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Device Regulatory Forum (IMDRF) &stUseineaasn@naziimsianifsuwnmaljifsunonmvuauag
g Y o A Y- | vy Y] = a v A a v

wuunenunlduiuieseiuasedlownmdinianudaendy sudmisuanilfsuteyailineites
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Ausisaumgnisalliiassasrnlasunsownliunenafiafuniinisisenfaurselinnsandunisuily
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\Feafude wielviiuladiedesdeunndindaviednddussanamuazanulasnis mnutsmm
UNUIMBIETIBNY UNUTMTBsMIASE Alenudmiinarinismenulariuneunsieny syosae
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1) {51897 JWdn Yudn way Device User Faciliies \Jusneemuuuuniatsdu (mandatory
reporting) wiyARININ1INISLIMELazUsinA S1eaulagadiasla (spontaneous reporting)
2) UnumMYeeNAsg FDA  aullunisasuniudeya asivaeuEnan §undn gldenu 9n
enuiiguteyaves FDA
3) Haudni
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vioulugnismenienndunseousvidonnuinuniveuaiesilounnddamniindgiazinllg
NIRNEVsENILTURTIB 8Ll
3.2) maailunsudluileninulasadelunisldiniasdounnd WunisiFenfuuas
n13uAly (Recall and correction)
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withdrawal

4) nauiinsmsnunaztunaulunsTeay
4.1) innssinsRarsanmensallifisUssasdiintutuiedesdownmd

(1) AnANasTNgveLsvsely

(2) @eTInnseiinanunguuenselyl

(3) VIauNBusHRoIAAM T NUSURnUNRYe AT oslauNNd T oNaFINa AR
NnieFosilounnguszian ASR/PSR videlsl

mnlsidrhedeniedelaliiosiesu

4.2) nasinsiinnsanssnunssidunmsidluiendasadelunislfieiosdeunnd

N5UsEIudUASI9ABE YA (Health Hazard Evaluation) WiaUsznaunsiiansannsiienfuyes
U.S.FDA Fuifulladusielui

- fllsa vomsunduiiAstuainnisldiedosdiownmeviolyl

- amegiidueginadeanimmisnddn dedudadonywdudndudunsodoguam
naagUsesauayutoyamdinemanslauysalvidiiuld videdomnunisaguiluanudaiuus
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- Usziiulemanisiindunsietiuy
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5) 92821981N1991897U
5.1) nadullsifisUszasdiiintusugusioa
BHER
- 918 AIZFURTIBEIBUTY LagnsviuduRinnfvesaiosilounnd el
FDA nsrunely 30 Tu
- ANANENSITEYeLTInely 5 Juvinis
Fuiudn
- 918 A1EdURTIEIIELTY S8 Ul FDA wavgnaansuniglu 30 Ju
- myvhausuiieunfvearsesdeunmdsesmiligudmmsunely 30 fu
User Facility
- ihlugmadedin seanulil FDA waggnasmuaelu 10 Juvins
5.2) wsumssdunsudluionnuvaendslunsliiedesdiownmd
nasenubosdiu Fesdudumaniglu 10 Suvhmsiuanufisuduiums
N19931891URANIMKE N15518UaUNTRINITFenAY Azlunissenudy
aaaUsvann 2-4 dUam
- insosilounméiiinlugnnzdunsieeuss monulindadusinsivmnliniiu
51891l FDA ns1uniely 10 Fwving
- PuswnenuMsdeTinuasamedunneieussds FDA nniull 1 inmeuvemnd
Uszmadidu [12, 17, 18]
1) §31897u Jude g dunudminglulssmevesindndisussinady  mandatory
reporting W# Medical facility qﬂa’mimﬂmmww&j LLang%Iﬂﬂ 318914 spontaneous reporting
2) mema\amﬂ%’g Pharmaceuticals and Medical Devices Agency (PMDA) SU31841U
NNEFUoyANaR 1 ReafuUsEAvEamuazauUaenisvesadasiounng uavdsdeyaluly
NILNTNEAITITUGULTINULALATAANS (Ministry of Health, Labour and Welfare; MHLW) ileeen
UINTNITAN )
3) feguni
3.1) wansadlineUseasaA (Adverse Event) visingA1uin
- WA AYNENTEY AuRaUNGE w3edu q AvhldAnnisuiaduainnisld
\n3esilounmng



- Jymnaavesdesiounme
- HANAUTUNNTB
- wmmsallsifisUszasaithlugnsuimiu s Adustusiunsldiaiessiounnd
- lifidayaluamnminldaueraviliinanuianaiatunisldem
3.2) masdiunisudluiiennuvasaselumsldinsasfiownnd
Recall : NM3L39nNAUNERTUINDENIINTIBINAN
Repair : M3y Wasuwlas Msdaniswsensivaeunandaailaglifinisdanis
uesasteunmdtusenainaanuiisimuig
4) wnasinssenuwassuneulunisseny
inaginsimsumgnsallifisvsrasdfiiatutuieesdiownms linuinusinisseny
WANULNIINISRIITUISIB9unsAdunsudluiiiaaulasadelunisidiadasiiownnduis
Uszlnnuesns recall/repair musgAuiidusunsiosogunim
Class | : mslinAndusitundronniinavarsguaimediseuswviodsdin

=Y

Class Il : M3ldnandaeituenalinatins1vitenudenenaguaIniausanauaug
Unilamsethlugnsihangguaimegiaieuss
Class IIl : Msldnandaaiulaitiagyinangaunin

5) 92821981N1997897U

5.1 HameNLUSURnUNATeAT0saUNmS WUIRNLANLITULSS

JULS

(1) liiswazBealunivuzussavse IFU (Wildranisalld) seamnielu 30 Ju

(2) figazidealunivurussanse IFU (A1an13eild) lianunsousziliudninves
guAn1sallasenunely 15 Ju

(3) I5wazBunlunvuzussse IFU (mMen1saild) wenuilonnds 2 steaunielu 30 u

laiguusg

(1) bifiswazdenlunruzussie IFU sesuussddiemeifnluussma

(2) Ixeazidentun1yuzussise IFU ldeseny

6.2 uadullsifisUszasdiiintusugusina

sunsainidedin

(1) #/lifissazBenlunivusussgns IFU Tudsemanigly 15 Ju

(2) lWifiseazBenlunivurussavse IFU sdsswmeanielu 15 Tu

(3) I58azBunlun1yuzusIgne IFU asUssmanigly 15 Ju ldanunsaussdudng
Y939yAnTIalle sneauniely 15 Ju
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Jussualivinlideddn
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guAn1saile

(2) Heaudenlunvuzussynse IFU Wuwsnisaiuenmtiean (1) sieaumelu 30 Ju

(3) I578azBunlun1vUEUIIMID IFU 3ndsdsemasienuniely 30 Ju



Taiquuss
(1) ifiswazideslunruzusspie IFU mesmussddiameiinlussma
(2) I5wazdunlun1yuzussgnse IFU ldeaseny
6.3 MerumnsallifssrasdiviiliAnmsinde
Tuuszsine
(1) Juwss I/lifisneazidenalunvusussanse IFU anglu 15 Tu
(2) liguuss Wifieazdealunvuzussgrse IFU agly 15 Tu
(3) liguuss dsneazdenlunivusussanse IFU lddeeseau
ArsussInA
(1) Junse /lifisneazdenlunivusussynse IFU anelu 15 u
(2) Tiguuwse T/ifineazBenlunyuzussise IFU Loy
6.4 Meunsiidumsudlufionnudasadelunisliiniesiiounnd Amuaiismnn
JusesailusnsUszwmalisenuaigly 15 Ju

