Urgent Field Safety Notice
FOR A SUBSET OF ASSURITY™ AND ENDURITY™ PACEMAKERS

MODELS PM1152, PM1160, PM1172, PM1240, PM1272, PM2152,
Abbott PM2160, PM2172, PM2240, PM2260, PM2272

March 15, 2021
Dear Abbott Customer,

Overview:

Abbott is informing customers of an issue which may affect a subset of Assurity™ and Endurity™
pacemakers. Through Abbott’s post market surveillance processes, a low observed rate (0.049%) of
malfunctions has been detected among devices manufactured on specific manufacturing equipment
between 2015 and 2019. These units were from a manufacturing process which is no longer in use. No
affected devices remain available for implant.

There have been no reports of serious harm to patients as a result of this issue.

Abbott has identified a subset of approximately 95,000 devices within the referenced timeframe that are
potentially susceptible to this issue. Our records indicate you are following one or more patients implanted
with one of these devices (see enclosed Device List).

The issue is caused by intermittent incomplete mixing of epoxy during manufacture, which may allow
moisture ingress into the pulse generator header. As a result, the potential for affected devices is
inconsistently dispersed throughout the above time period. To date, one hundred thirty-five (135) devices
have been observed with this issue. The reported clinical impact has included loss of telemetry /
communication, reduced battery longevity, loss of pacing, and/or shortened duration between Elective
Replacement Indicator (ERI) and End of Service (EOS). Forty-eight (48) devices were returned with an
associated report suggesting loss of pacing. Additionally, twenty-one (21) returned devices reached ERI
earlier than expected with an average of 17 days from ERI to EOS.

Patient Management Recommendation:

Recognizing that each patient requires individual consideration by their physician, in consultation with
Abbott CRM’s Medical Advisory Board (MAB), Abbott is providing the following guidelines:

¢ Prophylactic generator replacement is not recommended. This is due to the very low rate of
occurrence, and the low potential for patient harm when prompt replacement is performed following
an unexpected ERI/EQOS alert.

¢ Routine follow-up should remain as per standard of care and clinical protocol.
- During follow-up, review any impact to device function including measured battery voltage or any
unexpected change in battery consumption.
- Evaluate potential for risk in patients who are pacemaker dependent and unable to be reliably
followed using remote monitoring.

¢ Prompt replacement for devices that reach ERI or EOS unexpectedly or experience one of the
clinical impacts listed above commensurate with the patient’s underlying clinical condition.

¢ When possible, monitor patients using Merlin.net to benefit from alert monitoring between
routine device checks. For patients currently enrolled in Merlin.net, remind them of the importance of
using remote monitoring. ERI and EOS alerts are currently monitored daily.
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Abbott will notify all applicable regulatory agencies about this matter. Please share this notification with
others in your organization, as appropriate.

Adverse reactions or quality problems experienced may be reported directly to Abbott. Should you have any
questions about this notice, please contact your local Abbott Representative. In addition, please work with
your Abbott Representative to return any explanted devices to Abbott for product evaluation and analysis.

We sincerely apologize for any difficulties or inconvenience that this may cause. Please know that Abbott is

committed to providing the highest quality products and support, and we thank you for assisting us with this
process.

Sincerely,

Rl R Qoeisp-
Robert Blunt

Divisional Vice President, Quality
Abbott Cardiac Rhythm Management
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CpouHoe yBeIOMJIEHHE O JeliCTBHH HA MeCTaX
B OTHOUWEHUMU PSAJA KAPAUOCTUMYJISITOPOB
Jlorotun ASSURITY™ U ENDURITY™
MOJIEJI PM 1152, PM1160, PM1172, PM1240, PM1272, PM2152,
PM2160, PM2172, PM2240, PM2260, PM2272

15 mapta 2021 rona
VBaxkaeMblil KJIMeHT KoMmitanuu Abbott!

