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Reference: 92417423-FA 18. September 2019

Urgent Field Safety Notice - Medical Device Correction
iLab™ Polaris Systems

Dear «Users_Name»,

Boston Scientific (BSC) is initiating a voluntary correction of certain iLab Polaris Systems which were
upgraded with a previous Polaris 2.10 software version (disk batch 629774) between May and July 2019.
This letter provides instructions and recommendations to the user until a software upgrade (disk batch
636991) is completed.

A BSC representative will be in contact with you directly to schedule a software upgrade at your facility.

The iLab Polaris Systems can continue to be used during this time following the recommendations and
instructions within this letter.

Description and Clinical Implications

iLab Polaris Systems with the previous Polaris 2.10 software version (disk batch 629774) installed are
intended per labelling to archive Diastolic Hyperemia-Free Ratio™ (DFR) data in three available formats:

1- Multi-Frame UltraSound (US)
2- Secondary Capture (SC) Image Storage
3- True Color SC

BSC has determined that due to a bug in the software disk batch 629774, only the True Color SC format
will archive DFR data as intended. If either Multi-Frame US or SC Image Storage formats are used, the
DFR data will not be archived and the user will not be notified of this unexpected behavior.

No adverse effects are anticipated to occur due to the inability to archive DFR data. BSC has received no
reports of patient harm as a result of this issue.
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Cath Lab Manager or Cath Lab Head Nurse Actions

1- Distribute this letter to iLab Polaris System operators within your facility.

2- Immediately post a copy of Attachment 2 Instructions to Archive DFR Data on or in a visible
location near each system at your facility.

3- Please complete the attached Acknowledgement Form even if you do not have any affected
product.

4- When completed, please return the Acknowledgement Form to your Boston Scientific office
for the attention of «Customer_Service_Fax_Number» on or before 04 October 2019.

Recommendations
If you possess a system with a serial number listed in Attachment 1 please note that:

1- After case closure and archiving the DFR data will be stored for only six (6) months on the iLab
Polaris System. After this timeframe the case will be automatically deleted from the system and
cannot be retrieved.

2- The DFR data can be archived on CD/DVD, removable hard drive, or hospital network only by
using the True Color SC format. You can ensure your data is archived using the True Color SC
format following the instructions in Attachment 2.

3- Ensure that all cases are archived (per the instructions in Attachment 2) to prevent data
loss. Note that archived cases will be automatically deleted after six (6) months.

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

BSC regrets any inconvenience this may cause and appreciates your understanding as we take the necessary
steps to ensure this is resolved in an expedient and satisfactory matter. BSC is committed to continuing to
offer products that meet the expected high quality standards.

Yours sincerely,

b

Marie Pierre Barlangua Attachment: Acknowledgement Form
Quality Department
Boston Scientific International S.A.
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Attachment 1 — Affected Product Listing

iLab™ Polaris Systems

UPN GTIN Serial Numbers
200204 | 200209 | 200217 | 200308 | 200310
H74939322100CZ0 08714729974918 | 200448 | 200450 | 200456 | 200457 | 200458
200461 | 200480 200481
H749393221001Z0 08714729974925 | 200103 200145
H74939322240C0 08714729946205 | 200044 | 200118 | 200360 200498
H7493932224010 08714729946236 200170
H7491LAB100C270 08714729842521 8361 | 10312 10443
H749ILAB100C27H0 08714729845096 10548
7402 8397 | 8497 8498 8508
8516 8522 | 8523 8530 10044
10053 | 10275 | 10278 | 10362 10365
H7491LAB100C27Z0 08714729845119 10496 | 10500 | 10565 | 10566 10604
10651 | 10667 | 10694 | 10753 10770
10867 | 10872 | 10873 | 10875 10876
10952 8475
H7491LAB100CARTO 08714729761235 6582 7023 7857
5637 5716 6650 6894 4031
5003 5043 | 5060 5109 5232
H7491LABL100CARTHO | 08714729845072 =239 c303 | EaeE co5 1 c678
5860
6193 6350 | 8264 6819 6921
6934 7332 7341 7362 7733
H749ILABLO0CARTZ0 N/A 7828 7858 7933 7934 8011
8155 8290 6383
H7491LAB100INSO 08714729119593 5182 5219 | 5296 5398 8157
H7491LAB100INSZ0 N/A 6760 7723
H749ILAB100N270 08714729842514 10108
H749ILAB100N27Z0 08714729845133 8365 8367 10504
H749ILAB240C270 08714729848950 10657
H749ILAB240C27R0 08714729848981 10501
4274 8046 | 8048 5892 7818
4773 5585 | 8113 5165 4402
H749ILAB240CARTO 08714729777694 5168 c319 | E313 = 2955
6010
H7491LAB240CARTZ0 | 08714729810162 5277 5457 | 4116 5403 5078
5664 5666 6327 6733 6994
H7491LAB240INSO 08714729765127 6136 6206 6172 7604 7602
7353 6273 6993
H749ILAB240INSZ0 N/A 4045 5508
H7491LAB240N270 08714729848882 10221 | 10261 8540