Uszwnagealus [19, 20]
1) §3rweu fudn it dunudmne/mioddunsidowdu mandatory  reporting
wiyAaININIINTsLNduaziustnalu spontaneous reporting
2) UNUMYBINIATY Health Singapore Authority (HSA) finifisussnunazyiucii
ANMIUNTABUAIUTIBINU AE VBENER 11id1 ﬂﬁmﬁi”mma/ﬁa;ﬁwuﬁau
3) Heudni
3.1) wan19allaiNaUs2a9A (Adverse  Event) nu1eA 197 winnsalla o w3e
wnn3aidy 1 fuansfannuunwsadugunsaimansunnduienansenuiiintuiifedesainnis
THuedasdiownnd
3.2) aduliieUseaed (Adverse Effect) munganain e1msla g ivilisnanieseuus
Huiwidodususmenngunsaimaundviesuuliimesdnasossneviegunmuesywd
3.3) nrsaniuntsufluiianinuvasadelunisldiaTesiounnd vuneaiiudn
1195n15la9 WileanAudeeRen1Inne viennzanamps T LTHeguAMTIALaTosTUNNSTY
\3osiounme Tnaidvasndnsi i
1. NMIFINAUNENANINLABLAVOINEN A9
2. nMsdsuasomaunuseraaedesiiounns
3. n1sufdaleg MAeadestunisldindessiounnd Fadulumuduuziives
LNUDINARA U
4. maguatithefiiedmannsliiedosdiounndiy
5. maguagtheiAntiymannsldiadesiiounnd syuTen1sUasy Mssenuuy
1A8LA1VOINAN A9
6. NMaUAsuLlanain viiesuuzteg st
7. maUfuuswenuasildiuedesdiounng
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4) wasinseusazsuaeulunseny
T5use91u AE - 9nsnlsemaenusmuaensaisdeunndfiaulaviedonis
AuAuiAYTY
4.1) nainsfiansansenuRansyhnuduinuniveunsesdounngudenasulifis
UsrasdiiAnduiuduilne Tunsdifwiolud
(1) fwmmsalifindu (ncident) uag
(2) adoinadosfloundifedestummnisniiintu uag
(3) wmmanifenanathlugnadng Tunsdiviensdla delud
- mazﬂﬂﬂ’ma’lﬁﬁmqﬁﬂmm (Serious threat public health)
- @TINNIDNNILOUNTIBIULIT (death or serious injury)
- nsdififoyaviondngiuiivedin mniiamanisalindudn agilgnis
e invisedunsngineusaeduslan
Tunsalidoaedeiniumgnisaliinessieerunsols Widadunannisinasessigaruinndiies
lafsrer974
4.2) nawein1sinnsansenunsiiunseiluiiernudaeadelunisldiedesiiounns
(1) Hgfndnnelulssimaniedduainszatgeglulseina Tisienunuiuunesy
MDRR1 reporting
(2) Lfﬂuﬁué’wmﬂﬁmﬂizmﬁﬁ'ﬁauﬁ’lagﬂuﬂé’qﬁuﬁm%ﬁmiwmLﬁauiuﬂiszﬂ
A9AlUT $1891UMLLUUNDIH MDRR3 reporting
VN TIE9IARNIMHA LYW I MDRR2 reporting
5) 92821981N1591897U
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5.2) enunsindunsudludiennuvaenselunisidiniasdiownnd
sreeuatunsn nelu 24 FHlusuaniufidadulasusiiunisudly
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3.2 szuunsihszennnalaeadeduiniesiounndlulssmelne

et ow. TymheruiisuiaveulumsihseTsanuaendoduriosdiounmdvdeengnain
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TnogudidszSsmmnasndofundnsnsiguam Wumhenuiisunenumsihss Tenuasadoan
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Yorausuuzuafiuiiisidosiumsiiisefinudasasofuadesiiounnd $1udu 2 fuvdn loun
AuzThauUsziiunnudEssi s odlounmduasanzaynssumsihse Sernuaendouagdanisaoy
Aosinuadedilownmd Tngauraunssuns axfiarsamniussiunangring auginnun wag
AnizoynsINN1sY Sellvthfifaussuunsunsnuiiusyuuesulal davigilouuimisdmiv
fuszneumslumsmenuramsvinusuiaunfvesesosileurmdvs omgmsaiduliifiaszasdfiin
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@UU 2) w.A. 2562 1as1 41(@) Al annzdeuanuussnaums J5usunn fudssen1sessen

A Y Y Y Ao o o v A a < IS CA | 6 | =2 sl a
VoAt AT e uRaM B IusuRaUNRvees alaunng visemmmsalduliisUssasdiniin
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viseguimenmaudunliuf dhamsnnm 419) visedevinserusuduna dessendvedianlifumied
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nzfsuanulssneunviseanudvnnliuf iRinuines 41(4) visednrinsenududuma Fowsrdn
ankifunsiew vseUSuliliiuimiiuum @ws 100/1 wavanmsn 100/1 ¥55eaedl, 2] den ee. I
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2 wIMNTIENURANM LB URaUNRvaRTaWawnmdwamnnsaldulinUssas
L“ﬂ%unwuﬂnmmui’mmumiﬂ'1Luumsu,f’ﬂ%L‘wamwilaaﬂnﬂ“lumﬂmﬂsamauwm[21]
ATNNUANENTIUNTOIMTHATE LA TAVUUINE M UL UTENoUN1TlUNITTIBNURANTS
nuduRaUnfveaseliownnd vizamsmsalsuldfisUssasrinatuiuguslaa warn1ssenums
o a ~ o v A P ¢ A vy v &
atiunsuiluiennuasaislunsldiasesdlownnd welvigusznaunisanansaldiluiuimslunis
enuY Wt gnaewswnuTngUirarresene wnneanandassddydal
1. YBULIAYBINITIVEIU
a a ¢ A O Ay ve f A o & 9] a P ¢
ATOUARUIATRINlBLNENNYTaNTLYi Uy ¥ErTadn] elsenaumelniasiiownnd
g oA aa o | . . . . . al = &l
lgian15IHaRe N 18Uan$19N18 (In vitro diagnostic medical devices; IVDs) hagtATDINDLNNEN
Taleien1sitagsn1euans1enie (non-IVDs)
2. ARYUANA
Wy deudniuanuieainusenie Anvuald 1wy 1W1ven@ndue nsaiunis
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3. fiindhndeseau loun
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1) NesuNansusuRaUnfiveunIoslounmdvienasulifisUsvasimintuiu
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3) srearunsedumsudladiornudasastlunisldniesiiownns (5.u.n.2)
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fwiun TnefisoasiSond
1) Seauran s uinunivesadesdiounnduionasulifisUssasdiinduiu
fuslam (wuu 531) §imthiineaudesdisemuilunsddielud

(1) Twnmsaliietu Fesudwanmedeunsadiownmd (MussuuUssiununm

[
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Aawsnanitw) wag
(2) adoinedeslounmsvesiivinfinenuieadesiumgnisaififniu uas
(3) wgnsaifanailuguadng lunsduiansdla fwieluil
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o |FeTinvisennrdunieeuse
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Yaymanmsldiasesiounnd (Medical Device Problem)

(Adverse Event/Device Defect)

laifpesn8anu

laiendes

wiansainAnTuasdedn
finSesilaunndifertamsely

v

BAGIEPAGIERLRN

Wi yaaInsInsunndasdednieados
Tfeyanisiinuuuilluefie

s a

wignsaiiinilgdeseaseu Wusu
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(1) AMIEANATUNENSITUVDETIBUTS
o4 on

(2) deTiavisenmizdunsieiiouss
(3) nsdifiideyaviendngruneinIn st
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ALY 5401
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AR et

- H3uauaawdn it e
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FIPNUAUUUY
sl melu
LIAIINUA
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a {aidl
FIPNUATIUUY
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UM 1 nszviunmsdndulaiiedarinsgaunansinuduiaUnivesnselownngvionasulais
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2) orumsdiiumsuiludieranasadslunisldiaieaiownmd (Wuu sam. 2)

fimhiisenudiosnenulunsdiwiolud

(1) nssndunsle 9 lidndetululsamandosssnaitmunlneidves
wAnfuset 1wy BonAundnde nsufledaulaedesiiownnd madsueiomaunu nsviang
\nTesilounmd msuduieuesnruasadey Wudu uag

(2 Ynguszasdvaamasfiunailornda/annnuidsenamsinnusuriani
vpurdostiounmdvionadulifisUszassifntutufusinannnganaurmsassnaues s ousvie
amudswesyararnmadedimafanmesunmeeussonmsldiesodlounms way

(3) ndesdiounnddandninisaanzifouaniuusznaunis wioudasenis
azlduaviofuoygnlingn ddr vievglulszimalne lunsdienidnuds Wssauanzd
fuslnadsdinisliiadosilounnddua

191YIKANS U (product Owner)
genUInsNsALiuNsINgesiuANUaaniY
Tunsldasesiiownng

v

A4 A e ~
wsesilauwnmgiinisaangideuaniuysznaunis
KI9518ANTALLDEA
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wioSuoynwlvinds/vevielil

