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Urgent Field Safety Notice - Urgent Medical Device Recall
Capio™ SLIM Suture Capturing Device

Dear Mananne Nygren ,

Boston Scientific is initiating a removal of certain lots of Capio SLIM Suture Capturing Devices (Capio SLIM)
due to an increase in reports of the device not catching the suture needle/dart as expected during use.
Boston Scientific has determined through investigation that certain tooling used to manufacture Capio SLIM
devices may have inadvertently affiected component dimensions in specific lots, impacting the functionality
of the device. Boston Scientific has addressed and comrected this finding in manufacturing.

The most common health consequence thal may be observed if an impacted device is used is prolonged
procedure while the device is exchanged. The most serious adverse health consequence that may occur is
hemorrhage. In cases of hemorrhage, repeated attempts to load and fire the suture may result in bleeding
that requires additional medical intervention.

Qur records indicate that your facility received some of the concerned product. The table below
{Attachment 1) provides a complete list of all affected products, including Product Description,
Material Number (UPN), GTIN, Lot/Batch numbers and expiration date. Please note that only the
devices listed below are affected. No other Boston Scientific product is involved in this Field Safety
Motice.

Further distribution or use of any remaining product affected by this action should cease
immediately. For Capio SLIM devices that were successfully used in a procedure, no action is
needed.

PLEASE NOTE: We are aware that hospitals often remove products from the outer carton and store on the
shelves in the inner-pouch only. If this is a practice at your facility, it is very important that you carefully
use the product table and consider both the inner and outer packaging UPN codes when searching
for affected product, as the UPN numbers on the inner and outer labelling may be differant. The
product information listed on your specific Verification Form (enclosed with this letter) provides
outer package product coding only and should be utilized when reporting product to return.
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Verify by product batchviot number in the product table to determine if the batch within your inventory is
affected. If so, indicate on your Verification Form the quantity of units from each balch that you will be
retumning. As the product within these batches are sold as Single packs and 5-packs, it is important
that all reported quantities represent the actual number of single unit being returned and not the
number of cartons/boxes or multi-packs.

1- Please immediately discontinue use of the Boston Scientific product reported in the list
and remove all of the affected units from your inventory, regardless of where these units are stored in
your facility. Segregate the units in a secure place, pending return to Boston Scientific.

2- Please complete the attached Verification Form gven if vou do not have any product to return,

3- When completed, please return the Verification Form to your local Boston Sclentific office
for the attention of Email: NordicProdQuality@bsci.com, on or before 19 July 2024.

4- If you have products to return, plaasa p-ac[-cagﬂ them in an appruprlme shipping box. After
receipt of the Verification Form, Bos

5- Please pass this nolice to any l'ﬁaalhmre pml‘ess-mal from yﬂur ﬂrganlzahun that needs to be
aware and to any organization where the potentially affected devices have been transferred (if appropriate).
Please provide Boston Scientific with details of any affected devices that have been transferred to other
organizations (if appropriate).

Your Competent Authority is being notified of this Field Safety Notice.

We regret any inconvenience that this action may cause, and we appreciate your understanding as we act
to ensure patient safety and customer satisfaction.

If you have any questions or would like assistance with this Field Safety Motice, please contact your local
Sales Representative.
Yours sincerely,
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Marie Pierre Barlangua Altachment: Verification Form
Quality Department
Boston Scientific Intermnational S.A.
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Viktigt sikerhetsmeddelande till marknaden — Bradskande aterkallelse av
medicinteknisk produkt
Capio™ SLIM suturfangningsenhet

Béaste Marianne Nygren ,

Boston Scientific inleder avliagsnandet av vissa loter av Capio SLIM suturfangningsenhet {Capio SLIM) pa
grund av ett dkat antal rapporier om att enheten inte fangar suturnalenfpilen som forvdntat under
anvédndning. Boston Scientific har genom undersdkning faststalit att vissa verktyg som anvénds for att
tillverka Capio SLIM-enheter oavsiktligt kan ha paverkat komponentdimensionemna i specifika loter, vilket
sin tur paverkar enhetens funktionalitet. Boston Scientific har aigirdat och komrigerat detta i tillverkningen.

Den vanligaste halsokonsekvensen som kan observeras om en paverkad enhet anvands dr en forldngd
procedur medan enheten byls ul. Den allvarigaste negativa h#lsokonsekvensen som kan uppsta &r
bitdning. | fall av bitdning kan upprepade firsdk att ladda och avfyra suturen resultera i blddning som
kraver ylterligare medicinska ingrepp.