00630p

Kommanus Abbott nunpopmMupyer KIMEHTOB 0 BOZMOXHOM MpoOIeMe ¢ PAIOM
KapauoctuMysaTopoB Assurity™ u Endurity™. brarogapst HoCTperucTpallioOHHOMY Haa30py
Abbott 010 00HAPYKEHO HE3HAYUTEIHHOE KOJUYECTBO HEUCTIPABHOCTEH M3/ICIH,
M3TOTOBJICHHBIX HA CIEIMAILHOM MPOU3BOACTBEHHOM 00opynoBanuu (0,049%) B mepuon ¢
2015 roga mo 2019 rox. Yka3saHHbIE €MUHUILI OBUIN N3TOTOBJIEHEI B XOJIE
MIPOU3BOACTBEHHOI'0O IIPOLIECCA, KOTOPBIN YK€ He ocyliecTBisieTcs. [IoBpexxn€HHbIE n31enust
JUTSL UMITJIaHTalMK 0oJiee HE JOCTYIHBI.

Coo0meHuii 0 NPUYMHEHUN CEPbE3HOI0 Bpe/ia MAIHEHTaM B CBSI3H € YKA3aHHbIMM
neeKTaMM He MOCTYIAJIO.

Komnanueit Abbott B TedeHne oroBopéHHOro neproza BeisiBIeHO 0koJ10 95 000 u3memnmii,
KOTOpBIE MOTEHIIMAJIBLHO MOTYT UMETh Takue AedexThl. CormacHO HaIUM YYETHBIM
JOKYMEHTaM Bbl HaOJII0/1a€Te OJTHOTO UM HECKOJBKUX MAI[MEHTOB, KOTOPBIM OBLIO
MMILIAHTHPOBAHO OJHO U3 TaKWX M3JENHi (cM. puiaraeMbiii CIICOK U3IEIHi).

Takast mpoGsieMa BO3HUKAET B pe3yJIbTaTe MPEPHIBUCTOTO HEMOJHOTO CMEUTUBAHUS
SMOKCUIAHOMN CMOJIBI BO BpEMs ITPOU3BOJICTBA, UTO MOKET MIPUBOJIUTH K TPOHUKHOBEHUIO
BJIar'¥ B TOJIOBHOM DJIEMEHT I'€HEPAaTOpa UMILYJIbCOB. BeecTBUE HTOr0 MOBPEKAEHHBIE
U3JIEHsI MOTYT IIEpUOIMYECKH BBIITYCKAaThCS B TEUEHHUE BCETO BhIIIEyKa3aHHOTO nepuojaa. B
HacTosIIee BpeMs yKa3aHHbIe Ae(eKTsl uMetoT 135 (cTo Tpuanarh nsaTh) U3AeIuil.
Coo0méHHas KIMHUYECKas Mpo0ieMa 0XBAaThIBACT MOTEPIO TEIEMETPHH/CBS3H,
COKpAIIEHHBIN CPOK CIIyKObI OaTapen, mpeKpaiieHue KapAMOCTUMYJIISIUH U (UITH)
YMEHBIIIEHHBIN TIEPUOJT MEXTY MJIEKTUBHBIM HHIuKaTopoMm 3ameHsl (Elective Replacement
Indicator (ERI)) u okonuanuem cpoka ciyx0b1 (End of Service (EOS)). 48 (copok Bocemp)
U3JIeHi OBLITM BO3BPAILEHBI C COOTBETCTBYIOIIMM COOOIIEHHEM O MTPEKpaIIEHUU
Kapauoctumyssiimu. [pu atom 21 (1BaanaTe 0HO) BO3BpAIIEHHOE H3/AETHE JOCTUIIIO TOUKH
ERI panbie, uem manupoBainock; nepuos ¢ ERI 1o EOS cocraBun B cpennem 17 qHeid.

PexoMenganuy mo BeAeHHIO NAIIUEHTOB:

Y4uuTeIBas, 4TO Bpay JOJDKEH HAOIIOATh KAX/IOTO MAIlMEHTa HHAWBUIYIBHO TIPH
B3aMMOJICHCTBIY ¢ MeANIIMHCKIM KOHCYIbTaTUBHBIM coBeToM (Medical Advisory Board
(MAB)) CRM xommnanuu Abbott, kommanust Abbott pekoMeHayeT cieayroriee:

. 3amMeHa reHepaTopa B NpOPUJIAKTHYECKHUX LeJsIX He peKOMeHaAyeTcsl. DTO
CBSI3aHO C KpailHe HU3KOW 4acTOTOM BO3HUKHOBEHUS PUCKA U HU3KOM BEPOATHOCTHIO
IIPUYMHEHUS Bpeia MAlUeHTy B Clly4ae ONEPaTUBHOM 3aMEHBbI U3/1EIIus [1OCIIE
HernpeaBuaeHHoro peaynpexaeans o ERI/EOS.