Laidl wedusenian £y
lalfpes1897u Fafinrsltiasesiionnndiiu
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lafpeneanu
FIYNUAULUU 5. UN.2
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6. 328219a1N159Aa 93189 L TulUmuUsENIANTE NS E5 S
7. /MY
WUINIET A9NA1LALIIIDAITAILUY 5001 T.0.9.2 19U denenuoanelusudld
deseaunuudianvseiindg wieszuueeulal
8. Aafilidassneanu
- maé’uhjﬁqﬂizmﬁﬁLﬁmsﬁwﬁmmﬂmamaq;ﬁﬂw ?}qﬁagjfiauﬁammﬂ%m?'mﬁmwé
- wadulifsusrasdfiAnturnslfiadosiounndfinanoignislda
- naduldfsUszasdldeusaiiatudosmnaesdiownmdvinauunnsesurasd
syuutesiudsihaulaund
Temaihlugmsiiansidedinuazanizdunsetdesunn
4. 3u q MAgrtes
4.1 sWawA3aafiounng UMDN/GMDN [22]
(1) Universal Medical Device Nomenclature System (UMDNS)
HumsdyaAdwisuedesdeunmsMidunassusewinassmalflunudssuums
muqmﬁﬁum‘%mﬁauwwé (regulatory  system) LarsTUUMsSnTedresedtiounme (procurement
system) St ulneasring Emersency Care Research Institute Tudszmeansgansn awnszluly
vimsteyaldlaglidealidne Ussmalvednmsianldadausnded wa 2540 dmedmusauians
M4 (specialty) mudausld  (inteneded use) WU 31 Uszwnm e Anesthesiology,  Cardiology,
Cardiothoracic Surgery, Clinical Engineering, Clinical Laboratory, Dentistry, Emergency Medicine,
Gastroenterology, Gynecology, Health Facility, Home Care, Implants, Intensive Care Unit, Internal
Medicine, Materials Management,  Nephrology, Neurology, Neurosurgery, Nursing Services,
Obstetrics, Ophthalmology, Orthopedics, Otolaryngology, Pathology, Pediatrics, Physical Medicine,
Proctology, Pulmonary Medicine, Radiology, Surgery, Urology

v A

msivunsaiesileunmed (UMDC Code) axuanaidusiaian 5 nén Buandrdud
10000 Lsmlﬂt,iaa q snuadulnglaifinnumneians mnieseslounmdlifinamvievanldaydl
msauTatiuoen NIy dwaliduineiivesmenmsinansiiddumely
(2) GMDN Global Medical Device Nomenclature (GMDN)

HumssusuiiefiSentd (term) i 9 Faduiidnfurenmumssmeildlunsesueuay
uanairdesilounmdatnagnies wiudh lnslanzee1sds wanAnsindlunitede Yesiu Aamu S
vieusslsavieonsuaduluamed fiautuaneusadovendudsmgyiueiodioums fide
feuAungyne uazgumssunsguagan ) ;nvalan (glsu avsgenim wadjuu) N5t GMON 1
Tnuazsios! license lnegiiiltiileingusvasimemsfazdoadorildaeduned Tas GMON azuss
SofiBunldeam 8,000 Fouardetios (synonym) N1 10,000 Fe el ierenmsldnus du Uagdu GMDN
WnsgulednasssiadmIumuanny 13 20 vuan Tnedagduiinsitvunsiauds 13 vuin fie Active
implantable devices, Anaesthetic and respiratory devices, Dental devices, Electro-mechanical devices,
Hospital hardware, In vitro diagnostic devices, Non-active implantable devices, Ophthalmic and optical
devices, Reusable instruments, Single use devices, Technical aids for disabled persons, Diagnostic and
therapeutic radiation devices, Obsolete terms Wag vacant 8n 7 9 (Lﬁaﬁwamﬁmﬁﬂfjﬂwﬂ e
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Suduaziosdaidluszuunisdavmnem) Aaziimatwunsiamnamiulmiseed meimumnatiy 4
#olu) nauiedesiloaniiy (Generic Device Group) ilussfuvesmsrimusliengauviass Ssanunsadang
Tiurndnsasivionguuesnaniamifiadiendsiu Inglimesnemsiniidenuassiaamsvesiu Jaqiu
dinnuanenssumseuareluTuld GMON lumstunsdeuedesiowms
4.2 iﬁamqmimﬂlsjﬁﬂﬂizmﬁmﬂa IMDRF terminologies for categorized Adverse
Event Reporting (AER): terms, terminology structure and codes[23]
nsldsiaannalunissmenulgmannisidiesodiownmed tnemises IMDRF  1giwiun
IMDRF terminologies for categorized Adverse Event Reporting (AER): terms, terminology structure
and codes sltlumsnenumamsalliifisUszasdanmsliiniesiownmd lneilaguszasdiiion
gndeslumInenuy anmuAquiATsuazfinysEAvE A mesnsEUIIMsUszduna e lildnulsiie
uariineidoyaldioniinisussenedase (free  text) dwmarilsimouausddnniturisudouas
whenufiugua Inefisuuuuvesnsld IMDRF Terminology wusweenidu Annex AF  uudlsiu
4 g il
1. Medical Device Problem terms/codes (Annex A)
THesuredgmiiiatuniasdownnd Tnaidunisusseneludadann (observational
language) lalldussenefaaivnionasiiliin G961989m1a FDA's device issue terms
uazaaAAaeIAy 1ISO Technical Specifications 19218-1

2. Cause investigation terms/codes (Annex B-D)
THo5U835n15 investigate UagHan1s investigate wazazUaniug (root cause) 31NNS
investigate 81989011 FDA's device issue terms War@eananasdniu ISO Technical
Specifications 19218-2
1.1 Type of Investigation terms/codes (Annex B)
1.2 Investigation Findings terms/codes (Annex C)
1.3 Investigation Conclusion terms/codes (Annex D)
3. Patient problem terms/codes (Annex E-F) F95199991n FDA term wa MedDRA
-983EUINNTTHBUNS
3.1 Clinical Signs, Symptoms and Conditions terms/codes (Annex E)
Tdagungnnizvelasunanseny Insewnussuveiesuas Tgymnieassine,
3.2 Health Impact (Annex F)
THoSunonafinusnveangmsallifislszasdaniaesiiounndvosliunanszny
4. Component terms/codes (Annex G - agj5¢131eaWAILN)
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4.3 N159AUSTNNVBILATDILBLNNINIUTEAUANNLEL[24]
AINUAIZNITUNITONMISHAL BN LA TN AUANENLNUNNITIAUTELANLAT DI DL NN AL
a ° Yo a - ¢ & | ~ X P a a ¢ P
ANULEEY Uazimualrdanseounndilu 2 ngu wWeldlunsTunsidewniosiiaunmd lned
SNYALLDYARIL
1. w3aadlaunndnliluinsasliownnddinsunisinadunieuansnaniy (Non-in - vitro
diagnostic medical device) @u15a3nNGUMUAIIESNIAAATY 31N lUEe Awsialull
A = & ~ ' =~ = fala a °
(1) LATBILBWNNTUTLLANT 1 NU1BANNIT LATBILBINNTNIAINLLEEIF
= =~ & a ' Ao &l = YR
(2) 1ATDIBNNTUTEANT 2 VINEAINLIN LAS DI DLNNENTANULELUIUNAN9TEAURN
A oA ¢ ~ ' Ao faa a 1Y)
(3) iTosilounndUsuinnil 3 vneAUd InTellaumgNEANIFUIUNaNITEAUAS
A = & a ' =~ = fala a
(4) 1aTsilaunnguselnnil 4 vingaudn Lesesllennndniiaude g
2. IASodtlaunngdusunTItiadun1euensenig (In vitro diagnostic medical device)
aasadnNFUAUANILEYWOUARALAENITANEITAEY 31Nen U Awialull
A = & a ' =~ = fala a o 1
(1) iaToatlownnduseanil 1 nuneAudl wIssllaunngnilanudswiseyana
WAZNITANSITUEY
a a ¢ a | a P &l a '
(2) A3 BUNNIUSTLLANT 2 NUIBAINNI LATDILBLNNINLANULFLIUIUNA195
UAAAVTOAUFLINABNITANTITUAY
= =~ & PN | = 2 &l A !
(3) nTeslaunngUsziand 3 viungaI1udn neslannngniaudstawayana
NIOAUESIUIUNANFBNITANTITUAY
=~ = ¢ ~ | = = ¢l a ]
(4) \n3esaunngUsziani 4 viungainudn insesdannndniainudesasiayana
LAZNITANSTUAY
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FeoaauUsznoums (Company’s name) |

ﬁag: (Address)

Weor5184 (Reporter) #uda (Position)
1AW (Telephone No.) Awa (E-mail)
ywmalldddnnhsmiriugualsuweoug dnwisuazwidlain Other regulatory authorities to which this report was also sent)

. SUazdgaAIasilauwnng (Device details)

Fan15e1 (Trade name)

?ﬂiaﬁ'lﬁfg (Cormrmon name)
GMDN code
Ussinviaesilawnmg O v Ussiavsmnindes | O vssnnil o (Class ) O Ussinwil o (Class 1)
(Type of medical device) | O NonVD | (Risk classification) O Ussawdi o (Class ) O Yszamdl « (Class V)
Yaudld/ nguszasdnislden (ndication/intended use)

wefimstunsdou O Tuaynn (Licensed Medical AVICE NO.) w.ov.vvcmevsrsssesesssssssssesssssesesssessessse
(Device regulatory status) O Tufuutesonmsaiden (Notified medical deVICE NO.) w.v.erooeeresecereeceesseesesceeessse
O Tu5uaauda (Listed Medical deVICE NO.) w..voevrereeeseemsoesomssesssosseesssesseeses oo
O #u 5 38U (Other, SPECIfY) s
Catalogue No. Model No. Lot/Batch No.