Enligt vara uppgifter har vi leverarat nagra av de bertirda produktema till din enhet. Tabellen nedan (Bilaga
1) anger alla bertrda produkter, inklusive Produktbeskrivning, Artikelnummer (UPN), GTIN,
Pari'serienummer och utgangsdatum. Observera att endast material och Lot batchnummer som
anges i tabellen nedan pdverkas. Inga andra produkter frin Boston Sclentific ingar i detta frivilliga
sdkerhetsmeddelande.

Ytterligare distribution eller anvidndning av eventuellt aterstaende produkter som bertrs av denna
atgérd, bér upphira omedelbart. Fér Caplo SLIM-enheter som anvints framgangsrikt i en procedur
behovs ingen tgdird.

ANMARKMNING: Vi 4r medvetna om att sjukhus ofta tar ut produkten fran den yitre kartongen och lagrar
den pa hyllor i endast den inre pasen. Om detta forfarande anvands vid din institution &r det mycket viktigt
att du anviinder produkttabellen och noggrant kontrollerar UPN-koderna pa bade den inre och den
yitre férpackningen nir du séker efter berérda produkter eftersom UPN-numret pa inre etiketter kan
skilja sig fran UPN-numret pa yttre etiketter. Den produktinformation som anges pa det specifika
verifikationsformuldret (bifogas detta brev) anger endast produktmérkningen pa ytterférpackningen
och ska anvindas vid rapportering av produkter som ska returneras.



Verifiera enligt produktpartifiotnummer | produkttabellen for att bestdmma huruvida partiet i ditt lager berdrs.
Om sa &r fallet, ange | ditt Verifieringsformuldr antalet enheter fran varje parti som du kommer att retumera.
Eftersom produkten i dessa partier siiljs som enstaka paket och 5-férpackningar ér det viktigt att
alla rapporterade mangder representarar det faktiska antalet enskilda produkter och inte antalet
kartonger/lador eller multiférpackningar.

1- Avbryt omedelbart anvindningen av ovanstiende produkter frin Boston Scientific och
avlidgsna alla berorda produkter fran ditt forrad, cavselt var dessa enheter dr lagrade vid din inrdttning.
Avskilj enhetema pa ett sakert stélle | vantan pa retur till Boston Eclanh’r'c

2- Fyll i det bifogade Bekriftelseformuléret dve = : 3.

3= Nir du har fylit i Bekriftelseformuliret ber vi dlg skicka ::Iattill dln Inkala Eﬂstnn Sl: I':Entlﬂl:-
kundtjdnst till Email: NordicProdQuality@bsci.com senast den 19 jull 2024,

4- Om du har produkter att returnera, vanlngan pad-:a dassa! all lﬁ-mpligl EH'I!JEHFEQE Efter att m har
mottagit ifylit verifieringsformular kommer Bost

5- Vidarebefordra detta meddelande till all s;uhvﬂrdspersanal p.ﬁ ﬂm m‘hat ar:rm bahf:war k&nna tIIJ
det, samt till alla enheter dit de potentiellt berdrda produkterna har Gverféirts (om tilldmpligt). Informera
Boston Scientific om produkter som paverkas och har éverfirts till andra vardinrétiningar (om sa &r
tilampligt).

Behdrig myndighet har underréttats om denna komigerande sikerhetsatgérd pa marknaden.

Vi beklagar eventuella oldgenheter som denna algdrd kan orsaka och vi uppskattar din fdrstaelse fir att vi
vidtar atgarder fir att garantera patientens sakerhet samt f6r att tillhandahalla bésta tankbara service.

Om du har frigor eller beh&ver hjilp med detta sikerhetsmeddelande, kontakta din Boston Scientific
representant,

Med vanlig hilsning,

Marie Pierre Barlangua Bilagor: Bekraftelseformulsr
Cluality Department
Boston Scientific International S.A.
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Bilaga 1 - Lista dver berdrda produkter

Produktbes-
krivning

Yitre
materialnummer

JUPN

GTIN #

Inre
materialnummer
JuprnN

GTIN #

Utgangsdatum

CAPIO SLIM
BOX 5

LPN:
MOOGEI1EI61

UPM:
KODBE318260

GTIN:
08714729842324

GTIN:
QET1ATIGRAZR04

30110296, 30110298, 30254839, 30269668, 30277679
30340398, 30348745, 30361515, 30369786, 30477997
30485719, 30502470, 30609859, 30566414, 30571306
30579075, 30584738, 30597768, 30601523, 20601525
30608273, 30621482, 30622202, 30628533, 30642670
30671135, 30825890, 30834186, 30849605, 30853891
30862718, 30870581, 30877151, 30880729, 31248068
31305827, 31316815, 31324676, 31400076, 31442842
31459985, 31475463, 31479225, 31488049, 31494812
31502318, 31509747, 31514250, 31583783, 31502632