Page 3/8




Boston
Scientific

Attachment 2

iLab Polaris System Notice Instructions to Archive DFR Data

1- Select “System Ultilities” from the “Polaris ¥’ drop down menu on top left of the screen.
2- As a User, in the “Global Profile” screen you can change the default archiving settings.

3- The “Screenshot” Field in “ARCHIVE SETTINGS” section is the one impacted by the issue
described above.

4- Make sure to select the option “True Color SC”

ARCHIVE SETTINGS

Default Archive Location Compression

CD/DVD JPEG NH Lossless v

IVUS Modality FFR/DFR Modality

IVUS Ultrasound

Pixel size Scresnsiiol

Pixel Spacing True Color SC

Grid Marks on Image

On Off

Current DICOM Server
Verify SCP
Current Worklist Server

No Server

5- BSC Technical Service will be available to guide you if you require assistance (: BSC Technical
Service Phone number: +45 80253429).
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Reference: 92417423-FA 18. September 2019

Urgent Field Safety Notice - Medical Device Correction
iLab™ Polaris-systemer

Keere «Users_Name»,

Boston Scientific (BSC) har startet en frivillig rettelse af visse iLab Polaris-systemer, som blev opgraderet
med en tidligere Polaris 2.10-softwareversion (diskbatch 629774) mellem maj og juli 2019. Dette brev
indeholder vejledninger og anbefalinger til brugeren, indtil der foreligger en softwareopgradering
(diskbatch 636991).

En BSC-reprasentant vil kontakte dig direkte for at aftale neermere vedrgrende en softwareopgradering pa
din afdeling/institution.

iLab Polaris-systemerne kan fortsat bruges i denne periode ved at falge vejledningerne og anbefalingerne i
dette brev.

Beskrivelse og kliniske implikationer

iLab Polaris-systemer med den tidligere Polaris 2.10-softwareversion (diskbatch 629774) installeret er
ifalge meaerkningen beregnet til arkivere DFR-data (Diastolic Hyperemia-Free Ratio™) i tre tilgangelige
formater:

1- Multi-Frame UltraSound (US)
2- Secondary Capture (SC) Image Storage
3- True Color SC

BSC har konstateret, at det pa grund af en fejl i softwarediskbatch 629774 kun er formatet "' True Color
SC", som arkiverer DFR-data som tilsigtet. Hvis enten formatet "Multi-Frame US" eller "SC Image
Storage™ bruges, vil DFR-dataene ikke blive arkiveret, og brugeren underrettes ikke om denne
uventede adfeerd.

Der forventes ikke nogen bivirkninger som fglge af den manglende mulighed for at arkivere DFR-data.
BSC har ikke modtaget nogen rapporter om patientskader som felge af dette problem.

Page5/8



Boston
Scientific

Handlinger, der skal udfgres af chefen for laboratoriet eller afdelingens ansvarlige sygeplejerske

1- Omdel dette brev til brugerne af iLab Polaris-systemet pa din afdeling/din institution.

2- Seet med det samme en kopi af bilag 2, vejledningen i arkivering af DFR-data, op pa eller pa et
synligt sted i nerheden af hvert system pa din afdeling.

3- Udfyld venligst den vedhaftede Bekreftelsesformular, ogsa selv om du ikke har nogle af de
bergrte produkter.

4- Returner den udfyldte Bekraftelsesformular til det lokale Boston Scientific-kontor, og
referer til «Customer_Service_Fax_Number» senest den 04 oktober 2019.

Anbefalinger
Hvis du har et system med et serienummer, der er anfgrt i bilag 1, skal du veere opmarksom pa fglgende:

1. Nar proceduren afsluttes og arkiveres, gemmes DFR-dataene kun i seks (6) maneder i iLab
Polaris-systemet. Efter denne tidsramme slettes proceduren automatisk i systemet, og den kan ikke
gendannes.

2. DFR-dataene kan kun arkiveres pa en CD/DVD, en ekstern harddisk eller pa hospitalets netvaerk
ved brug af formatet "True Color SC". Du kan sikre, at dine data arkiveres ved at bruge formatet
"True Color SC", ved at fglge vejledningen i bilag 2.