Serial No. Software version

‘qﬂﬂ'ﬁmhﬁ%u (Accessories)

Fof{uan (Physical manufacturer) |

19t (Address)

Uszna (Country) ‘ Blia (E-mall) ]
T mewdndast (Poduct ownen) |
fiag (Address)

Uszwd (Country) | Bia (E-mail) |

3]

]
Y

ar



2

o Poynanuniiianansinauduiiaund/ivansnidulinsUszasd (Healthcare Facility Information)

v v
o =

Faan 1y (Facility’s name)

=i

#ing (Address)

yARANEINTORRsals
(Contact person’s name)

AU
(Position)

Inséwyl (Telephone No.)

aiua (E-mail)

Fundsinsveansasdounmg (Current location of device)

<. Yoynvowman1svinemduiinund/nnnisaidulifeuseasd (information of device defect/adverse event)
O Fwuss (Serious)
Om?xﬂﬂmum\‘!mm'ﬁmmaEJW&%’TEJLL‘?G (Serious threat to public health)
O\de@in (Death)
O amzdunseiouss (Serious injury)
O lai$rwuss (Non-serious)

ALV ANANT 50

(Classification of incident)

NANSYITUDUERUNG
(Medical device problem)
(IMDRF Annex A)

wnnsaldulsifiaUseasd
(Clinical sign, symptoms and
conditions) (IMDRF Annex E)

ussEewmanIsal (Event description)

Tuinmanisal
(Date of incident)

weLinuRUs AU el
(Have any of the similar

events occurred?)

i'uﬁf:gi”lmmm'm

(Company awareness date)
O 1A (Yes) (SEYUTLNA (SPECHTY ThE COUNTTY) oo )
QO vy (No)

O lsinsu (Unknown)

wedinnisalduananvaiediuiniall O 108 (YeSs) UTENA (COUNTTYD oo serees oo
(Have any of other AE occurred by using B 31N19Ne (frequency of occurrence) ...
the medical device for the same cause?) O iy (No) - O b (Unknown)

] s P
Aldnuniosdiownnd
wnuziiinwe (User of device

at the time of the event)

O qmawmmqmmwmé (Healthcare professional)

O B‘ﬁ:ﬂ'sﬁl (Patient)

O HawanUae/gauadn iy (Patient/sick animal caregiver)

O 3y 7 52 (Other, specify) ...

dnwemslonsosdaummed
(Usage of device)

O msl¥nsausn (nitial use)

O msihedaslownmdlindadienynlish (Reuse of a single use device)

O ﬂ1‘513’1Lﬂ%;mﬁmm%ﬂ{l‘ﬁéﬂﬁm&ﬁﬂgﬂ (Reuse of a reusable device)

O Re-service/Refurbished

O 8 9 FEY (OLhET, SPECIY) w.ovovececererieer oo e sesss e ceesisseeesssesans s

Nuudnliuranssnuiuman1alil Innuaisdiowwdiinederiumgnsel

(Number of patients involved)

=k

(Number of devices involved)

a8



&. dayadldsunansznuiawizne (wwnznsalifamnmsaldulinsuseasd) (Patient information (only for adverse event))
Alé¥unanseny O g (Patient) O derithe (Sick animal)

(Affected person) O fauadis/dauadnivae (Patient/sick animal caregiver)

O ypansnensunnd (Healthcare professional)

O #u 9] 38 (Other, SPECify) ..o
O lains1u (Unknown)

Lwet (Gender) O a8 (Male) O %4 (Female) O 'lains1u (Unknown)

¢ (Age at time of the indident) | oeevvvniinnnin, @ (year)/t@iau (month)/1u (day)) O lins1u (Unknown)
A T P — Alansu (kg)

HanIENUTIAATY

(Health impact)

(IMDRF Annex F)

myinwgteiilasunanseyu (Treatment of affected person)

HEAWS O @e¥in (Death) (Yudl (Date): ....../wod o)
(Patient outcome) O ilimeduuni (Not yet recovered)
O merduund (Recovered) (udl (Date): .
O #u 5] 38U (Other, SPECify) ...
. HANTEDUEIL/ATIVABUVDIHNAA/ TN VBINAAAUA

(Results of investigation/inspection from manufacturer/product owner)

Fnsesieasu

(Type of investigation)

(IMDRF Annex B)

HAN1IAIIEBY

(Investigation findings)

(IMDRF Annex C)

@5UNaNINTIvEaY

(Investigation conclusion)

(IMDRF Annex D)

d@lsznau (Component) (IMDRF Annex G) |

fmsedumsunlaiianuiasnfevsali (Is there any policy created for Field Safety Corrective Action?)

O il (No) O 31 (Yes) (HPVCMD3 oo )

masiiunisuila/osiu (Remedial action/corrective action/preventive action)

o. doyaNaAndY 9 Mineatas (Other information)

O dwdhweiusoridoyaissyliisdugnioeziusdmnuiildsunsiudoya
(I attest that the information submitted is true and accurate as | have been informed.)
anwileda (Signature)
%aﬁuaqa}smmu (Name of Reporting Person)
U189 (Date of this report)
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(379) HUUTIBUETUANIINANTBUTIBNURANTINNUSURRUNRvRLATRliauNduas
wian1sallaiieUszasAniiaduiuiuslnauanuseing (Wuu 5.4.0. 2)

WUU 3.0, I
Laﬁuﬁe”}'wﬁd‘um%‘lj‘azﬂauﬂﬁ (Company’s reference No.)

HPVEMDZ= somnsannmnpinisss

E=3 o ar = ~ 4
LL‘U‘UTIEJQ"ﬁJ‘ﬁ?ﬂﬂ"I‘W5‘?i.lﬁ!’l&liﬂUi'!f)\i"ﬁ.lﬂ"litﬂﬂwﬁﬂ'liﬂﬂQﬁuauﬂﬂﬂﬂﬂ‘ﬂa%ﬂiaﬂﬁﬂLL‘WVIEj
o ar 1= e a & w =
Ll,a:mqm'smauhjwaﬂssaaﬂmmmunuguﬂmuanﬂsmm
(Device Defect and Adverse Event Summary Report Form for Foreign Cases)
39UT1891U (Reporting period) O ua-iis. Uan-un) O na-s.a. Jul-Dec) U w.A. (in the VEBE) s

. TayavaIRdeTBa1u (Company information)

'Lhzmwmm@iiwﬁwﬁmtmu O E;J:N%Gl (Manufacturer) [ gindh (importen) [ ¢f3uaygnnune (Seller License holder)
(Type of reporter) [ 81U 9 52U (Other, SPECIY) wvovvvevoessesssssesensssmssssesssssssessssssesssssssesssessssssssess

wn tuaavmlouaniusenaums (Establishment License No)/luaugywane (Seller's License No.)

FoanuUsenauns (Company’s name) ‘
g (Address)

Wog31831U (Reporter) ALV (Position)

Tnsdwii (Telephone No.) dwa (E-mail)

- = P o . ¥
. 51UALLDUALASDIUBLNNY (Device details)

¥oN19M1 (Trade name)

Yoailsy (Common name)
GMDN code
“ifi»]ul414?/’5’:-1(]1_\‘a‘:ﬁﬁdﬁm‘ﬂﬁmu (Indication/intended use)

wwviinstiunsdeu O Tuaygy s (Licensed medical device NOL) ... wmmrecemsmssmsisesssssssssssssssisssssssssssesie
(Device regulatory status) | O TuSuudssmonsaziden (Notified medical device NO.) ..o
O Tufuaauds (Listed medical device No.) ......
O #u ) 39U (Other, SPECIY) vt s s

%Qwﬁﬁ (Physical manufacturer) Usuine (Country)

o omER e (Product owner) Usznet (Country)

Model number
nsvIeIAIasilaunndvas Model No. i (No. of devices supplied by model)
Frunuiveiilan (saudszmelne) (No. of devices supplied worldwide (including Thailand))
Fauivelulszmalng (No. of devices supplied in Thailand)
wamMsYinuSuRaUNR/wnnsaisulsifleszasduas Model No. i (No. of Device Defect/Adverse event (AE) by model)

) @ )] Total % Rate RA Trending
WW | TH | WW | TH | WW | TH | WW [ TH | WW | TH action Report
Y/N/NA | Y/N/NA
Y/N/NA | Y/N/NA
Y/N/NA | Y/N/NA
Y/N/NA | Y/N/NA
Y/N/NA | Y/N/NA

Device Defect/AE
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Model number
NM3ABAIDsliaunngvas Model No. 1 (No. of devices supplied by model)

Fnnuiiviesialan (3Uszndlng) (No. of devices supplied worldwide (including Thailand))

