Abbott

Urgent Product Recall

Immediate Action Required

CORE DIAGNOSTICS

Abbott Ireland
Diagnostics Division
Finisklin Business Park
Sligo

Ireland

Single Registration Number (SRN):

IE-MF-000009849

Date Issued May 22, 2025
Product Product Description List Number | Lot Number uDI
S . (01)00380740130435
Alinity i Total PSA Reagent Kit 07P9220 71210FZ00 (17)251015 (10)71210FZ00
S . (01)00380740130435
Alinity i Total PSA Reagent Kit 07P9220 71210FZ01 (17)251015 (10)71210FZ01
S . (01)00380740130435
Alinity i Total PSA Reagent Kit 07P9220 71343FZ00 (17)251029 (10)71343FZ00
S . (01)00380740130435
Alinity i Total PSA Reagent Kit 07P9220 73728FZ00 (17)251029 (10)73728FZ00
S . (01)00380740130435
Alinity i Total PSA Reagent Kit 07P9220 73155FZ00 (17)251109 (10)73155FZ00
S . (01)00380740130435
Alinity i Total PSA Reagent Kit 07P9220 73155FZ01 (17)251109 (10)73155FZ01
S . (01)00380740130435
Alinity i Total PSA Reagent Kit 07P9220 73298FZ00 (17)251109 (10)73298FZ00
S . (01)00380740130442
Alinity i Total PSA Reagent Kit 07P9230 71213FZ00 (17)251015 (10)71213FZ00
S . (01)00380740130442
Alinity i Total PSA Reagent Kit 07P9230 71346FZ00 (17)251029 (10)71346FZ00
S . (01)00380740130442
Alinity i Total PSA Reagent Kit 07P9230 73162FZ00 (17)251109 (10)73162FZ00
Explanation Abbott has identified a performance issue with the Alinity i Total PSA Reagent Kits, regarding
the lots listed above. An elevated number of complaints have been reported involving both
out-of-range third-party quality control (QC) results and a positive bias in patient sample
results when using specific product lots. Internal testing with patient samples, including
retained lot analysis and trending of patient result medians, confirmed that some lots may
exhibit a greater than 10% positive bias.
Abbott has implemented an immediate action to tighten internal specifications to mitigate the
risk of releasing additional lots of Alinity i Total PSA that could exceed the 10% positive bias.
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Impact on
Patient Results

Necessary
Actions to be
Taken by
Customer

Contact
Information

Based on the available data, there is a potential for falsely elevated Alinity i Total PSA patient
results, which may lead the physician to erroneously consider prostate cancer in individuals being
screened for the disease or tumor recurrence in patients diagnosed with prostate cancer. This may
lead to unnecessary interventional and/or invasive procedures (e.g., prostate biopsy, ablation
therapy).

To date, there are no confirmed reports of adverse events or incorrect clinical decisions linked to the
observed performance.

e Immediately discontinue use of the Alinity i Total PSA Reagent Kit lots listed above.

e Destroy all inventory of the impacted lot numbers according to your local procedures.

e Immediately contact Customer Support to order replacement materials.

e Please review this letter with your Medical Director or Laboratory Manager and follow your
laboratory protocol regarding the need for review of previously reported patient results
using the impacted lot numbers.

e Complete and return the Customer Reply Form.

e If you have forwarded the product listed above to other laboratories, please inform them of
this Product Recall and provide to them a copy of this letter.

e Please retain this letter for your laboratory records.

If you or any of the healthcare providers you serve have questions regarding this information, please
contact your local area Customer Service.

