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! Adverse Events (Incidents)
? Recall

® Medical Device Reporting

% Post Marketing surveillance
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! Medical Device Reporting
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! Corrective Action




MA-WI-09 :S 00 o,leis ( ) Joddlygiws 1S y00 £45

Yoo,
o AW,

VEC Nl gy pu b ot Mo (5,135 Jarllygiws o RE

. . . . - . b~ - » ™ + . Z
G sl 590 B jlael &l ﬁ;wfugbn_/u.;..ﬂw KON OV N PE P P P FRLIRY Pe

S Sl Selb GBS adss 5 BaSs )y ads 10addS el VoY

OBaLS s ly g GBS ady (gow )l cow, (Soiles 3 Cllaie a5 solil 4l ) el & jle 100ddS &9 395 -VV-Y
53,5 o0 (e (Shi Sl @i odiled Olyie 4 (BN Joadljgiws (bl (S 0lol Sl semme 35T g (Sbgy Sl
0diS 2395 b oaiiS el 5l ceniivne O ygo s o S py Dl dngd 4 D yole a5 sobril alS readdS ab e -YY-Y
A8l e ] 4t 5 B 4 e M) sla el g Billan 5 adgas

15 315 4 el (o w58 e 5 45 Sl L (5 b g Jsame soland 5] cenl & e 10l diges —Y ¥
30,5 6,8 a5 Jpaze yjas LL U o ,Slas 5 gies] OLSI jslaie 4y oS ooy lawes

Dgds oo aid,S la3 o 135 LB slas ) lgie 4 T cenlials

a5 Lo, JiS 5 aylie oy wlaslie ( Kby @l o ale (glad alaz 5l SMb] 655, glie 5 byl L olus,

Dgds oo 48,5 a3 18 ilonyd 5 sax caml b S i ay yoie Sy Slpges aSl e

S Ko g 41956 319> i 13 T Slof J1 ¥

5O S OISt samlive Sygo y0 by (Siby Oliams canlbiol o Slos 51 L6 o8l sl b g )5 lews g oyl g485

pladl abgs o olKisls 4 (Shp Oluewgo 9 IS ool 4 5155 Jlo )l & s (oMbl 51 Ly alold ( Sip Olygos

Jizl b g68s p (s 5,158 il 0 &g po ail oo alSe (S Ol b S0 ,Hlg 9 FucSady -Y-F

B,k Sl adge 4 (S 5 oy ot ol csliol 0, Slee b g (S Dl 5l L56 gaz ol b S e £

59 el S5 LLE s les @Ml abogs po olSiils a1y 093 gl cwy p bl (oS 5 MDR wlobes ;o M) 51 s 59, O S




MA-WI-09 :S 00 o,leis ( ) Joddlygiws 1S y00 £45

Yoo,
o JASMIS .

VEC Nl gy pu b ot Mo (5,135 Jarllygiws o RE

. “ - . . . b~ - & ™ + . =
G Slo) 59 b kel )b Lﬁ/;d 1 3o o prr i s Sy Ol GleBlyd g 19T wols>

alews 6,8 osliinl g m3e (IS o)l bawg oles (605 A 9 515 4 (Saew; ooy b suz el b S e g58g 3l

9 o el b o8, Slille olS 5155 e diged Sygo y0 ,5an olKiyles] iyliT el ilige oSl 1) 6 puand

loles 0 Jfo)b‘ MDR w)e L',-’LQ-’ ‘5)'450""’“" g,‘.@‘}‘) ol&zils MDR wm)}@ o g J},am Agod

ales LS)‘K)L ‘d"ﬁff"

adS o JS olol 4 oS OMSie 5 leST ole> 5,155 eyl IMIDR Gledlol il jo 0l b gly>l g g5l ool -Y-F