Srunuiivngludsumalng (No. of devices supplied in Thailand)

amshausufisun/vmnsaisulaiiisuszasdvas Model No. i (No. of Device Defect/Adverse event (AE) by model)

@ @ (©) Total % Rate RA Trending

Device Defect/AE .
WwWw | TH WW | TH | WW | TH | WW | TH | WW | TH action Report

Y/N/NA | Y/N/NA

Y/N/NA | Y/N/NA

Y/N/NA | Y/N/NA

Y/N/NA | Y/N/NA

Y/N/NA | Y/N/NA

3 5 a | = 80 50 5 2 & a = o 2
O mwmwa‘m‘aacmfum&amzul’mwmu@ﬂmemamﬂwﬂmwlmumw‘um_fa
(I attest that the information submitted is true and accurate as | have been informed.)

aeilofo (Signature)
%a‘um@‘mmm (Name of Reporting Person)

Suilsre91u (Date of this report)

ANELNE) :

. @- ATIEANAMLVEIETSUATAE38USS (serious threat to public health), @ - \Hun (death),
@ - amrdunsedieuss (serious injury), WW = Walan (Worldwide), TH = Uszweilng (Thailand)

2. %Rate = “(No. of Device Defect/AE = No. supplied) X 100"
RA action = fintsaiiunisuiiloludes Device Defect/AE w81 Model number ﬁfm*wmﬁimmﬁﬁh@Lmiuﬂwmﬁ
WWDIHARANYWI DL (Are there any regulatory/corrective actions/notification by the manufacturer?)
(Y = 4 (Yes), N = l4ifi (No), NA = lsifidioya (Not available))

4. Trending Report = %Rate 9849 Model number TuAuriseusuldvendrvemdnsiviala (Is %6Rate exceeding
the threshold?)
(v =4 (ves), N = Tailsf (No), NA = Luiiidiaia (Not available))

5. sw1u 1 avuse 1 Fon13A7 (one brand name/report)
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(519) HUUTIBUNITANTUNITHA laAUUaaANe TuNs IdRSastiaunngneluuseimAkazuan
Usena (LUU 5.34.9.3)

WUU 9.3LW. e
mfuﬁﬁ'mﬁwm;gﬂwn?]*umu (Company’s reference NO.) .o,
HPVC-MD3-

o & = as C &
wuueaumsaiiunsutluiieaulasnnslunisldiniasdiownndvslulsumanazuanlszina
(Field Safety Corrective Action Report Form Both Domestic and Foreign Cases)

Usztnvsieanu [ aduwsn (nitial) O fiamnuna afi (Follow up No.) .o
(Report type) O avugaye (Final)
@. Usznnuaenisaniiunisunly (Type of Field Safety Corrective Action (FSCA))
O nvsiSunfiundnsioet (Product recall) O mswasueldomawnu (Device exchange)
O s 1 (Class ) O sefu 2 Class 1) O sedu 3 (Class 1) | [ nsvhansedesiiouwnnsd (Device destruction)
O nsunlusimwUanadasiiound (Device modification) O msudadioudasminauvaend (Advice given by
] ﬂ’hl,'lJ'ﬁltlum";lmﬁfl';ﬂaméﬁﬂ'llﬁ‘:ﬂll‘ﬁmail (Retrofit) product owner regarding the use of the device)
O mswasueainuazionarsiiduiaiasilownme [ 8u 9 52y (Other, SPECify) oo

(Change to the labelling or design change)

O wwuams Permanent) O wuuthasm (Ternporary)
L msusuusawensiuag (Software upgrades)
[0 mswasuwdasummanisguasnungs/dnivoe

(Modification to the clinical management of patients)

. Yayavagdasnwaru (Company information)

1mewmms§i’lwﬁﬁﬂua’m 0 drdin (Manufacturer) L giudin (importer) [ ¥ upugyinany (Seller License holder)
(Type of reporter) O duq FEY (OET, SPECITY) 11vvvvevrvesririncriesieesnesesissssnes s et ssssenssssesssesses

i luannsdsuanuUsenaunis (Establishment License No)luaygyiae (Seller's License No.)

Yoan1uUsenouns (Company's name) l

wﬂg (Address)

ogf51u97u (Reporter) FiurL (Position)

Tnséws (Telephone No.) Bla (E-mail)

o . p
a. uazduaAToliannnd (Device details)

Fomsen (Trade name)

Foaslny (Commen name)

GMDN code

- - P - - -
UsELAAI a4l alnne O wvo Usmnnanuanadss | O vssanii o (Cass ) O Ussnvil o (Class I
(Type of medical device) O Non-IVD (Risk classification) O szt en (Class 1) O Ustamil « (Class V)

Youtld/ Tnguseasdinisldan (ndication/intended use)

wwiinTstunsdou O Tuaygye (Licensed medical device NO.) ... ssessnseonssenesesens
(Device regulatory O Tuduudssrenisazden (Notified medical device NO. ..o eeweeceoeeeeecsscsessscessesessesen
status) O 500U (Listed MEdICal dEVIEE NO.) wovvvvoioeoceecesereeereeseesese s eesesersesereneeseeseons

O #u 958 (OET, SPECH). rcessuassirsssnssivasssiserssssssrss sves st vves v vssis oy o8 553 S A5
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Catalogue No.
Model No.
Lot/Batch No.
Serial No.

Software version

qﬂﬂ‘jzﬁlﬁ%u (Accessories) l

%a%w%m (Physical manufacturer) ‘
fing (Address)
Uszwne (Country) dula (E-mail)
Y wamansins (Product owner) I

fing] (Address)
Uszind (Country) Bwa (E-mail)

&. sgazidenvansAiiunsunley (FSCA information)

waransuiley I T ——
(Reason for the FSCA) [ AGVEISE EVENL..ooocoeesoeseeeesesssssssnsess s sssssssssessesssesesssss s sssssseseessssse oo
O 5 6 SOt P e s
srenuRansUszliunadunswRaguaIn (Health Hazard Evaluation Report)

urumsefiunsuiluierulaaniglunisldieiosdiounnd (FSCA strategy)

msudsnsAniumsudluiaamaasndt (The FSCA communication of corrective action that sent to all consignees)
O Usznalve O dinnuanenssunisemnsuazen (Food and Drug Administration)
(In Thailand) i G LT o U ————
] aﬂ’luwﬂ'lU”la/qﬂaWﬂiwwmiuwwé/ﬁﬂ’w (Medical center/Healthcare professional/Fatient)
Suimninazdeans (Bxpected date to be sent) cuimmnmsmmismaig
FuUFOASUENATY (COMPLELED TALE) oot esreereerseses
U shauseime T

(Other countries)
nsadiunisunluiiaaulasnie (Corrective action for Safety)

L Uszwalve FUTAIATIAEANTUNT (EXPECted Gate OF ACHON) weoeeeerceseseesesrsseseescns seetsessessessns
(In Thailand) R NG O SEHIE smssisrsmississssoios e S AL LA S
Sufianainsuiiunisudnada (Expected date to be COMPLETED) ooerrrssensersses e

L] siadszme FURPIAAEANTUNT (EXPECted date OF BCHON) w.occervee s ereesessessssscssssssssessnsns
(Cther countries) FUTFUTIUNT (DALE OF ACHON) wotrrereeeesessersesseessessessestse e es st sosses st e seses

InnusostlauwdAlasuRansEnUT viuR (4R 89) (Number of affected medical device)
Frunueasdiowmdidnie/dweeniy @u/iesee) (Number of affected medical device sold/distributed)
nuAseslaummgawEe @S9 (Number of affected medical device remaining)

Sruesastiowmd erar ez @wasdes) (Number of affected medical device expected to be imported)
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domevsassadiowmdhnsumdlve (amzadui AaaLazaU U avine) (Product status (only follow-up and final report))

= O o o o o o o s ) s
Ny | ASHNER & Tui Fuu iy T Fuau $mu $unu
(Model ARy T fedavisadnd | fidween fnseyluad @i e MIeNAULET Al
No.) (Batch MNo. & Manufacturing (Quantity manufactured (Quantity (Quantity remaining in (Quantity (Quantity recalled) (Quantity

or expiry date) or imported) exported) warehouse) sold) corrected)

&. s1e9atugaing (Final report)

FSCA eidiiiunsiaieauy salus iauil (FSCA has been completed on)

asunisasaaUsedninavaimsaniunisunluieruvasadelunisldimsesliounmd
(Effectiveness checks on operational conduct of FSCA)

AL IgNUsTliuassaaving (nsalanudesignussliuuane1aainasausn)
(Final risk evaluation (if different from the initial risk evaluation))

Tawauadmiumsujiinedesiuldlifnmenisalgrdugn
(Summary of product owner’s corrective and preventative action and effectiveness checks)