31600745, 31609045, 31621292, 31764817, 31779852
31791062, 31809880, 31821132, 31866608, 31876830
31876835, 31876837, 32040502, 32057254, 32146583
32163271, 32230325, 32238124, 32351364, 32361264
32370219, 32385442, 32400087, 32409539, 32418519
32420869, 312447685, 32456405,32465857, 32478780,
32499939, 32515625, 32518619, 32526697, 32829992
32915635, 32979863, 32998255, 33008248, 33017302
33065507, 33069479, 33216295, 33236632, 33259078
33283648, 33311001, 33319579, 33375040, 33383769
33394221, 33404930, 33422407, 33424886, 33454127
33479450, 33530347, 33556283, 33564420, 33618759

336705145, 33676308, 33815834

Frin

12 sept 2025
till

12 apeil 2027

Produikibes-
krivning

UPN &

Batch

Utgéngsdatum

CAPIO SLIM
BOX 1

MOOEE3 1EL 0

QET14T7Z9838005

297291648, 29729169, 29972338, 30110291, 30110294,
30254836, 30254837, 30331858, 30338212, 30362314,
30367934, 30434163, 30437947, 30551935, I055E5TE,
30842709, 30850944, 30993213, 30997334, 31005506,
31257604, 31292169, 31352417, 31367044, 31535481,
31544821, 31554784, 31574100, 31574101, 31624545,
31638194, 31646501, 31727288, 31755722, 31856165,
31856166, 31876917, 31876918, 31876919, 31942747,
31942748, 31984730, 32016719, 32085084, 32259390,
32267863, 326643886, 32699058, 32725350, 32812075,
328427293, 32860360, 32880070, 32983931, 33130079,
33140587, 33530549, 33550168, 33612444, 33753765,
33817740

Frin
7 juli 2025
till
12 april 2027
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Fyll i formul&ret &ven om du inte har nagon berdrd produkt & skicka det till ditt lokala Boston Scientific-
kantor: Email: MordicProdQuality@bsci.com

Bekriftelseformulir - Angeliget aterkallande av medicinsk produkt

Capio™ SLIM suturfangningsenhet
87223381-FA

1. Vi bekriftar mottagandet av detta sikerhetsmeddelande fran Boston Sclentific daterat 27 junl 2024,

2. Enligt Boston Sclentifics system har nl mottagit féljande berérda produkt (kontroliers dessutom Brads! mof
bifogade fullstandiga lista med bertrda produkter)

I\ ANGE KVANTITET | ENSTAKA ENHETER ISTALLET FOR | EN LADA/BOX (IFALL DET AR APPLICERBART)

Ankal gkickade  LAntal afl rejurnara)

Material nummer Batch nummer Kundens inkopsorder lgrheier | Kprinoer igritgtar]
1 29729168 SEGTEY 4
IM00Ga3 18250 30338212 SAA165 4
MODGE3 18250 30362314 71415 2
MODGE318250 0437047 §TH415 1
RA0OEE 318250 30997334 10 TESE 4
RAOOEEI1B250 31005209 1024473 4
MODGAI TR0 3154481 1044455 4
MO0BE3 18250 31624545 1054180 B
|_M0068318250 31624545 10650 1
hﬂﬂﬁﬂaiﬁzﬁn | 32016719 1065088 3
mi‘ EE m 108RE%E E

3. Vi bekraftar att vi har kontrollerat afla omrdden dar den berdrda produkten kan vara placerad.
4, Krvssa | ETT AV DESSA ALTERWATIV', UNDERTECKMA FORMULARET och skicka det il Email
MNordicProdQualityi@bsci.com,

3 Viharingen berbrd produkt

O i har hittat en eller lera berdeda produkter: Bekrfia
produkt som inte finns med pd ovanstdende lista mﬂstﬂdu Hg'gﬂ ﬂﬂmmrfﬂﬂwmmurﬂmm, batchnumimer
och antalet som ska returmeras.

NAR DU VILL RETURNERA PRODUKTER:
1. Efter att vi har mottaght ifvilt verifierdingsformulEr kol

upphamining, .
2. Forbered fSrpackningen.
3. Folj instruktionerna fran den lokala kendtjdnsten om upphamitning av iGrpackningen.

Namn®* Titel

[Wiankgon sk gob rastiniexia)

Telefon Emall

Kundens underskrift © Datum®
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