< LS"S J}iM LJ U—l 6‘?‘ wj}i.m.o 9 J.ml.:‘so (5611'” gsi“‘)f ulw;o 9 éw).) u‘)"‘é:}"’ oS b)‘s 9 oS J.J.J}) 6L®J.>|5

sl

ol o3l SIL T ) sle SlaS gt s el slalenl b wiien S S Sligad GFaiSs s ~F-F

anles el JS o ll 4 (Dol 5l akolddl o bolice

9 e ‘U?“’)‘ ‘6)‘0)4 4.:5.4.) J.'..A)Lu W) r:)'{.c‘ Lgl‘bg)")‘)f &.@9.0 \Si“:)) u‘)‘*@:’“ ‘aLi.‘;;jlo UMMS ).:Lu &)5‘0 )b —a—f

@bgs 0aiiS mujei b oaiiSs)ly weanSady sbeS h Sy By leole (S Slewse daelRidls il b))

.43)51 J-o& 4 |) ia)'y ‘_gl.as(_g)li,o_q, )55;\_‘, )5&| PL?L” SPPE Mbs"

Joee olRiils cawlgzyo 4y (gudei VY gamo 1 (6,10 0 diged ()55 0,50 odigp ;0 dald diged Sgzg pas Dygo 00 pad

Joddlygiws ol A-F 0 sillae 8,050 JulS @51 sac b g MDR wlols ;o0 &MU 51 o &8 18 0655wl pae &jg0 ,0 -5-F
Jbe e sdigp JolS adSS peas loy B JS ool b olRiils MDR aeS asb b 5,155 0,00 Jgwame IRC ¢ 59, 0 )1

>

.oo;so

5,150 Golex b las o gla )18 MDR wilebes 35,k 51 ailes o (Sl 3y Ol juged FascS S pao g ol o, 5 -V-¥

wisled Jlol (S aliwg 0aisS o419 b cassSadei o JS o ol |, (Sigy Slppes 4y by e 25 WSS




MA-WI-09 :S 00 o,leis ( ) Joddlygiws 1S y00 £45

Yoo,
o JASMIS .

VEC Nl gy pu b ot Mo (5,135 Jarllygiws o RE

. “ - . . . b~ - & ™ + . =
G Slo) 59 b kel )b Lﬁ/;d 1 3o o prr i s Sy Ol GleBlyd g 19T wols>

Sl S wiails 5T aols 5155 sy 5 dnslr cages oodls | cblim (S o8] apeis 4y azsliz —A-¥

aislod Bl S 0,I0l b (65 dy G a3l (K Slasho il 5L sl gods Joro | Blas 5 oSS

il e ool IsL Esly> 5 aeS M (sla i, iF o S ol JBlas asl,l-a-f
o Slasie
oy (S JSto b IS ol 50
(e -0 05 o5 g5 85—l s b S 5 Jyane b5 -IRO) S5, ey i
0aitS I35 0,8 Slasie
S alwy (Sap Slusie Slasiv
5 Sl

iles Jlo )l IS o,lol by olBiils 4y 5Ls & jg0 ;0 9 99290 Cannly (o0 (3,155 950 Jsame diges 1) 6 mand

g wly3s pdy Ol 5155 4 (Sonm) 9530 8 lse dlf pae & jg0 13 1Y 0 pand

atgles Jlo Tz oys8 s alowy o gl syl wisls oEaisS 3155 ¥ o pass

OB US55 s 2, (leShy (Kb alewy o L LU 5ol S5l e sl alie IS aols S azsliz o o pad

islod Jloyl JS o lol g aiols T cly MDR i 55 oS, Lais aslgs e

0905 plsl gz« S slows 4 Sl (g ,o 5l sall Wiged 5,000 4 pile (Brae Slegile FaLS oy - --F

ABl g Jgaze slasl le U (Gls & g0 ,0)3050
30,5 (oo JUo)l U bl 4 (3 5 (o) 2 Stz colRitils ol a5l e Seome W31 VIS
S O e gl —0

259 Sy Sl (ilil g sisu Sl g 0, Sles o cesl O l i wib oo abige 0uiS 8)lg L caiiSady V-0

(gl B JSie 465 58 590 D90 50 B pan mhaw )3 (Shj Sliad Sb3) red g wled L2l g el (b 1 ead




MA-WI-09 :S 00 o,leis ( ) Joddlygiws 1S y00 £45

Yoo,
o JASMIS .