L. ﬂﬂsﬂﬁﬁ'ﬁﬁ’iatﬂ?mﬁaLLWME‘IﬁlG‘I’%‘UNﬁﬂi:%U (Action taken on effected products)

Twidetuduimsuf iRlssidiumeei ey saludaie (| confim that the action has been completed on) ...
Fmidaz (| will be)

O {nduasosilounnilundduiiiinansenundululmimewmaaiu

(returning the affected stocks to the product owner as approved by the Thai FDA)

O vhanirdossiounmdluadBuPiinanseny o (STYANWA WAE FUT) oo
(destroying the affected stocks as approved by the Thai FDA at (location & date))

O msdufiunsdy %) (451) (Other action(s) as approved by the Thai FDA, please specify)

. 518a2188A0U 9 (Other information)

L] dmdrwesusesindeyaiiszyl it siugniaasfusimuilasunsnudoya
(I attest that the information submitted is true and accurate as | have been informed.)
a1eilatia (Signature)
Yoro9K51897U (Name of Reporting Person)
Tuseau (Date of this report)



ANANUIN A

(519) UsenAnSynTansnsaia Sos ndninaust 3515 wazeulunsdnvihseanu
wansieusuinunfveaedosilounmduiemnmsnisulsifisussasdiiAntutuguilna
wazsresunsafiunisudludieanutasastlunisldedesdiouwnnd we. .
Lanms‘dsznaUmsﬂszﬂ;uﬂm:niiumﬂﬂ%aaﬁaLLW‘VIET

AN 6/2563 Juil 19 Agureu 2563)
139 ILAUDNANAITAUN 91589 4.1
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(519)
UIENIANTENTAESITUEY
A ar e ﬂl Fr o o ar - - ﬂl =i
1599 waNNAE 950115 wazeulun1sINTITITIURanIsYInuRuRaUnRvaLATasliawnng
oy & o = cda £ v ¥y a o o P2 o
vsagnisalduliUszadmiintuivduilag uazssaunsandunsudluiianiiuuasadis
=
Tun1sldasasiionnng w.a. ...

TaofidumsaumsuiuusaUsemansensisansnsagy (Sos vaninast 38n3 uaziteuly
msdnvnenuramevnusuiaunivesedesiiounnd vienadulsifissraiiAntutuiuilan
wagsrsaumsaniunisuily Welvliaumunzauuazasnndesiuanianisailudagly
Wndsglevdlunsduasasauamuazidhseisanulasadavesusing aasnauludeyalunis
Famsmudesrnueiosiounmdegianzan

andusunanuanalunng @ 255Anil wimsssedyafedosiownmd na. bedoe way
19151 dol@) WitnszswdygRniediowmd na. bede Tudludfindulnensyudygfindaie
wned (207 o) A, bl SguuAsinsnssnsEsaEeiteantsemal deluil

1o o IHonidnysen1ANTENT19815150gY 1509 ndnnas 38m3 wazleulunisdavi
srwunansieusuindnfvanaiesfounns viowadulifssrasdiifntutuguilan
warmeruMsiLiumauily asfufl ve fuian wa. e

4 o Tutszmed

“fulan” vangeudn fuae drivae ldieSesleunmd wieynnaduiildunanszuan
\n3asiiaunnd

“wan1sviuduiinunfvesaTesiownnd” uunea1udn nMeviuduiinuniuie
nsidenaniwluandnvuzyiouszansamnisinuretaissdeunnd viensuaninaiianain
vionisaaindeulunndarivun viaiiammfisnaialunisesnuuuiniasiiounms viadenuil
aanviselenasiniuvierlensldnuligniewieldasuiiuauysel viieteianainainmsldau

g saidulifislsyasdiiatutuduilan” wneaanudn imnisaiagnslaagnanis
Suinanmaieuiaund vionsideuanmlunudnuugvieUssansnmnmsviauveueisdle
wdvizesitlymdeianainainnisldiu Ssldneliaavionafuaunamieddnviliaanis
BeoTiaviouraivveuilan

“masiiumsudludiennuasndslunsliiaiestiouwms ” vngamnudn mssdunis
199 fAfvualaidrvessdndus oanaudssanananaunisasisgraseienss vie
adssvesfuslnaninmsdedinieindunneiouss mnmsldiesessiounnd

“AMEANAMNNAISTUATDEIBUTY” MuneALdn ignsaifidsaliAnAadeasie
madeTinviesunseeusmieanuiuthegiehious dssududedldfunsudlalneiui uas
osngenufavemanifaieluil

(@) inmsaliineliAndunseHousauazliionamaenls fenvdmalifionuidssie
AN571504U WU Human Immunodeficiency Virus (HIV), Creutzfeldt-Jacob Disease (CJD) \ufiu
3
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(o) wpnseinsEedinvanseiiislunailndifosiy
“nmgdumseiiouse” mneai ngvesuiine davileola dwielud
(o) VInLTuaa Wiedutheionadusunmetuddin
(o) geyidoanssnnmn1svinauYesiene wislasailwessnedemneatanis
() nedisududaslddunmsdnwsednda WetestuilfiAnmufinisudenisuiaiu
NNIRNIYDEND1IT
“Weandndiae” mneaud yanasssunvielinyanagi
(o) vresasosfiounnd n1eldTevesnuswienieldiniosmnenisfl n1sesnwuy
Fon1sin viseTedu viveinsesinedy Inuesdudivemseniugy way
(o) $URAYBUI30IN1500NWUY N15HER ASUTENOU N1SRLEUNIT NISHARIRATN
M3useY kidensevilaenues ﬁauauwmﬂiﬁ'@:ﬁiuﬂisﬁﬁmil,mu
18 o Wigaanzidouaniulsznauns diueynn Gudanenisaziden v3oguse 309
seukansnusulaunfveuaiesiiounnd viemmnisalSulifssrasddinatufuguiing
suerenumsiiunssiluiiernuvasasslumsidieiodownms ldimansiausuiauni
wiammmsaidindnanintululsemaviousnussmaina Tnefivdninus ety
(@) M8uURAaNTYnusuRaUnAvaaTeilounnd visignsalsulifissrasdiiian
ufivguslnn lunsdmdensdla flalud
(1) NIEANANUYNANSISUAYRE NI
(9) 1@eTIanTon1zdunTIBIeLTe
(m) nsdififidoyavievdngrumadnmststi mnfameniscittunetadilugms
deTimvaiinnnedunseiunswieduilan
(o) Snesunstniunsudluiieanuvasadelunsldindesiiounnd dsmualaeidives

v ¢ A

wansfaust eanmnudsnnianmsianusuinunfveanieaflounmdviomansaidulifiszasd
ﬁLﬁmﬁuﬁuﬂuﬁnﬂ
18 & Wigaanzideuaniudsenauns diuaunn dudisnemsazden vioganude 3nv
st9unade o ddinnuausnTmeskaseneluszesafidmualy feelui
€0 MITBNUHaNHNNUSURnUnFvesrsasiounmd viowmmsaisulifeUszasdiiin
Fufufuilan
(o) nedhintuluyszng
) Mssesudoy
.0 NIAlNMzANAIMNAITAURE1Tous Tinenuiuiivieesisiiiian
aelunaldifudauwadalus duaniuilssunsiy
oo n3ideTinnioiinnnrdunsisiiouss Wseauiuiiveatisihiign
angluduiu Funnuildsunsy
0.0 Ndififidoyaviondngrumaininmsusdin mnamamssitaudneta
ilugnsideiinviaiinnnedunseieusieduilan Issnumeluauduiu duanfuiild
Funsu
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1.

v

Y

WUUTIBURANTTIINUTURAUNAvawATslaunnduTamansallinUssasrniinauiu
KUSLlnaluuszwma (Wuu 5.3, 1)

LUU 4N
dv a o )
wun19BeUsENauUn1s (Company’s reference No.)

HPVC-MD1-__ .

° v A a e e ¢ e ¢ s et fda & o v oa
wuuMenuRan iU uReUnfiveansadiaunnd wiamnmsnidulinsussasdninavuiuduilnalulsame
(Medical Device Defect or Adverse Event Report Form for a Domestic Case)

O wamsvhensuiiauniiveuaediounmd evice Defect) O wmnsaidildiwsvandilifintuiuduilon (Adverse Event)

JsgLaningnu
(Report type)

Usslviweslivi e

o. U0yavayd931891u (Company information)

(Type of reporter)

[ atuusn (nitial) (] fiarnama Asit (Follow-up NO.) ...

