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Urgent Medical Device Removal - Inmediate Action Required

Imager™ 5F Il Angiographic Catheter
February 11, 2020

Dear Vascular Surgery Department:

Boston Scientific Corporation (BSC) is initiating a removal of specific lots/batches of
Imager Il 5F Angiographic Catheters. BSC has noted an increase in the rate of tip
detachment complaints involving units within these lots/batches. The preliminary
investigation indicates that these batches meet design and manufacturing requirements,
however external factors may have contributed to the tips of devices in these batches
becoming brittle, leading to the tip detaching. No other Imager Il Catheters are impacted
by this removal.

The most common injury would be related to the tip detaching inside the patient
resulting in either the need for intervention to retrieve the fragment or in the fragment
remaining in the patient’s vessel potentially requiring additional intervention and/or
prolonged hospitalization. There is a possibility that a potentially life-threatening
embolism of the device fragment could result.

This removal affects only the lots/batches listed in the table below. Further distribution
or use of any remaining product affected by this removal should cease

immediately.
Affected Product Listing
D:srgr(::t(;(t)n Outer Package UPN # Inner Pac;(age UPN GTIN thr{B;t Ex;l))l;?(t;on
MO001314051 M001314050 08714729354871 134092 | 23-Aug-2020
MO001314051 MO001314050 08714729354871 134600 12-Sep-2020
MO001314061 M001314060 08714729354888 | 134011 20-Aug-2020
MO001314141 MO001314140 08714729354963 | 133737 10-Aug-2020
s MO001314341 MO001314340 08714729355168 | 139512 12-Mar-2021
Angi%graphi MO001314581 M001314580 08714729355403 | 134631 13-Sep-2020
¢ Catheter M001314591 MO001314590 08714729355410 | 132447 13-Jun-2020
MO001314661 M001314660 08714729355489 | 132355 8-Jun-2020
MO001315151 M001315150 08714729355892 | 132823 26-Jun-2020
M001315151 M001315150 08714729355892 | 133447 13-Jul-2020
MO001315151 M001315150 08714729355892 | 133448 16-Jul-2020
M001315151 MO001315150 08714729355892 | 134946 | 25-Sep-2020

Please ensure Imager Il 5F Angiographic Catheters are stored per the DFU
recommendations: Imager Il 5F Angiographic Catheters must be stored in a cool, dry,
dark place.




PLEASE NOTE: We are aware that hospitals often remove products from the outer
carton and store them on 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 labeling are different. 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.

Verify by product lot/batch number in the product table whether any product within your
inventory is affected. If so, indicate on your Verification Form the quantity of units from
each lot/batch that you will be returning. As the product within these lots/batches are
sold as 5-packs, it is important that all reported quantities represent the actual
number of single units being returned and not the number of cartons/boxes or
multi-packs.

If you identify any product from the affected lots/batches within your inventory, please
segregate the product immediately and return it to BSC in accordance with the enclosed
instructions. If you are a distributor, please note that the depth is to the hospital
level and this notification should be forwarded to your customers. If you are a
facility that has sent products to another hospital within your network, please
ensure that this notification is forwarded to them.

BSC is notifying regulatory authorities of this removal as required.

Please read carefully through the removal instructions included with this notification.
Your local Sales Representative can answer any questions that you may have
regarding this notification.

We regret any inconvenience that this action may cause, and we appreciate your
understanding as we take action to ensure patient safety and customer satisfaction. We
are committed to continuing to offer products that meet the highest quality standards
that you expect from Boston Scientific Corporation.

Sincerely,

Nicole Maloney

Boston Scientific Quality Systems
763-494-1133

E-mail: BSCFieldActionCenter@bsci.com

Encl: Removal Instructions
Reply Verification Tracking Form
Field Action Return Shipping Label
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Health care professionals and consumers may report serious adverse events (side effects) or product quality problems with the use
of this product to Boston Scientific by calling 1-800-811-3211 and to the FDA’s MedWatch Adverse Event Reporting program either
online, by regular mail, fax or phone.

Online: www.fda.gov/MedWatch/report.htm

Regular Mail: use postage-paid FDA form 3500 available at www.fda.gov/MedWatch/getforms.htm and mail to MedWatch, 5600
Fishers Lane, Rockville, MD, 20852-9787

Fax: (800) FDA-0178

Phone: (800) FDA-1088




Removal Instructions

The Reply Verification Tracking Form enclosed with this letter must be completed and
returned even if you do not have any of the units from the recalled lot/batches.

1. Immediately discontinue use of and segregate recalled product.
o Immediately remove all affected recalled product from your inventory.
o Segregate this product in a secure location for return to BSC.

