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Urgent Field Safety Notice

Subject: Submuscular Implantation of Vercise Genus™ Deep Brain Stimulation (DBS)
Implantable Pulse Generators (IPGs) with Feedthrough (FT) Wire Break(s)

Dear Elena Jiltsova,

Boston Scientific is writing to remind you to follow the steps outlined in the labeling/Instructions for
Use (IFU) to implant Vercise Genus Deep Brain Stimulation (DBS) Implantable Pulse Generators
(IPGs) within a subcutaneous pocket. Device header feedthrough (FT) wire break(s) have occurred
only in rechargeable Vercise Genus DBS IPGs (as detailed in the table 1 below) that were
implanted submuscular in the pectoral location. Per device labeling/IFU, the Vercise Genus DBS
IPG is intended to be implanted in a subcutaneous pocket. Boston Scientific has not received
reports of FT wire breaks with Vercise Genus DBS IPGs implanted in a subcutaneous pocket. The
Vercise Genus DBS rechargeable IPG continues to meet safety and performance expectations
when used in accordance with device labeling.

Table 1:

Material Description

Material Serial
Number LU Number
VERCISE GENUS R16 IPG KIT M365DB12160 8714729985044 All
VERCISE GENUS R32 IPG KIT M365DB12320 8714729985051 All

Description:

To date, Boston Scientific has received a total of ten (10) similar events worldwide involving high
monopolar impedances with rechargeable Vercise Genus DBS IPGs. The patients also reported
experiencing return of their pre-implant symptoms (e.g., tremor, immobility, bradykinesia, rigidity,
slow speech and/or difficulty walking). Seven (7) of these events occurred at one facility, whereas
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the other three (3) events occurred at separate facilities (with a worldwide occurrence rate of 0.06%
of all products sold). Eight (8) devices were returned to Boston Scientific for laboratory analysis;
each of the returned devices exhibited device header FT wire break(s) with evidence of flex fatigue.
All events involved a submuscular device implant location.

The root cause investigation for the FT wire breaks has determined that the use of a submuscular
implant technique in the pectoral region can lead to additional, frequent muscle tension forces on
an IPG against the patient’s ribs, especially if the device is sutured to the muscle, ultimately
resulting in device header FT wire break(s). These repetitive stresses are not applicable for an IPG
implanted in a subcutaneous pocket, per device labeling.

The existing device labeling/Instructions for Use (IFU) specify placement of the IPG within a
subcutaneous pocket. Boston Scientific does not have testing data to support implanting Vercise
Genus DBS IPGs in other locations not specified within device labeling/IFU.

Clinical Impact:

Complete or partial breaks of device header FT wire(s) will prevent successful delivery of
stimulation therapy, thus requiring removal/replacement of the device. Clinical observations of
high monopolar impedances, undesired sensation, sudden loss of therapy, return of pre-implant
symptoms and/or Bluetooth connectivity challenges may be potential signals associated with FT
wire break(s). Each of the ten (10) reports received to date were associated with high monopolar
impedances, most of which were accompanied by a return of the patient’s pre-implant symptoms.
Note that there have been no associated long-term patient consequences reported with these
events.

Recommendations:

e When implanting Vercise Genus DBS IPGs:
Follow existing device labeling/IFU regarding implant location within a subcutaneous pocket.

e For any patient with a rechargeable Vercise Genus DBS IPG implanted submuscular
in the pectoral region:
A patient letter is available to Healthcare Professional on demand which can be shared with
the patient and/or included within the patient's medical record. Monitor per relevant IFU
recommendations for any clinical observations of high monopolar impedances, undesired
sensation, sudden loss of therapy, return of pre-implant symptoms and/or Bluetooth
connectivity challenges, as these may be signals of potential FT wire break(s).
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Instructions:
e Immediately post this information in a visible location near the product(s) to ensure
information is easily accessible to all users.
e No product is being recalled and you are not required to return product to Boston Scientific.