[J atiuaaviie (Final) ] Trend
L] %Nﬁm (Manufacturer) [ Ggﬁ"lvﬁﬁ (Importer) [] %%’UBHEQ’IGWHEJ (Seller License holder)
[ Hu q s¥u (Other, specify)

vt luaavadouamuusznaums (Establishment License No.)Ylusugnnuie (Seller's License No.) |

HoanmUszneuns (Company’s name) |

ﬁagj (Address)

e384 (Reporter)

Fuls (Position)

Tnsdnai (Telephone No.)

aua (E-mail)

serniliddudoniemiiiiug uaUssiFB e BnAwiasmidlerita (Other regulatory authorities to which this report was also sent)

Yo (Trade name)

. SwasBaaniasilounnd (Device details)

eansiey (Common name)

GMDN code

Usznyiesediaumne

(Type of medical device)

O Usswii & (Cass) O szl o (Class II)
O Usznndi en (Class ) O Uszanil & (Class IV)

UsBLANATUAINULEE

O wo
O Non-VD

(Risk classification)

%’aﬁﬂ%ﬁmqﬂﬁzmﬁnﬁlﬁ?ﬁ'&wu (Indication/intended use)

@ sTunsiyu
(Device regulatory status)

O Tuaugm (Licensed medical evice NO.) . uuwrreererseressmeessssesssssssssssssssessssessiees
O Tufuudsnenmsasiden (Notified medical device NO.) ....veveeorssoesesssessceseessene
O TuSuanuds (Listed medical deVICe NO.) ..covoeevroceceeeeeesseesceonsseeeessoessssssessess e
O #u 7 58y (Other, specify)

Catalogue No.

Model No. Lot/Batch No.

Serial No.

Software version

gunsaliaal (Accessories)

VIIBE\J' (Address)

%aé’mﬁm (Physical manufacturer) |

Jszwne (Country)

‘ Bl (E-mail) ‘

Fodmemansas (Product

owner) |

ﬁa‘E‘J; (Address)

Uszwne (Country)

‘ uwa (E-mail) ‘
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a. Toyasnunnfianansiusuliauni/imanisaidulineuseasd (Healthcare Facility Information)

Hoaouii (Facility’s name)

‘ﬁa&ul (Address)

upAafiamnsofasiala
(Contact person’s name)

AU
(Position)

Inséwyi (Telephone No.)

Bua (E-mail)

Fumrlsdsveaesadauwnng (Current location of device)

<. Yayavasnan1ninuduiaunfi/mvnn1saloulineuseasd (Information of device defect/adverse event)
O Fwuss (serious)
O amezanmumaansisaauog1eiieuss (Serious threat to public health)
O deiin (Death)
O ameduaseirouss (Serious injury)
O li$wuss (Non-serious)

AMIFILUSIVRAMAN IOl
(Classification of incident)

Nan1SyieTUOuEnUNG
(Medical device problem)
(IMDRF Annex A)

wansalduldfiaUsyasd
(Clinical sign, symptoms and
conditions) (IMDRF Annex E)

ussEewnN13al (Event description)

Tufinmansal
(Date of incident)

Fudsenuny

(Company awareness date)

weainTuiUsEmnAdunS ol

(Have any of the similar

events occurred?)

O \aw (Yes) (szyUszmet (specify the country)
O lslvg (No)

O Tainsu (Unknown)

welwnnisaidunanaeiuiiniak

(Have any of other AE occurr

the medical device for the same cause?)

O 1ag (Yes) Uszwa (country)
gM51A15400 (frequency of occurrence)
O i (No) O ains1u (Unknown)

ed by using

Aldnueiosilounnd
wuzAfinwe (User of device
at the time of the event)

O ypansmansunmg (Healthcare professional)

O #Ua8 (Patient)

O dauagtan/fauadnithe (Patient/sick animal caregiver)
O #u 5 52y (Other, specify)

AnwniEnslieSoeilawmne
(Usage of device)

O nsldntausn (nitial use)
O mswedsdlounmdldaduienilis (Reuse of a single use device)
O maedesdlewnmdlddlfnlddh (Reuse of a reusable device)
O Re-service/Refurbished
O 3u 7 3%y (Other, specify)

Srunudilésumansevuiummnsail

(Number of patients involved)

pti ¥

runuessdlawwdiietasiumnnsnl

(Number of devices involved)
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&. dayadldsunansznuiawizne (wwnznsalifawnmsaldulinsuseasd) (Patient information (only for adverse event))
Aléi¥unanseny O g (Patient) O drithe (Sick animal)

(Affected person) O fouadis/dauadnivae (Patient/sick animal caregiver)

O ypansnensunnd (Healthcare professional)

O #u 9 38 (Other, SPECify) ..o
O lains1u (Unknown)

Lwet (Gender) O 218 (Male) O %4 (Female) O 'lains1u (Unknown)

g (Age at time of the indident) | oeevvvniinnnins @ (year)/t@iau (month)/1u (day)) O lins1u (Unknown)
A T —— Alansu (kg)

HanIENUTIAATY

(Health impact)

(IMDRF Annex F)

myinwEtleiilasunansenu (Treatment of affected person)

HEAWS O @e¥in (Death) (Yudl (Date): ...t o)
(Patient outcome) O ilimeduuni (Not yet recovered)
O merduund (Recovered) (udl (Date): .
O #u 5] 38U (Other, SPeCify) ...
. HANTEDUEIW/ATIVABUVAIINAA/ TN VBINAAAUA

(Results of investigation/inspection from manufacturer/product owner)

Fnseseasu

(Type of investigation)

(IMDRF Annex B)

HAN1IATIEBY

(Investigation findings)

(IMDRF Annex C)

@5UNaNINTIREaY

(Investigation conclusion)

(IMDRF Annex D)

d@lsznoau (Component) (IMDRF Annex G) |

fmsedumsunlaiiannuiasnsevsali (Is there any policy created for Field Safety Corrective Action?)

O 1aisl (No) O 31 (Yes) (HPVCMD3 oo )

masiiunisuila/esiu (Remedial action/corrective action/preventive action)

o. doyaNaAndu o Mineatas (Other information)

O dwdhweiusoridoyaissylidsdugnionaziiusdmuiildsunsiudoya
(I attest that the information submitted is true and accurate as | have been informed.)
atwileda (Signature)
%aﬁuaqa}smmu (Name of Reporting Person)
JUN§1897uU (Date of this report)
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2. WUUTIBUETUNMNTINANNTBUTIBURANTTINNUTURAUNRva AT slaunnduaziiani 5ol

Liwsuszasaniinvuiuguilnauanuseme (WUU 5.4.4. 2)

WUU T4 b
1UN91981vaUTENDUNMT (Company’s reference NO..._.....oooooooooooooeeeeeeeee
HPVC-MD2- e

WUUSIBNUETUA NI IINUTBUT UM SIRakan1siuduliaunfvaanaiasdiounnd
o o V=% fa e & v v oa
I,Lazmw!mimau1uwailizﬁaﬂwanmnmduﬂnﬂuﬂmli:m'ﬂ
(Device Defect and Adverse Event Summary Report Form for Foreign Cases)
8UT9U (Reporting period) O ua-fie. JanJun) O na-s.a. Jul-Ded) U W.a. (in the year) .............

o. UauAraedITI897U (Company information)
Usziomvasiimiiisienu | O guéde (Manufacturer) O g (importer) T ¢f$ueyanemne (Seller License holder)
(Type of reporter) L] 9u o B VR (o= P o7 L e S S T et N PR

eiluanvdouamuusznauns (Establishment License No)luayay e (Sellers License No.)
Feamuuszneums (Company’s name) |

‘ﬁag' (Address)
Forfs01u (Reporter) Fumnis (Position)
Inswi (Telephone No.) Sia (E-mail)

. MazBvaIATadlauwnd (Device details)

Fon13n (Trade name)
@ity (Common name)
GMDN code
digusld/Inguseasinisldeu (indication/intended use)

aviinstunou O 1uaumuﬂm (Licensed medical devicg NO.) ..o
(Device regulatory status) | O Tusuudesemsazidun (Notified medical device NO.) ..ooevcocooeroeeerserseesosee
O Tufuanuds (Listed medical device NO.) ..o
O #u 9 55U (Other, SPECITY) oo

:ﬁlarﬁ:{ WA (Physical manufacturer) Usew (Country)
Fodrvomiiniue (Product owner) Uszine (Country)

Model number
N3vneLATesalwngvas Model No. i (No. of devices supplied by model)
Fnnuivieialan (saUszmelng) (No. of devices supplied worldwide (including Thailand))
Snudanglulszmealng (No. of devices supplied in Thailand)
ramMsvinnusuRaUNG/ R m3alsulaifi sszasduas Model No. 1 (No. of Device Defect/Adverse event (AE) by model)

@ @ ®) Total % Rate RA | Trending
WW /| TH |WW | TH | WW | TH | WW [ TH | WwW | TH action Report
Y/N/NA | Y/N/NA
Y/N/NA | Y/N/NA
Y/N/NA | Y/N/NA
Y/N/NA | Y/N/NA
Y/N/NA | Y/N/NA

Device Defect/AE
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Model number
n15N8LASa BN uas Model No. il (No. of devices supplied by model)
Frnuivealan (Mudsewelng) (No. of devices supplied worldwide (including Thailand))
wuiivelutszmalve (No. of devices supplied in Thailand)
HamsvinusuReUNA/vgMansubiRaszauas Model No. il (No. of Device Defect/Adverse event (AE) by model)
@ @ [©) Total % Rate RA Trending

Dlevics DetscuAE WW | TH |WW | TH | WW [ TH | WW | TH | WW | TH action Report
Y/N/NA | Y/N/NA
Y/N/NA | Y/N/NA
Y/N/NA | Y/N/NA
Y/N/NA | Y/N/NA
Y/N/NA | Y/NNA

O dwdweiusesideyadiseylithedugnieazndudmuiildsunsuteya
(I attest that the information submitted is true and accurate as | have been informed.)

aeiiote (Signature) ey e s e e s
Tovasgi1e91u (Name of Reporting Person) ..