VEC Nl gy pu b ot Mo (5,135 Jarllygiws o RE

. “ - . . . b~ - & ™ + . =
G Slo) 59 b kel )b Lﬁ/;d 1 3o o prr i s Sy Ol GleBlyd g 19T wols>

Grae 5 ool sl allie & cons JS o)l sl foallygins 5 @l sie wbolill b glbl poe b 5 ool o Slas
Do plsl 1) Y Sleladl suds w595 SV gaame (5 5laan 5 3930 JSie | (Sijy Slyapa oS
G35 i g S Ll (ls3d el Jels o3l anT b (ke ealy g (w4 pile 0atiS g g caiSadeys ~Y-0

e 50 bl oo S M gl (Sbh Sl Gleld 4 Gl (Kb Dliees caiiSoylg b casSady Y0
Gbge (Sih Oligad 0aisS 8yl b 0aisS i g 090 walgs pladl S5 Sliaed Gle>l 3 4 Cad IS o lol &yge
Al e Jim! gloo ls a s ol @

Aled (S5 Dliges Sle1)d a4y pile 1) 0aiiS & 595 b 0aiiS's g coaiiSadss wilgh co dasMo &jg0 j0 IS o ol —F-0

JS c)b‘ L;&Loﬁ L: 4.1.»....)9 IRVELY b)lj L: oS .\.».]5) Ja.wg_\ '\"‘5"&59 g_;i“")" A.Lu.us t&’ U‘P‘)_‘B ‘5‘).>‘ 9 Sl —&—A

Dpdy G0

bl so Jod b a4 b oaiSols anSadgy bawgs Sy Sliges le 3 ol —F-0

S, oSS 5 (g 00l g0 95 Bblie wland clastie asile) (Sij dliws 45 bgs po Sledlbl (55 2o
abog yo

Olol B sanaid 5 oLl

S Sl Gl 9 (S Slawge 4 Sl oMU

02l il o 4y 5 Loyl 4 S8 gz ledbl (53,5 palyd g EALS Brae 4 Gl o3
Joddl gz (I A0 0 5o 7 yaie S lae @il g IS o lol 4y Sl ) eI

M3kl Jgame (0,5 ) poid D)yso o b g (Mol laladl plox]

Ols>1 3 sl gy 0

JSie a2 £989 51 (6 Sty S Siyaabin

J o)‘&‘ VR W) ﬁl:u‘ Sleladl u,u)l)f




MA-WI-09 :S 00 o,leis ( ) Joddlygiws 1S y00 £45

Yoo,
o AW,

VEC Nl gy pu b ot Mo (5,135 Jarllygiws o RE

. . . . - . b~ - » ™ + . Z
G sl 590 B jlael &l ﬁ;wfugbn_/u.;..ﬂw KON OV N PE P P P FRLIRY Pe

Ml b yio gl 1y od 50 sl co calige 00iiS @505 b 0aliS 0)lg 0aliS adgi (Sipy Sl GleSl g 0 —V-0
ol gl
Joe g ol
Lot Number/cabe (5w [ U yo 0,lous
el b
Hless e
St 5l (B0 B)lse paile, Blas 4 by ials @dol gz Josll 5o
SloF1 4 bgrpe SVlsw a4y (2955l Sua oled o )led
5 o al b elyen Ty S o fse (K550 i oS8 Vel 51 3 L plogen b eaiSly b sasiSadss o8558 ~A-b
ke JS o lal oMbl 4y 0 5Y Slains
S alewy Jol5 Slasie 5 5l ol il
0SS g by oaiiSadss ool 5 laseis ool
(ol JIS3I L) ool 520 SIS £55 5 1,5 ode
(Jlazl IS5 L) ool 559 JIS31 51 oMbl SisSm 5 55
(Jlozm] JIS5I L) ool g2y JI31 51 26 s mlaws 5]
0diiS 4l b oaisS ol lawgs aS ISl (sl s Sl e olaws
ol 00 0y ol o @
ol 00 Sy gl s @
Conl 0als ai59,8 Il o @
Gl 003 2385 3l 55 00iiSs g b Syt bawsy JISaI by g oS Sloy e -
ag,8 oyl @ oSl b casSadg lawgs JSal &l )l Sy Ol a5 ol 8l L S Slawwge adS olul -
plaS o 4y ouls 5,8 Ol slaws g Cowl ool