. PeryasipHoe HaGs110eHHE JOIKHO OCYIIECTBISATHCS, KAK M MPexK/e, B
COOTBETCTBUH CO CTAHAAPTOM JieYeHHUsI U KIUMHUYECKHM MPOTOKOJIOM.
—  IIpu mocnemyromniem HaAOIIOACHUH TIPOBEPSUTE MTPABUIBLHOCTh
(YHKIMOHMPOBAHUE U3/IENHNS, BKIIIOUas H3MEPEHHOE HanpshkeHue OaTapeu Uiu
HEOKUJaHHOE U3MEHEHUE 3apsiia 6baTapeu.
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— OueHuTe BEpPOATHOCTh NPUUUHEHHS BPEIa MAllUEHTaM C KapIUOCTUMYIISITOPOM,
KOTOPBIX HEBO3MOXKHO 3()(heKTHBHO HAOIIOAATh YIAIEHHO.
o OnepaTuBHasi 3aMeHa U3AeJInid, HeoKuAaHHO JocTUrmmx cpoka ERI wiu EOS
WJIH UMEIOIIUX TTePEUUCIICHHBIE BBIIIE MPOOIEMBI KIMHUYECKOTO XapakTepa, ¢
y4ETOM OCHOBHOTO KJIIMHUYECKOTO 3a00JIEBaHMsI MTAIIEHTA.

o Hao0aroaeHne 3a manueHTaMu ¢ HcnoJn3oBanneM Merlin.net mo Bo3MO:KHOCTH
JUISI MOHUTOPHUHTA MPEIYNPEKICHUN B IEPUOIBI MEX Y TpoBepkamu. HamomuuTe
MarMeHTaM, B HacTOsIIIIee BpeMsl 3aperucTpUpOBaHHEIM B Merlin.net, 0 BaxxHOCTH
ynanéunoro monutopunra. [Ipenynpexnaenns ERI u EOS B HacTosiiee Bpemst
OTCJICKUBAIOTCS €KETHEBHO.

Kommanus Abbott yBegoMuT 0 qaHHOM MpooieMe Bce perysTopHbIe opranbl. JloBeauTe
yKa3aHHYI0 HH(POPMALIMIO 0 CBEJIECHHS MPOYNX 3aMHTEPECOBAHHBIX COTPYAHUKOB Balllei
OpraHu3aIiH, €CIIU IPUMEHHUMO.

O BO3HHKAIOIIUX HEXKENATENbHBIX PEeaKIUsIX U MpodieMax B 00JIaCTH KauecTBa Bl MOXKETE
co00IIaTh HEMOCPEICTBEHHO KoMImanuu Abbott. [Ipu Hamnyum BOPOCOB B OTHOIICHUH
JAHHO Mpo0OJsieMbl 00palaiTech K MECTHOMY IIpeicTaBuTeNto kKomnanuu Abbott. Kpome
TOTO, IT0 BOIIPOCOM BO3BpaTa SKCIUIAHTHPOBAHHBIX N3N KoMranun Abbott 1i1st orieHkn u
aHaiM3a 00paTUTECh K BalleMy npescTraButento Abbott.

MpbI IpUHOCHUM HCKPEHHHE U3BUHEHUS 3a JI00bIe 3aTpYyAHEHUS HIIH HEY100CTBa, KOTOPBIE
MOTYT BO3HHKHYTh B CBSI3H C JJaHHOU mpobsemoit. Kommanus Abbott ctpeMuTces mocTaBisTh
MPOJIYKIIMIO ¥ OKA3bIBATH MOJAEPHKKY CAMOT0 BEICOKOTO KauecTBa. biiaromapum Bac 3a
COJICHCTBHUE B PEIICHUH JaHHOTO BOMpPOCA.

C yBaxxeHuewM,
(moamucaHo)

PoGept bnant
Buiie-nipe3uieHT moipa3aesieHus o KauecTBY
Kapamnak Putm Menemxment Abbott