Juits1w91u (Date of this report)

KUBLE

1. @ = amzanamsmasniguatneieuss (serious threat to public health), @ = Fo¥in (death),
@ = amedumsretrouss (serious injury), WA = vialan (Worldwide), TH = Ussnelvg (Thailznd)

2. %Rate = “(No. of Device Defect/AE < No. supplied) X 100"

3. RAaction = finssuiiumsufleludas Device Defect/AE 199 Model number shmnmirenutiugualuyssne
Wivemdnimugiviold (Are there any regulatory/corrective actions/notification by the manufacturer?)
(Y = 3 (Yes), N = Lsidi (No), NA = laifidioga (Not available)

4. Trending Report = %Rate 984 Model number Thidudieeuiulfvoadvemandusiviol (Is 9%Rate exceeding
the threshold?)
(v = Tt (Yes), N = laile (No), NA = Laifitoya (Not available))

5. 10914 1 atusie 1 Yon13é1 (one brand name/report)



3. BUUSIENUMIANEUNITH N aauUaanne lunsigns ol aunndneluussmatazuanUssng
(LLUU 9.4N. 3)
LUU 7.4.W. en

Lﬁ‘uﬁﬁ’lﬂﬁwmﬁgﬂ‘iaﬂaum‘é (Company’s reference NO.) oo
HPVC-MD3-

o = i o ¥ & o= &
wousweumsaudunsutluiweanudasaislumsidiniesiouwmmgnslulssmanazuanyszma
(Field Safety Corrective Action Report Form Both Domestic and Foreign Cases)

UsELmienu L1 atfuusn (nitial) [ Gamuma A3 (Follow up NO) ...
(Report type) O adugavhe (Final)
o. Usstnnuasmsantiunisudla (Type of Field Safety Corrective Action (FSCA))
L1 msSenfunanium (Product recall) (] msideun3amaun (Device exchange)
O 5wy 1 (Class ) O seifu 2 (Cass 1) O szfu 3 (Cass 1) | [ msvhaneweFesiiounne (Device destruction)
O msudludpuvasadesiiownnd (Device modification) [ msudadeudownudassis (Advice given by
O] m'sl,ﬁﬁaum"?am‘%aﬁmﬁaQﬂﬂiﬂiLﬁuLﬁu (Retrofit) product owner regarding the use of the device)
O mawasusanuazienansiiuiniesdiounmd [T 8u 9 52y (Other, SPecify) ..o

{Change to the labelling or design change)
O wuuems (Permanent) O wuudinsm (Temporary)
0 msuSudgegensnag (Software upgrades)
O mawasuuvauuamsnisguainendian/dnitae
{Modffication to the clinical management of patients)

. Tayavasiidssieay (Company information)

Usenvmpwglwiiineny | L dudn (Manufacturer) L1 idudin (importer) L g5 ueyanane (Seller License holder)

(Type of reporter) 1 §u ] 8 (Other, SPECIY) e

witluarmedeugomnasenaums (Establishment License No)lueusnane (Seller's License No.) |
Foenuusznaums (Company’s name) |
#eg (Address)

Foffiunu (Reporter) AW (Position)
Inséwil (Telephone No.) Bwia (E-mail)

m. 5IazDuAAILEiauNNg (Device details)
Fansan (Trade name)
Yoaiiyy (Common name)

GMDN code
Ussinmiadaeiounne O wvo Ussvmueudes | O il o Class ) O Ussanii o (Class 1)
(Type of medical device) | O Non-IvD (Risk classification) O s en (Class ) O sz « (Class V)
Fovald/Inguszasinisldiny (ndicationvintended use)

auiinstiune ey O luoygyn (Licensed medical device NO.) .uoveereveeee

(Device regulatory O Tusuudasemsaziden (Notified medical device NO.) oo

status) B 5L TR BT o8, 2 0 U, S
O B 9 Y (Oher, SPECIY) v e
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Catalogue No.

Model No.

Lot/Batch No.

Serial No.

Software version

Unsniiaiy (Accessories) |

‘?ﬁa%’uﬁﬁl (Physical manufacturer) |

'ﬁ'agj (Address)

Uszine (Country)

gua (F-mail)

Tovemanine (Product owner) I

#log (Address)

Uz (Country)

@ (E-mail)

&, S1easeavasn1smiiiunisudly (FSCA information)

winNan Ul
(Reason for the FSCA)

L DEVICE DEFECt oo
I v—
L] &u 9 52y (Other, specify)

S18NUNENSUSHIUNATURTIURREYUN N (Health Hazard Evaluation Report)

uwumsiunsudludionnulasnitlunsidindosiownnd (FSCA strategy)

maudsmsadiumsud luieamutaandis (The FSCA communication of comective action that sent to all consignees)

L] Uszamalve
(In Thailand)

L] dinauameznssunsemswaze’ (Food and Drug Administration)
Juiideans (Date sent)

LT amumenuna/ymannsmanmsunne /e (Medical center/Healthcare professional/Patient)
Juitpainavdedas (Expected date to be sent)
Fuitdemsudanasa (Completed date)

[ saus=ma
(Other courtries)

Junideans (Date sent)

o A ]
N1IANUUNT iLLm‘ﬂ LWBAIT

ulaanne (Corrective action for Safety)

[ Jszmnelne
(In Thailand)

TUNAR A TUNTS (Expected date of ACHION) ... eeeeceeoeeeeeeveeeeee s sseesmssesseeeeesesesens

o

Judandiunis (Date of action)
Fuimeadndumsudnaia (Expected date to be completed) ...

[ snsdsgina
{Other countries)

Fuiine ey iiung (Expected date of action)
Tuieuiiuns (Date of action)

Vas

Smueteslowm R ldTunanszY e

¥ (%WL’FI%EQGJ {Nurmber of affected medical device)

Srnuetesdiowmngfisminy/dseanty @wieies) (Number of affected medical device sold/distributed)

Innurteadiaunndnavie

(%u/t?ﬁlad) (Number of affected medical device remaining)

Fmauesodiouwnwdmeitaziign @uAs309 (Number of affected medical device expected to be imported)

81



Anuzvaadadiowme lulsandlne (wzat Ui ewruKaLAZRU URAYINe) (Product status (only follow-up and final report)

wunTy | ASaiingn & Tui CRiTelt CRiTel! 10U T F1uu 1
(Model waeviowmey | TdevEotndn | fideen | finvedlundsEui e AFINAURTY sl
No.) (Batch No. & Manufacturing | (Q facturec (Quantity {Quantity remaining in {Quantity {Cuantity recalled) {Quantity

of S exported) warehouse) sold) corrected)

&, sreuatugaving (Final report)
FSCA lesiiiumsiai sy soiuwa Wadui (FSCA has been completed on)

ajumansedvisnavasmsiidumsuiluieanuvaendslumsldiniestiounnd

(Effectiveness checks on operational conduct of FSCA)

ANudesignussiiundsgaving (nsdiemudesignusediuuandenaAsauen)

(Final risk evaluation (if different from the initial risk evaluation))

Jagusdmiumsujifiietesiulalifawmnnsaidtiudn
(Summary of product owner’s corrective and preventative action and effectiveness checks)

5. MaUfURrainTesiiounmdilldfunansznu (Action taken on effected products)
PdveBuduinmsufualaiiiumsiaauysaluaadie ( confim that the action has been completed on) ...
P13192 (| will be)
O dndundesilonmdluadduiiifinansenundulUinadvasednius
(returning the affected stocks to the product owner as approved by the Thai FDA)
O vhneinesiiounndlund Bumiiinanseny & (STUBNIUT UAE FUTD) o
(destroying the affected stocks as approved by the Thai FDA at (location & date))
O mssuiiunisdu 9 (531) (Other action(s) as approved by the Thai FDA, please specify)

o. 18azd8Ady 9 (Other information)

L] dhwdweiuserideyaiiszylidredugndosanduadmuiildsunsiudoya
(| attest that the information submitted is true and accurate as | have been informed.)
aeieta (Signature)
Feva9ys 181U (Name of Reporting Person)
Yuis1897u (Date of this report)
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