Ols>1 B L blsjl jo aidpdy & g0 Dlile kS pgas -




S
MA-WI-09 :S e o,Las ( ) Jasl g :

Yoo,
o JASMIS .

AARRY AVA R PR PO TR e shaS Mo 158 Sty giand

. “ - . . . b~ - & ™ + . =
G Slo) 59 b kel )b Lﬁ/;d 1 3o o prr i s Sy Ol GleBlyd g 19T wols>

szl g gaisley Jgaz lil g b oaiiSs g coaSade lawgs olel,8 L bLs ) o Laiie sl Sal, g 4l ol
o JeaS5 g sty ) 5 oS3 anls LS 5 58
IS e £489 51 (6 ,T sl g solpinn leladl g b Sl ) a3l )|
o3 L las o Dledlbl 4565 10 050,90 (wled Sz 00S @565 b 0aiiSs g conisSadsi sanled (ali g lgie ol
@ ol pladl aslyy izen g 00isS )ly b oS alg lawg (S Sl 0g0d B anld Jloyl 5l e —4-0
iy Olygas oaS o)ls b oaisS adg awg 48,8 &g Slaladl sy 4 o IS ool MDR a8 (IS 6ol
S8 S ool asles co (g aids 1) )15 5550 lg31 8 5 pladl byl Jdo g 99250 3lail pas ol b s s
les oo (g aids WS a4y 1 0 Slas g (ol 4 bogpe OIS 51 (Ll Sty o 4y At | (S dlasg
-l 3ol ol sl Lo 2T IS -
L 3,55 0 (ogas ;0 S xS meodl 4550 Cuz LS 20 L 003 0 0555 5 OlsP8 0 )90 ST g (e gt )0 1) 0 padd

23,8 Jlo)l (58 4 4 53 D90 50 MDR S’ bansgi (6525 sl 31 g ]

il JS o sl Lt T i adls 5 5 lem,3 s (S ool MDR aieS Lawss o)ls18 (o il ) oy —Vo—0
el e | s wyles Jols oliebl sud 3,155 OMSie &8, 5 Slem,3 JolS slyz 5 S 61l aSisle; 5 05,5 oo

Dged Jlgs
Sylge ogar ;o (o155 Al 4 cond (SKoh Slias Hlat 8 oSS 5l ey alolBL Bl L oaiiS s lg caisSady -0
..\aLu ‘al.xsl JS o)b‘ L J.;o

JKie daxe £33l GS ol Caz a8 5l O e Slaladl -

sasSads ol 4 b alewg Olexlyd 4 bgy e Slaiis § Sledbl als o Sigy Slygas og So,lg &y90 50 —1V-0

23,5 oMl S ool 4y ousS oy bawg 0aiSe Dyg0 4 b fadge (pl g d p




MA-WI-09 :S 00 o,leis ( ) Joddlygiws 1S y00 £45

Yoo,
o JASMIS .