If you have experienced any patient or user injury associated with this Field Action, please
immediately report the event to your local area Customer Service.
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OHim cunaTtTamacsl KaTano.rr‘bm, Cepl‘/m. uDlI
Hemipi Hemipi
Alinity i Total PSA Reagent Kit 07P9220 71210F200 Eg;;ggiﬁg;ﬁé?ﬁfifmzoo
Alinity i Total PSA Reagent Kit 07P9220 71210F201 Eg;;ggiﬁg;igéi’?sgfmzm
Alinity i Total PSA Reagent Kit 07P9220 71343F200 Eg;;ggiﬁg;ﬁé?ﬁf;jﬁzoo
Alinity i Total PSA Reagent Kit 07P9220 73728F200 Eg;;ggiﬁg;ﬁé?ﬁg;’zsﬁzoo
Alinity i Total PSA Reagent Kit 07P9220 73155F200 Eg;;ggﬁg;ﬁé?ﬁgﬁ:ﬁzoo
Alinity i Total PSA Reagent Kit 07P9220 73155F201 Eg;;ggﬁg;igé??:f:snm
Alinity i Total PSA Reagent Kit 07P9220 73298F200 Eg;;ggﬁg;ﬁé?ﬁ;ﬁ;noo
Alinity i Total PSA Reagent Kit 07P9230 71213F200 Eg;;ggiﬁg;ﬁé?ﬁfﬁfﬁzoo
Alinity i Total PSA Reagent Kit 07P9230 71346F200 Eg;;ggiﬁg;ﬁé?ﬁf:jazoo
Alinity i Total PSA Reagent Kit 07P9230 73162F200 Eg;;ggﬁg;ﬁé?ﬁgﬁénoo

Abbott KomnaHuscel Alinity i Total PSA Reagent Kits peareHT »KMbIHTbIKTapblHAA KOfapblaa
bepinreH TonTamanapFa KaTbICTbl }KYMbIC aKayblH aHbIKTaAbl. ApHalibl 6HIM cepuanapbiH
narfanaHfaH Kesge AvManasoHHaH TbIC YWiHWI TapanTbiH canaHbl 6akbinay (QC)
HITUKeNepiHe KaHe emaenyui yarinepiHiH, HaTUXKenepiHAaeri OH aybITKYfa KaTbICTbI
WaFbIMAapAbIH KOfapbliafaH caHbl Typanbl xabapnaHgbl. Emgenywi yarinepimen iwki
TecTiney, OHbIH, iWiHAe CaKTaNFaH cepuA Tanaaybl }KaHe eMaenywi HITUMKECIHIH,
MegMaHanapblHbIH TpeHaTepi Kelbip cepuanap 10%-aaH acTam OH, aybITKyAbl KepceTyi
MYMKiH €KeHiH pacTagpbl.

Abbott komnaHuAckl 10% OH aybITKyAaH acybl MyMKiH Alinity i Total PSA Kocbimua
cepusanapbiH WbIFapy KaTepiH a3aiTy yLWiH ilWKi cunatTamanapabl KaTanty 60MbIHWA WYFbLA
Wwapa KongaHgbl.
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Konaa 6ap aepektepre cymeHe oTbipbin, Alinity i Total PSA emaenywi HaTUXKeNepiHiH, KanfaH
JKOFapbliaybl bIKTUMA, byn AspirepAiH aypyFa CKPUHUHITEH OTiN *KaTKaH agamaapaa KyblK acTbl
6e3iHiH 0bblpbIH HEMECE KybIK acTbl 6e3i 06bIpbl AMArHO3bl KOMbIIFaH emaenywinepae icikTi
KaWTanaHyblH KaTe KapacTblpyblHa aKenyi MyMKiH. By KaXeTci3 MHTEPBEHUMABIK KaHe/Hemece
WHBa3MBTIK Npoueaypanapra (Mbicanbl, KyblK acTbl 6e3iHiH buoncuacel, abaaunanbik Tepanus)
dKenyi MyMKiH.

ByriHri KyHi 6ailkanfaH KepceTKiwKe 6aiNaHbICTbl XafbIMCbI3 3cepaep Hemece AypbiC emec
KAMHUKaNbIK Welimaep Typabl pacTanfaH ecentep oK.

e Alinity i Total PSA Reagent Kit peareHT }XUbIHTbIFbIHbIH, }KOfapblga bepinreH cepuanapbiH
narnfanaHyabl 6ipaeH TOKTATbIHbI3.

e KaTbICTbl cepua HemipaepiHiH 6ap/iblK 3aTTapbIH KeprifikTi npoueaypanapHbI3fa can
KOMbIHbI3.