3. Kontrollér, at alle procedurerne er arkiveret (i henhold til vejledningen i bilag 2), for at
forebygge tab af data. Bemark at arkiverede procedurer slettes automatisk efter seks (6)
maneder.

De kompetente myndigheder er informeret om denne Field Safety Notice.

BSC beklager enhver ulejlighed, dette matte medfare og satter pris pa din forstaelse, mens vi gor det
ngdvendige for at sikre at dette lgses pa en hurtig og tilfredsstillende made. BSC forpligter sig fortsat til at
tiloyde produkter, der mgder de forventede hgje kvalitetsstandarder.

Med venlig hilsen

b

Marie Pierre Barlangua Vedlagt: Bekreftelsesformular
Quality Department
Boston Scientific International S.A.
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iLab™ Polaris-systemer

Bilag 1 — liste over bergrte produkter

UPN GTIN Serial Numbers
200204 | 200209 | 200217 | 200308 | 200310
H74939322100CZ0 08714729974918 200448 | 200450 | 200456 | 200457 | 200458
200461 | 200480 200481
H749393221001Z20 08714729974925 200103 200145
H74939322240C0 08714729946205 200044 | 200118 | 200360 200498
H7493932224010 08714729946236 200170
H7491LAB100C270 08714729842521 8361 10312 10443
H7491LAB100C27H0 08714729845096 10548
7402 8397 8497 8498 8508
8516 8522 8523 8530 10044
10053 10275 10278 10362 10365
H7491LAB100C27Z0 08714729845119 10496 10500 10565 10566 10604
10651 10667 10694 10753 10770
10867 10872 10873 10875 10876
10952 8475
H7491LAB100CARTO 08714729761235 6582 7023 7857
5637 5716 6650 6894 4031
5003 5043 5060 5109 5232
H7491LAB100CARTHO 08714729845072 5239 5393 5465 5651 5678
5860
6193 6350 8264 6819 6921
. . 6934 7332 7341 7362 7733
H7491LAB100CARTZ0 Ikke tilgeengeligt 788 - 2933 2934 8011
8155 8290 6383
H7491LAB100INSO 08714729119593 5182 5219 5296 5398 8157
H7491LAB100INSZ0 Ikke tilgengeligt 6760 7723
H7491LAB100N270 08714729842514 10108
H7491LAB100N27Z0 08714729845133 8365 8367 10504
H7491LAB240C270 08714729848950 10657
H7491LAB240C27R0 08714729848981 10501
4274 8046 8048 5892 7818
4773 5585 8113 5165 4402
H7491LAB240CARTO 08714729777694 6468 6319 5313 7611 4952
6010
H7491LAB240CARTZ0 08714729810162 5277 5457 4116 5403 5078
5664 5666 6327 6733 6994
H7491LAB240INSO 08714729765127 6136 6206 6172 7604 7602
7353 6273 6993
H7491LAB240INSZ0 Ikke tilgaengeligt 4045 5508
H7491LAB240N270 08714729848882 10221 10261 8540
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Bilag 2

Vejledning i arkivering af DFR-data i iLab Polaris-systemet

1- Velg "System Utilities" i "Polaris V"-rullemenuen gverst til venstre pa skaermen.
2- Som bruger kan du pa skermen "Global Profile" &ndre standardindstillingerne for arkivering.

3- Feltet "Screenshot” i afsnittet "ARCHIVE SETTINGS" er det eneste felt, der pavirkes af det
problem, der er beskrevet ovenfor.

4- Sgrg for at markere indstillingen "True Color SC".

ARCHIVE SETTINGS

Default Archive Location Compression

CD/DVD JPEG NH Lossless v

IVUS Modality FFR/DFR Modality

IVUS Ultrasound

Pixel size Screcnsiiol

Pixel Spacing True Color SC

Grid Marks on Image

On Off

Current DICOM Server
Verify SCP
Current Worklist Server

No Server

5- Teknisk service hos BSC kan vejlede dig, hvis du behgver assistance (telefonnummer til teknisk
service hos BSC: +45 80253429).
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Udfyld venligst denne formular, og send den til det lokale kontor:
«Customer_Service_Fax_Number»

«Sold_to» - «Hospital_Name» - «City» - «Country_name»

Bekraeftelsesformular — Vigtig rettelse af medicinsk udstyr

iLab™ Polaris-systemer
92417423-FA

Ved at underskrive denne formular,
bekraefter jeg hermed at have laest og forstaet
Boston Scientifics Field Safety Notice
den 18. september 2019

angaende iLab™ Polaris-systemer.

NAVN* Titel

Telefon Afdeling

Kundens UNDERSKRIFT* DATO*

* Skal udfyldes DD/MM/AAAA
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