VEC Nl gy pu b ot Mo (5,135 Jarllygiws o RE

. “ - . . . b~ - & ™ + . =
G Slo) 59 b kel )b Lﬁ/;d 1 3o o prr i s Sy Ol GleBlyd g 19T wols>

ol 5 olsF b, Xl —F
alwg 990 7,5 b (Mol pladl deliyy 93118 £05 (g Jow conijl pb o K3y aws pb Jolls) o] )3 £5090  —V-F
5 Sbi Slawge adS a5 5 Sl bl S o lol lawgs les] 3 Cundg g (S Slppad 0aiiS )l waisS adgi lawss

205 oo pMlel 9290 b las po ol Lo

b leged 5 99,5 o0 sopes sy @I S 0,lo] Lt 0aiSs,ls b sariSudss Lawss onds pdlel slalssl 3 ads —Y-5

s smly Sl yie0a Gles 4 by e SleMbl w0aiiSs ly waniSudss Lt 485 &0 Sleladl 5 S o 5l gla s 5

odle « JS o ol aumis d oW lalg=118 pian o S OIS g B RGN Py R S = N PO e 4
&9 b oaiiSs g aiSades g 95,5 oo Sle, EMbI 55 ceses slaaile, ple G,k 5l S oglel &b 5l Sle, el L

Q)BT J.o& L ‘) uoya} U"‘ o ra)y Slaludl A.....vla‘;o ua.]oj.o éu:); A.L...ug 0SS

G e (S Dlanmge (3m ) dbogrye oSy 4 oot Jlu)l aeS NS 5 ISL sly> slaplS ads —F-$
3)ls by oaisS asi 03,5 o pMlel ouiiS 8lg by s asi S 1 dy S o o] Lawgs (S Sz ol g pFans
o @l el g g9d90 (omyp 4 S Joallygiws (nl ¥ ok Sl ool all oo chbge (Sd5 Dl oaiS
oyt JS 0ol Lansgs 00itS 3l b 00iS adgs dasgs oo Jlu | Sledol sgla pladl S o,lol a3 0 cyamnd (sle ke L,k

33,5 on S, A 5

S ISt b IS0 alols )58 Sledlol il jo 5l e (S Slpes 0aiiS o)l b eaisS adei asilis 1Y 6 e
o35 Sl oMbl 4 cons Wlgs oo JS olol cagled glizal ool e loy e Byb S ool a4 5158 Sl ) g sy

glod pladl aS JSie by lsSL ol

0,10l il el 0,bole dxsl> Codlw Cp (o 2 50 jemme sl (SKibp Slpagas (S olol aseid 4 azili> Yo pand
Ol e anled pladl (Sog Dliass Bras g b, (aaje8 (Dl ly el Sz oyolo slajgme 93 A s cul e IS

DSl e 0aiiS s Mg waisS adgl sage  Jleix| Dl s 5 b gius 4 lS Il




MA-WI-09 :S 00 o,leis ( ) Joddlygiws 1S y00 £45
Yo,
o AW 57,

IARRVAVARSHICS PN I ot Mo (5,135 Jarllygiws o RE

. “ - . . . b~ - & ™ + . =
G Slo) 59 b kel )b Lﬁ/;d 1 3o o prr i s Sy Ol GleBlyd g 19T wols>

Jloyl 5l Gt cagas Mo pliy o 25 OMSw g L1651 ol sla i35 Slo, oMbl @ s Wlgi oo JS o)lol —O-F

RUIPARCCUSE PR

B b E 5l 1, b3 3ylse S o)lol (S OMSEe 5 lsSL @ols> sl 5,1 seges Slu, oMbl 5l iy —F-F
ol Bl ilice SleMbl ol 5 (Sipy o ozl Oledbl -

0aiS ,l58 (S Sligas (1,8 L g jlen Slasine -

&lw -y
Sy Olyags ael ol )

Sy Slig (1 oS Cgan (Shiy Sl ISz Joallygiws Y

Guidance for Industry and Food and Drug Administration Staff, U.S. Department of Health and
Human Services, FDA, 2016.

Medical Device Reporting for User Facilities, U.S. Department of Health and Human Services, FDA.
Medical Device Reporting (MDR), General Information, FDA.
Australian Medical Devices Guidelines, Postmarket Activities, 2002.

Uniform Recall Procedure for Therapeutic Goods, Australian Government, Department of Health and
Aging therapeutic Goods Administration, 2017.

Guidance on the Medical Device Inspection Programme, Health Canada, 2004.
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