2. You must complete and email or fax your Reply Verification Tracking Form(s)
immediately to get an RGA # before you return any product.
o Indicate on your RVTF the quantity of units from each lot/batch that you will be

returning.
o Return the RVTF as described below:
Email: BSCFieldActionCenter@bsci.com
or
Fax to: Field Action Center 1-866-213-1806

You will be contacted by BSC and provided a Returned Goods Authorization
(RGA) Number within 24-48 hours after your RVTF is received

« Report all inventory to be returned and report in single-unit quantity(ies),

not boxes.
Credits will be issued for all recalled product that is properly returned to BSC.

3. Package/Ship the Recalled Product.
e Package any product that is being returned in an appropriate shipping box.
o Affix the enclosed (red/white) shipping label to the outside of the shipping box.
e Write the RGA number in large print on the outside of the box, on the shipping
label.
e Feel free to use our Federal Express Number 9205-2515-6to return this package
via second day delivery.
e Seal the box, and return to: Boston Scientific Corporation
US Distribution Center
Boston Scientific Marina Bay
Customer Fulfillment Center
500 Commander Shea Blvd.
Quincy, Massachusetts 02171
RGA:




[Ha 6nanxe xomnanuu « bocmon CaiteHmuuiy]

DKCTPEHHbI BHIBOJ MEIUILHHCKOI0 H3/1eMHs1 — TPEOYIOTCSA CPOYHBLIE MEPhI
Aunruorpaduyeckuii katerep Imager SF 11
11 despans 2020 .
VYBaxkaeMoe OTHENECHUE COCY JUCTOH XUPYPruu:

«bocton Caitentudux Kopropeiimu» («BCK») (Boston Scientific Corporation (BSC))
MHHULMEPYET BBIBOJ| ONPEETEHHBIX cepuii/maptuit anruorpadudeckux karerepos Imager II SF.
Komnanus «BCK» oTMedaeT yBeJHYeHHEe KOJIHYECTBA YKanod Ha OTPHLIB KOHYMKA, CBA3AHHBIX C
eIMHUIAME B DTHX CepHsax/mapTusx. IpeaBapuTenbHOe HCCIEN0BAHKUE IOKA3BIBAET, YTO 3TH
NapTHH OTBEYAIOT TPEOOBAHMSM MPOEKTHPOBAHUS M NIPOM3BOJCTBA, OJHAKO BHEIIHHE (HaKTOPbI
MOTJIH CITOCODCTBOBATH TOMY, YTO KOHUMKH H3JENHH B 3THX NAPTHAX CTAHOBHIHMCH XPYNKHMH,
YTO IPHBOJIIO K OTCOE[MHEHHIO KOHYMKA. JIaHHBIH BBIBOJ HE BJIMAET Ha JIpyrHe KaTeTepbl
Imager II.

Haubosee pacmpocTpaHeHHas TpaBMa MOXKET ObITh CBs3aHA C OTCOENMHEHHEM KOHYMKA BHYTPH
TAI{enTa, YTO IPUBOJNUT JIMOO K HEOOXOAUMOCTH BMELIATEILCTBA JUIS U3BJIeYeHHs (pparMenTa,
b0 K TOMy, dYTO (parMEHT OCTaeTcs B COCy[e NalHeHTa, YTO INOTEHIHAIbHO MOXET
noTpeGoBaTh OMOJHUTENFHOIO BMEIIATeNbcTBA W (WIM) JUIMTEILHOH —TOCIHTATH3ALUH.
CyIecTByeT BEpOSTHOCTE TOTO, YTO MOXKET BO3HHMKHYTh IOTEHLHAIBHO OMACHAs s KH3HH
aMbonust hparMeHTa U3,

JlagHBIA BEIBOZ 3aTpardBacT TOJIBKO CEPUH/NApTHH, NEepevyUCIEHHBIE B TaOIMIE HIDKE.
JlanbHeiiee pacnpocTPaHEHHe WM HCIOJb30BAHME JIOOBIX OCTABUIMXCA H3JeJuid,

IIO/IBEPIIUINXCSA TAKOMY BBIBOAY, JOJKHO OBITH HEMEIJIEHHO NPEKPaLIeHo.