e AybICTbIpaTblH MaTepuangapFa Tanceipbic bepy ywiH 6ipaeH KnneHtrepai konaay
opTanbifbiHa xabapnacbiHbI3.

e Ocbl xaTTbl MeamumHanbIK JMpeKkTopbiHbI36eH Hemece 3epTxaHa bacwbiHbI36eH Kapan
LW bIFbIHbI3 KOHE KaTbICTbl CEpUA HEMIPAEPiH NalifanaHbIn anablHFbl XabapnaHfaH emaenywi
HOTMKENEePiH Kapan WbIFy Ka*KeTTifliriHe KaTbICTbl 3ePTXaHaHbI3AbIH, XaTTaMacbIH
OpPbIHAAHbI3.

e Customer Reply Form niwiHiH ToATbIpbIN, KalNTapbiHbI3.

e Erep xofapbifa TisimaenreH eHimai 6acKa 3epTxaHanapra ibepreH 60/1caHpI3, onapFa ochbl
OHimai KalTapy Typanbl XxabapnaHbl3 XKoHe 0/1apFa OCbl XaTTblH KellipmeciH 6epiHi3.

e Ocbl XaTTbl 3epTXaHaHbI3AblH, }Ka3banapbl YLWiH CaKTaHbI3.

Cizge Hemece Ci3 KbI3MeT KOpCeTETIH AEHCAYNbIK CaKTay CanacbiHAa KbI3MET XKETKi3yLwWwinepaiH Kes
KenreHiHae ocbl aknapaTKa KaTbICTbl CypaKTap 60nca, *Keprinikti KaneHTTepre KbiIsameT KepceTy
opTasnbifbiHa XxabapnaHpi3.

Ocbl CanT WwapacbiMmeH H6alinaHbICTbl KaHAalM ga bip emaenywi Hemece NanganaHylbl KapaKaTbl
OpbIH a/1ca, OKUFaHbI }KeprinikTi KnMeHTTepre KbiaMmeT KepceTy opTasbifbiHa bipaeH xabapiaHbi3.
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MCA obwuit Pearentsbl (Alinity i 07P9230 73162F700 (01)00380740130442

(17)251109 (10)73162FZ00

KomnaHua Abbott BbifsBMIa NOTEHUMANbHOE HECOOTBETCTBME B PabOUYMX XapaKTEPUCTMKAX
MNCA obwuii Pearentos (Alinity i Total PSA Reagent Kit) BbilueynomaHyTbIX CEpUN.
Coo611an10cb 0 NOBbILEHHOM KOJIMYECTBE ¥KaN0b, CBA3aHHbIX KaK C BbIXOAAWMMM 33
npeaensl 4ONYCTUMOTO AMana3oHa pe3yabTaTammn KOHTpoaa Kavectsa (KK) ctopoHHMX
npousBoguTeNeN, Tak U C NONOKUTENbHBIM CMELLEHNEM PE3YNbTaTOB TECTUPOBAHMA
06pa3LoB NaLMEHTOB NPU UCMOAb30BAHUN ONPeAEeNeHHbIX CEPUN NPOAYKTa. BHyTpeHHee
TEeCTUPOBaAHME C UCNO/Ib30BaHNEM 0OpasLLOB NALMEHTOB, BKAOYAA aHa/IN3 COXPAHEHHbIX
CEPUI U OTCNEXMUBAHNE U3MEHEHUI CPEAHMX 3HAUYEHWUI pe3ybTaToB 06pa3L,0B NaLMEHTOB,
noATBEPANIIO, YTO HEKOTOPbIE CEPUM MOTYT AEMOHCTPUPOBATL NONOXKUTENBHOE CMELLEHNE

6onee uem Ha 10%.