e Please complete the enclosed Acknowledgment Form and send it to Boston Scientific
at Email: NordicProdQuality@bsci.com by 29 August 2024.
A completed form is required from every facility who receives this letter.

e Any adverse events or quality concerns associated with use of this product should be
reported to Boston Scientific.
Additional Information:
Your Competent Authority is being notified of this Field Safety Notice.
Patient safety is our highest priority. As such, we are committed to transparent communication to
ensure that you have timely, relevant information for managing your patients.
If you require additional assistance or more information regarding this communication, please

contact your local Boston Scientific representative.

Sincerely,

Aot Fei—

Scott Heineman Attachment: Acknowledgment Form
Vice President, Quality Assurance
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Bradskande sakerhetsmeddelande till marknaden

Amne: Tradbrott vid submuskuldar implantation av Vercise Genus™ implanterbara
pulsgeneratorer (IPG:er) for djup hjarnstimulering (DBS) med genomstromning (FT)

Hej Elena Jiltsova

Boston Scientific vill paminna dig om att félja de steg som anges i markningen/bruksanvisningen
vid implantering av Vercise Genus implanterbara pulsgeneratorer (IPG:er) for djup hjarnstimulering
(DBS) i en subkutan ficka. Tradbrott i huvudgenomstromningen (FT) har endast intraffat i
laddningsbara Vercise Genus DBS IPG:er (enligt beskrivningen i tabell 1 nedan) som implanterats
submuskulart i brostet. Enligt enhetsmarkning/bruksanvisning ar Vercise Genus DBS IPG avsedda
att implanteras i en subkutan ficka. Boston Scientific har inte tagit emot rapporter om FT-tradbrott
med Vercise Genus DBS IPG:er implanterade i en subkutan ficka. Vercise Genus DBS
uppladdningsbara IPG fortséatter att uppfylla sékerhets- och prestandaférvantningar nar den
anvands i enlighet med enhetsmarkning.

bord 1:

Materialbeskrivning Materialnummer GTIN

VERCISE GENUS R16 IPG KIT | M365DB12160 8714729985044 | All
VERCISE GENUS R32 IPG KIT | M365DB12320 8714729985051 | All

Serienumme
r

Beskrivning:

Hittills har Boston Scientific tagit emot totalt tio (10) liknande héandelser varlden 6éver med hdga
monopolara impedanser med uppladdningsbara Vercise Genus DBS IPG:er. Patienterna
rapporterade ocksa att de upplevde aterkomst av sina symtom fore implantatet (t.ex. tremor,
ororlighet, bradykinesi, stelhet, langsamt tal och/eller svarigheter att gd). Sju (7) av dessa
handelser intraffade vid en anlaggning, medan de 6vriga tre (3) handelserna intraffade pa
separata anlaggningar (med en varldsomspannande férekomstfrekvens pa 0,06 % av alla salda
produkter). Atta (8) enheter returnerades till Boston Scientific fér laboratorieanalys; var och en av
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de returnerade enheterna uppvisade tradbrott i enhetshuvudet FT med tecken pa bojtrotthet. Alla
handelser involverade en submuskuléar placering av implantatet.

Grundorsaksundersokningen for FT-tradbrotten har faststéllt att anvandningen av en submuskular
implantatteknik i brostregionen kan leda till ytterligare, frekventa muskelspanningskrafter pa en IPG
mot patientens revben, sarskilt om enheten ar suturerad till muskeln, vilket i slutdandan leder till FT-
tradbrott i enhetens huvud. Dessa upprepade pafrestningar galler inte for en IPG implanterad i en
subkutan ficka, enligt enhetsmarkning.

Den befintliga enhetsméarkningen/bruksanvisningen (IFU) anger placeringen av IPG i en subkutan
ficka. Boston Scientific har inga testdata for att stodja implantering av Vercise Genus DBS IPG pa
andra platser som inte specificeras i enhetsmarkning/bruksanvisning.

