazen Muana1nviy duneiiles Yamdauunys 11000 3
- MalUswdlddiannseiing (e-mail): adr@fda.moph.go.th

a v v ¢ a . (14-23)
8 N1TUITUUANUANWUSHYIENS (causality assessment)

nsUsEuANNANRUSI T me) WunsUszliuauduiussevninawdndue (ayulns) ald
Aumgnisatsulifislszasriintu ieusdiwdndunilddlonaduamgdmalminummniseiou
Lifsszasrintunialiodisls luszauaruiiazdu (probability)  iwinla sl Yuiudn

a (% ¢ & 1 < v a g . = (% al A o 1

nandueisenalulatenduaivnlagnse (direct cause) Wsaladuidien nseliladedusiu (co-
factor) WU ANEgYAINYBIUIEVTONANANNBUNLYIIN (concomitant  product) fady Jg
Indudesinnsayniedefionnluannnegisnsudiu aseurquynUsznuiitierdes tagauise
Usziflusenugiiglangsiy (individual case assessment) 38 Useiliuannyadeyasigaiugiag
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mﬂwmm'?i 3 WHO-UMC causality assessment criteria

Causality term

Assessment criteria®

Certain

Probable

Possible

Unlikely

Conditional/Unclassified

Unassessable/

Unclassifiable

Event or laboratory test abnormality, with plausible time relationship
to drug intake

Cannot be explained by disease or other drugs

Response to withdrawal plausible (Pharmacologically, pathologically)
Event definitive pharmacologically or phenomenologically (i.e. an
objective and specific medical disorder or a recognized
pharmacological phenomenon)

Rechallenge satisfactory, if necessary

Event or laboratory test abnormality, with reasonable time relationship
to drug intake

Unlikely to be attributed to disease or other drugs

Response to withdrawal clinically reasonable

Rechallenge not required

Event or laboratory test abnormality, with reasonable time relationship
to drug intake

Could also be explained by disease or other drugs Information on drug
withdrawal may be lacking or Unclear

Event or laboratory test abnormality, with a time to drug intake that
makes a relationship improbable (but not impossible)

Disease or other drugs provide plausible explanations

Event or laboratory test abnormality

More data for proper assessment needed, or

Additional data under examination

Report suggesting an adverse reaction

Cannot be judged because information is insufficient or contradictory

Data cannot be supplemented or verified

*All points should be reasonably complied with

A1ANUINA 4 Naranjo’s algorithm

A0 T Wld lnsu ezuwuu
1. wedlagunsesienunisufisetuuamsely +1 0 0
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2. erms/mnsallaifssvassiiAntunendmnldsueiineindy +2 | -1
annsell
3. I3/Avmmanilsifssrasdiiitudengnendingn vioudleliien +1 | 0
FuTis1mnz112a3 (specific antagonist) well
4. enms/vmnsalliifssrasddinarifntude sl lnviold +2 | -1
5. UfefiiAntuanansoifinananvndu (uenwieains) Y35 1| 42
lonsall
6. URsedanannantudnidlelmaenuiell 1|+l
7. annsoesviaviinueldluden iFeveunaidu) luliumana +1 0
\nduidufivvidelsl
8. Ug‘jﬁ‘%mquumﬁmﬁu deifiuvuingvideanausuusiaileantuin 1 0
g1v3alyl
9. fihemeiiufiseuvilowniendiondstuiiunou umsldtueasa +1 | 0
now 9 wIall
10. om3/nansallifesvasdil IWsunstusilaendngrudidu +1 | 0
5Us33U (objective evidence) n3all
53
nan1sUsziy wiadu 4 seiy
AZWUUINNNTIYTRWINAU 9 = Definite/Certain
AZLUWLINAY 5-8 = Probable
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