Coucok 3aTparuBa€MbIX H31eui

Kogst UPN | Koast UPN | Mexaynapoaublii
- o 2 Homep JlaTa ncreueHust
O"“caﬂlic H3JeTHSA Hapy)l{HOH BHyTpeHHell TO[)I‘OBbIlI H()Mep e Iﬂl/ﬂa T SDOKE ToHGCTH
YNAKOBKH YHAKOBKH ToBapa (GTIN) P P P i
MO001314051 | M001314050 | 08714729354871 134092 | 23 asrycra 2020 .
MO001314051 | M001314050 | 08714729354871 134600 | 12 CeHT’fp" 2hzp
MO01314061 | M001314060 | 08714729354888 | 134011 | 20 aprycra 2020 .
MO01314141 | MOO1314140 | 08714729354963 | _ 133737 | 10 aprycra 2020 .
MO001314341 | M001314340 | 08714729355168 | _ 139512 | 12 mapra 2021 .
Anrworpaduucciue | M001314581 | M001314580 | 08714729355403 134631 | 13 Ce‘”’fp" e
warerepst Imager I or57372501 [ M001314590 | 08714729355410 132447 13 uons 2020 1.
MO001314661 | M001314660 | 08714729355489 | 132355 | 08 miorn 2020 r.
MO001315151 | M001315150 | 08714729355892 | 132823 | 26 momsn 2020 .
MO01315151 | MOOI315150 | 08714729355802 | 133447 13 mons 2020 .
MO01315151 | MOOI315150 | 08714729355892 | 133448 16 mons 2020 .
MO01315151 | MOOI315150 | 08714729355892 | 134946 | 2° Ce‘”"fp” e

[Moxanyiicta, yGemutech, uTo aHruorpadudeckue karerepsl Imager II 5F xpamstes B
COOTBETCTBUM ¢ pekomenmanusmu PIID: anruorpaguueckne xarerepbl Imager II SF mosmkHel
XPaHUTHCS B CYyXOM, IPOXJIaIHOM, 3aIUIIEHHOM OT CBETA MECTE. :




MOKAJYUCTA, OBPATUTE BHUMAHME: MbI 3HaeM, 4TO OONBHHIEI 4ACTO M3BJIEKAIOT
M3JIENHs M3 HAPY>KHOM KOPOOKH ¥ XPaHsIT HX Ha IOJIKaX TOJIbKO BO BHYTpeHHEM nakeTe. Ecim 31o
NPaKTUKYeTCs Ha BalleM NPEANPUATHH, 04eHb BaxHO, YTO0BI BbI TIIATEILHO HCIOAb30BAIH
Tabauny u3fenuii u yyuroiBaan koAbl UPN Kak BHYTpeHHEH, TaK H HAPY/KHOH yNaKOBKH
NpH MOUCKe 3aTparuBaeMoro usjenus, Tak kak UPN Homepa Ha BHyTpeHHel 1 HapyKHOI
3THKETKAX pasaumuarorcs. Mupopmauust o6 H3eqHH, YKA3aHHAsl B Balleil KOHKPETHOM
®opme Bepuduranuu (Mpuiaraercst K AaHHOMY IUCbMY), COAEPKHT TONBKO KOXUPOBKY
W3[eJusl HA BHEIIHeH yNaKOBKe M [OJDKHA MCIOJNB30BaThCa NPH COOOLIEHHH O BO3BpaTe
W3JIETHsL.

[To HOMepy CepuH/TIapTHH U3/EJHs B TAOIILE IPOBEPETE, HE 3aTPOHYTO JIM KaKoe-J100 H3aenne
B BallleM 3arace MaTepuanoB. Eciu 310 Tak, ykaxure B cBoelt Popme Bepr(hHKALHK KOTHIECTBO
eIUHHI] U3 KaXJOH cepuu/mapTui, KOTopble Bbl OyzeTe Bo3Bpamiarh. IlockoabKy M3aeaus B
3THX CepUSIX/IApTHSIX NpPOAAIOTCSl KAK YNAKOBKM M3 S5 M3Jenuid, BaxHO, 4TO0BI BCe
yKa3aHHbIE KOJMYECTBA MPEACTABJISIM co000ii (paKTHYecKoe KOJHYECTBO BO3BPAIIAEMbIX
eUHULI, 2 He KOJHYECTBO KOPOOOK/G0KCOB HIH IPYIIOBLIX yIAKOBOK.