Klinisk effekt:

Fullstandiga eller partiella brott pa enhetens huvuds FT-trad(ar) forhindrar framgangsrik leverans
av stimuleringsbehandling, vilket kraver borttagning/byte av enheten. Kliniska observationer av
hoga monopolara impedanser, o6nskad kansla, plétslig forlust av behandling, aterkomst av
symtom fore implantatet och/eller problem med Bluetooth-anslutning kan vara potentiella signaler
som forknippas med FT-tradbrott. Var och en av de tio (10) rapporter som hittills har mottagits var
forknippade med héga monopoléara impedanser, varav de flesta atféljdes av en atergang till de
symtom som patienten hade fore implantatet. Observera att det inte har rapporterats nagra
langsiktiga konsekvenser for patienterna i samband med dessa handelser

Rekommendationer:

e Nar du implanterar Vercise Genus DBS IPG:er:
Folj befintlig enhetsmarkning/bruksanvisning angaende implantatets placering i en subkutan
ficka.

e FOr alla patienter med en uppladdningsbar Vercise Genus DBS IPG implanterad
submuskulart i bréstregionen:
Ett patientbrev finns tillgangligt for sjukvardspersonal pa begaran, detta kan delas med
patienten och/eller inkluderas i patientens journal. Overvaka enligt relevanta IFU-
rekommendationer for alla kliniska observationer av héga monopolara impedanser,
oonskad kansla, plotslig forlust av behandling, aterkomst av symtom fére implantat och/eller
Bluetooth-anslutningsproblem, eftersom dessa kan vara signaler om potentiellt FT-tradbrott.
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Instruktioner:

e Placera omedelbart denna information pa en synlig plats nara produkten/produkterna for att
sékerstalla att informationen ar lattillganglig for alla anvandare.

e Ingen produkt aterkallas och du behéver inte returnera produkten till Boston Scientific.

e Fyllidetbifogade bekraftelseformularet och skicka det till Boston Scientific pa Email:
NordicProdQuality@bsci.com senast den 29 augusti 2024.
Varje anlaggning som mottar detta brev maste fylla i formularet.

e Alla upplevda biverkningar eller kvalitetsproblem vid anvéndningen av denna produkt bor
rapporteras till Boston Scientific.

Ytterligare information:

Din tillsynsmyndighet meddelas om det har sdkerhetsmeddelandet till marknaden.
Patientsékerhet &r var hogsta prioritet. Darfér ar vi mana om en éppen kommunikation for att se till
att du far relevant information i god tid for att kunna hantera dina patienter.

Om du behover ytterligare hjélp eller mer information om detta meddelande kan du kontakta din
lokala representant for Boston Scientific.

Sincerely,
-
Ao Feco—o
Scott Heineman Bilaga: Bekréftelseformular

Vice VD, Kvalitetssékring
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Fyll i formul&ret och skicka det till:
Email: NordicProdQuality@bsci.com

58708 - Akademiska Sjukhuset Uppsala - Uppsala - Sweden

Bekraftelseformular — Bradskande sdkerhetsmeddelande till marknaden

Tradbrott vid submuskular implantation av Vercise Genus™
Implanterbara pulsgeneratorer (IPG:er) for djup hjarnstimulering (DBS)
med genomstromning (FT)

97222956-FA

Genom att underteckna detta formuléar bekréaftar jag att

Jag har last och forstatt
sakerhetsmeddelandet till marknaden fran Boston Scientific

daterat den 8 augusti 2024 for

Tradbrott vid submuskular implantation av Vercise Genus™ implanterbara
pulsgeneratorer (IPG:er) for djup hjarnstimulering (DBS) med genomstromning (FT)

NAMN* Titel

Telefon E-post

DATUM*

UNDERSKRIFT*
* Obligatoriskt falt

dd/mm/aaaa