KomnaHusa Abbott npeanprHMmaeT cpoUHble Mepbl A1 YKECTOYEHMSA BHYTPEHHMX
cneunoeuKaLmii ¢ Leabio MUHUMW3ALMM PUCKA BbIMYCKA AOMOHUTEbHBIX cepuit Alinity i
Total PSA, KoTopble MOrAK 6bl 4EMOHCTPUPOBATL MNOMOXKUTENbHOE CMELLEHME,

npesbiwatowee 10%.
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Ncxoaa n3 uMmetowmnxca AaHHbIX, CYLLeCTBYET BEPOATHOCTb NONYYEHWUSA NIOXKHO 3aBblLUEHHbIX
pesynbraToB Tecta Alinity i Total PSA y nauMeHTOB, YTO MOXKET NPUBECTU K OLIMBOYHOMY
3aK/II0YEHMIO BPAya O HA/IMYUK paKa NpeacTaTeNlbHOM Kenesbl y UL, NPOXOSALLMX CKPUHUHT Ha
370 3aboneBaHuMe, MAN O peLmanse ONyxoan y NaLMeHToB C ANarHO30M pak npeacTaTeibHowm
enesbl. ITO MOXKET MPUBECTU K NPOBEAEHMIO HEHYXKHbIX UHTEPBEHUMOHHbIX U/UAN MHBA3UBHBIX
npoueayp (Hanpumep, broncumn npeacTaTeNibHOM Kenesbl, abNALNMOHHOM Tepanun).

Ha cerogHAWHNA AeHb HET NOATBEPKAEHHbIX COOBLLEHUA O HEXeNaTeIbHbIX ABAEHUAX UK
HEKOPPEKTHBIX KIMHUYECKUX PELLIEHUAX, CBA3AHHbIX C HabloAaeMbIMK NOKa3aTenamm.

e HesamepnutenbHo npekpatute ucnonb3osaHue NCA obwmii PeareHTos (Alinity i Total PSA
Reagent Kit) cepuit, ykaszaHHbIX Bbiwe.

e  YTUAnsupyiTte Becb 3anac NPoAYyKTOB C YKa3aHHbIMW BbllLle HOMEpPaMM CEPUIA COrNacHo
npoueaypam, yCTaHOB/MIEHHbIM B Ballel nabopaTtopuu.

e HesameanutenbHo obpaTuTech B CyKOY CEPBUCHOM NOAAEPKKM ANA 3aKa3a MmaTepuana
Apyron cepuu.

e  BHMMaTeNbHO M3yynTe JaHHOE MUCbMO COBMECTHO C MEAULMHCKMM ANPEKTOPOM MU
pykoBoauTenem n1abopaTopum 1 oLeHUTe HEOBXOAMMOCTb MEPECMOTPA Pe3Y/1bTaToB
MauMeHTOB, NOJIYYEHHbIX NMPWU UCNOb30BAHUM NPOAYKTA C HOMEPaMM CEPUIN, YKA3aHHbIMM
Bblle, KOTOPble OblN COOOLLEHbI 40 NONYYEHMA AAaHHOTO NMMCbMa, B COOTBETCTBUM C
TpeboBaHMAMM NPOTOKONA Ballel nabopaTtopuu.

e 3anosHuTe M oTnpaBbTe GOPMY OTBETA MOJIb30BATENA.

e Ecnv Bbl HaNpPaBAsAU BblleyKasaHHble NPoAyKTbl B Apyrue nabopatopun, nHdopmupyiite
nx 06 0T3bIBE NPOAYKTA M NPEeAOCTaBbTeE UM KOMUIO JaHHOIO NUCbMA.

e [loxkanyicTa, coxpaHUTe AaHHOE NMCbMO B NPOTOKONAX Ballel nabopaTtopumu.

Ecnvy Bac uau y BaluMx NapTHEPOB, NPEAO0CTaBAAOWMNX MeANLMHCKNE YCAYTU, UMEIOTCA BONPOChI
OTHOCUTENbHO NPeACTaBAeHHOW MHPOPMaLUUK, 0bpaLLaiTeCh K CBOEMY MECTHOMY NpeacTaBuTeNto
CNYXKO6bl CEPBUCHOMN MNOALEPHKKMU.

Ecnn Bam 1M3BECTHO O TpaBMe NauveHTa UM Nob30BaTeNs, BOSHUKLLEN B CBA3U C MHGOpMaLMeN,
W3/10KEHHOW B laHHOM MUCbME, NOXKANYICTA, HE3aMeaINTEIbHO COObLWMTE 06 STOM B MECTHYHO
CNy»Kby cepBMCHOM NoaaepKKu.
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