Ecii BBl OOHapyXUIH Kakoe-THOO H3[eNIie M3 3aTPOHYTHIX Cepuii/mapruil B BalleMm 3amace
MaTepHaoB, MOXKaiylicTa, HEMEUIEHHO OT/eIUTe H3/eie U BEpHUTE ero B komraHiio «bCK» B
COOTBETCTBHM C IpPHJIAraeMbiMi HHCTPYKImsMH. Eciu Bbl siBisieTech AUCTPHOLIOTOPOM,
noxanyiicra, 06paTuTe BHUMaHHE, YTO IJIyOMHA COOTBETCTBYET YPOBHIO GOJBLHUIBI, H 3TO
yBeJOMJIeHHE JOJDKHO ObITh MepeJaHo BammuM KiveHtam. Eciam BbI  siBJsieTeCH
NpeAnpHsITHEM, KOTOPOe OTIIPABHJIO H3Je/IUsi B APYryio GOJLHULY B PAMKAX Balleil ceTH,
noKaayicra, yGeaurech, 4T0 3T0 YBeAOMJIEHHE HATIPABJIEHO HM.

Kommnanusa « 5CK» yBeoMIIsieT peryIHpyIOIe Opraibl O HaCTOSIIIEM BBIBOJIE B YCTAHOBJIEHHOM
MOPSZIKE.

I[loxanyiicTa, BHEMATEJbHO MNPOYUTAiiTe MHCTPYKLMHM MO BBIBOJY, BKIIOUEHHBIE B 3TO
yBeZlOMIIeHHe. Balll MECTHBIH TOProBbIi PECTABUTENb MOYXET OTBETHUTH Ha JIFOOBIE BOIPOCHL,
KOTOPBIE MOT'YT BO3HHKHYTb y BAC B CBA3M C HACTOSIIUM yBEJOMIICHUEM.

MBI cokaneeM o JI00BIX HEY00CTBaX, KOTOPbIE MOTYT OBITh BBI3BAHBI ITHM JICHCTBHEM, U MBI
[[EHHM Ballle MTOHHMAHKeE, MOCKOJIBEKY MbI MPHHUMAaeM Mephl JUls obecrnedeHus Ge30MacHOCTH
[ALUEHTOB M YAOBJIETBOPEHHOCTH KJIMEHTOB. MEI CTPEMHMCS M BIpelb IpeaaaraTs M3Jeinsd,
COOTBETCTBYIOIIHE CAMBIM BBICOKMM CTaHJ[APTaM Ka4eCcTBa, KOTOPbIE BBl 0XKU/IAETE OT KOMIaHUH
«Bocron Caitentuduk KopropeHny.

C yBaxeHHeM,

/moonucs/

Huxons Manonu

Cuctema kauectsa «bocton CaiteHTnhum»

763-494-1133
Anpec snexrpornoii moutsr: BSCFieldActionCenter@bsci.com

[pwum.: WHCTPYKINHN 110 BBEIBOLY
dopMa OTCIIeKHBAHHUS TIOJTBEPIKAEHUS OTBETA
TpaHcnopTHast 3THKETKa Iyl OOpaTHOH OTMpaBKW NPOIYKLHH, HaXONsLIeHCs B
obpalleHun
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MeaunuHckne paGOTHHKH U ITOTPEOUTENIM MOTYT COOOINATh O CEPHE3HBIX HEOJIArompHsTHHIX
sBeHUSX (IT000UHEBIX 3ddekTax) wid npodneMax ¢ KayeCTBOM U3ZENHI IIPH MX HCIOIb30BAHIH
B komnaHuto «bocron Caientnduk Kopropelimmy no Tenedory 1-800-811-3211, a tawke B
ITporpammy MHQPOPMHUPOBAHKS IPOH3BOAMTENEH O GE30MACHOCTH MPENAapaToB MO COOOLICHUIM
menukoB Ynpasnenust CIIIA 10 KOHTPONIO Ka4yecTBa IMIIEBBIX MPOJIYKTOB U JIEKAPCTBEHHBIX
cpencts (FDA) B pexxiMe OHJIAiH, 110 00BIMHOIT ouTe, (hakcy uim Teneony.

Ounnaiin: www.fda.gov/MedWatch/report.htm

O6bIYHOE OYTOBOE OTIpaBiieHne: ucnoibpsyiite Gopmy 3500 Yrpapnenns CIIIA mo KOHTPOIHO
KAuecTBa MUIIEBEIX TPOAYKTOB U JIEKAPCTBEHHBIX CPEJICTB C OIIATOH MEPECHUIKH, OCTYIIHYO 110
anpecy www.fda.gov/MedWatch/getforms.htm, 1 oTipaseTe ee mo moure 1o aapecy: «Menyoru»
(MedWatch), 5600 ®wmepc Jleiin, Poxsummwi, Mspuienn, 20852-9787 (5600 Fishers Lane,
Rockville, MD, 20852-9787).

daxkc: (800) FDA-0178

Tex: (800) FDA-1088




HNHcTpyKIHH 110 BLIBOAY

CDopMa OTCJIE)KMBAHUS IIOATBEPXKACHHUs OTBETA, MpujiaraeMas K HacTOsALEMY IHCbMY, NOJDKHA
OBITH 3aroJIHEHA U BO3BpallicHa, [JaiKe ecju Yy BAC HET HH O/IHOM _eNWHMIILI U3/ICJIUI U3

OTO3BAHHBIX cePUIl/MADTHI.

1. HemesieHHO MpeKpaTUTe HCIOJb30BAHHE M OTAEJHTE 0TO3BAHHOE H3/IeHe.
+ HemeneHHo yanuTe BCe 3aTpPOHYThIE OTO3BAHHBIE M3JENHUs U3 BalMX MarepHaTbHBIX
3aI1aCcOB.
o OTHenuTe 3TO U3ZeNne B 6E30IaCHOM MeCTe JiTs Bo3Bpara B koMnaHuio «bCK».

2. BbI 0JKHBI 3aII0JHUTE U OTHPABUTH 10 3JEKTPOHHOH MoYTe MM 10 (PaKcy CBOH
@DopMbI OTCJAEKMBAHUS IOATBEPKICHUs] 0TBETA, YTOOBI NOJIyYUTH HOMEP pa3pelleH s Ha
BO3BPAT NPOAYKIHH, IPExKIe YeM BO3BPAIATh KaKoe-Iu00 usjieme.
e Vkaxure B cBoeit dopMe OTCIIEKUBAHUS TOATBEPIKIAEHNS OTBETA KOJINIECTBO EAUHUIL U3
KaKIOH cepur/mapTiy, KOTOpbIe BbI OyIETE BO3BPALIATE.
« Bepuure ®opMy OTCIEKIBAHUs IOJTBEPIKAEHHUS OTBETA, KAK OMMCAHO HIDKE:
aapec 3aexTpornoii moursl: BSCFieldActionCenter@bsci.com
12008
daxe ausa Lentpa ynpasienus npoaykuueii, Haxoasedics: B o0pamenuu, 1-866-213-
1806.

Kommanus «BCK» cBspkercsi ¢ BaMM M IPeJOCTABHT HOMEDP pa3pelleHHsi Ha BO3BPAT
NpPOAYKIMH B TeyeHue 24-48 wacoB Moc/e MOJydeHHs] Bameili PopMBbl OTCJEKHBAHUS
HOATBEPKIAEHHs OTBETA.

«  Coo6muTe 060 BCeX 3amacax, KOTOpble JOJUKHbI ObITh BO3BPAILeHbI, U COO0IIHUTE
KOJIMYECTBO €IHHHI, a He KOPOOOK.

Ha Bce 0TO3BaHHBIE M3/eNHs, KOTOPEIE JOJDKHBIM 00pa3oM Bo3BpallieHbl B koManuio « bCK»,
OyIyT mpeOCTABIEHBI JIBIOTHI.

3. YnakoBka/oTHpaBKa 0TO3BAHHOIO U3/,
+  Vmakyiite 11060€ BO3BPAINAEMOE U3/IENIe B COOTBETCTBYOILYIO TPAHCIOPTHYIO KOPOOKY.
+ Ilpukpenure npunaraemyro (KpacHylo/6enyro) TPaHCIOPTHYIO STHKETKY K BHEIIHEH
CTOpPOHE TPAaHCIIOPTHOH KOPOOKH.
+ Hamummre HoMep paspelleHHsl HA BO3BPAT NPOAYKIMH KPYNHEIM IIPU(GTOM Ha
TPaHCIIOPTHOMN THKETKE Ha BHEIIHEH CTOPOHE KOPOOKH.
+  Hcrnone3yiiTe Bcerja Haiml HOMEp CIy»KObl sKcrpecc-gocTaBku 9205-2515-6, 4ToObI
BEPHYTH STOT MAKET Yepe3 BTOPOH JIeHb JOCTaBKH.
» 3amedgaraiiTe KOpoOKy 1 BEPHHUTE B:
«Bbocton CaiienTudux KoprnopeHum»
PacnpenenutennbHblii neHTp Ha Teppuropun CIHIA
«Bocron CaitenTudury, [{eHTp BHINOIHEHUs 3aKa30B MapuHa boi
500 Kommanaep Ileii BynsBap, Kynnen, Maccauycerc 02171
(Marina Bay Customer Fulfillment Center
500 Commander Shea Blvd. Quincy, Massachusetts 02171)
Pazpemienye Ha BO3BpAaT NMPOAYKIMH:
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