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<Reference: 92672766-FA> xx April 2021

Urgent Field Safety Notice - Urgent Medical Device Recall
VICI and VICI RDS™ Venous Stent Systems

Dear «Users_Namey,

Boston Scientific Corporation (BSC) is voluntarily initiating a global removal of all lots/batches of VICI and
VICI RDS™ Venous Stent Systems. BSC has received reports of stent migration after implantation. The
preliminary investigation indicates that these products meet specifications. The company is conducting further
investigation to determine any factors which may have contributed to these occurrences.

Some stent migrations have led to the need for endovascular intervention to secure or retrieve the stent. In
more severe cases, the stent has embolized to the heart, resulting in the need for surgery.

BSC recommends that patients who have had VICI venous stents placed continue with their regular or routine
check-ups, and follow-up care. BSC does not recommend that any additional action be taken if patients are
not having any complications or symptoms. Please note that as BSC'’s investigation into this issue is ongoing,
there may be a follow-up FSN issued to highlight additional recommendations that may be warranted
depending on the findings and/or outcome(s) from/ of our ongoing investigation.

Our records indicate that your facility received some of the concerned product. The table below (Attachment
1) provides a complete list of all affected products, including Product Description, Material Number (UPN),
GTIN and Lot/Batch numbers and expiry date. Please note that only the devices listed below are affected.
No other Boston Scientific product is involved in this Field Safety Notice.

Further distribution or use of any remaining product affected by this action should cease immediately.
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INSTRUCTIONS:

1- Please immediately discontinue use of the Boston Scientific product reported in the list and remove
all of the affected units from your inventory, regardless of where these units are stored in your facility.
Segregate the units in a secure place, pending return to Boston Scientific.

2- Please complete the attached Verification Form even if you do not have any product to return.

3- When completed, please return the Verification Form to your local Boston Scientific office for the
attention of «Customer_Service_Fax_Number» on or before 7 May 2021.

4- If you have products to return, please package them in an appropriate shipping box and contact
«Customer_Service_Tel» of your local Boston Scientific office, to arrange return.

5- Please pass this notice to any health professional from your organization that needs to be aware and to
any organization where the potentially affected devices have been transferred (If appropriate). Please provide
Boston Scientific with details of any affected devices that have been transferred to other organizations (if
appropriate).

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

We regret any inconvenience that this action may cause, and we appreciate your understanding as we act to
ensure patient safety and customer satisfaction.

If you have any questions or would like assistance with this Field Safety Notice, please contact your local
Sales Representative.

Yours sincerely,

B

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

Product UPN # GTIN Lot/Batch # Expiration Date
Description Range
H749VEN121200 | 08714729968924 | 18080006 | 18070007
H749VEN121200 | 08714729968924 | 19050016 | 20010003
H749VEN121200 | 08714729968924 | 19070016 | 19040010
H749VEN121200 | 08714729968924 | 19080045 | 20100003
H749VEN120600 | 08714729968900 | 19050014 | 19040008
H749VEN120600 | 08714729968900 | 19080043 | 20110009
H749VEN120600 | 08714729968900 | 20010001 | ooon 0,

H749VEN120600 | 08714729968900 | 19090047
H749VEN120900 | 08714729968917 | 19050015 | 19040009
H749VEN120900 | 08714729968917 | 19080044 | 18070006
H749VEN120900 | 08714729968917 | 20010002 | 18080005
H749VEN141200 | 08714729968955 | 19040007 | 20010006
H749VEN141200 | 08714729968955 | 19050019 | 20020017
H749VEN141200 | 08714729968955 | 19070007 | 18090004
H749VEN141200 | 08714729968955 | 19090012 | 18080011
H749VEN141200 | 08714729968955 | 20010007 | 19040006
H749VEN141200 | 08714729968955 | 19120033 | 19080048
H749VEN141200 | 08714729968955 | 19040013 | 20020016
H749VEN140600 | 08714729968931 | 19040011 | 20020024
H749VEN140600 | 08714729968931 | 19050017 | 18090001
H749VEN140600 | 08714729968931 | 19070017 | 19030009
H749VEN140600 | 08714729968931 | 19080046 | 20090026
H749VEN140600 | 08714729968931 | 20010004 | 18070009
H749VEN140900 | 08714729968948 | 18070008 | 19070018
VICI V H749VEN140900 | 08714729968948 | 19040012 | 20020025

Stelft'}ﬁ“s H749VEN140900 | 08714729968948 | 19050018 | 20010005 | August31, 2021 -
Systems H749VEN140900 | 08714729968948 | 19080047 | oo o, | January 31,2024

H749VEN140900 | 08714729968948 | 19090048
H749VEN161200 | 08714729968986 | 19050022 | 20050015
H749VEN161200 | 08714729968986 | 19070020 | 19030008
H749VEN161200 | 08714729968986 | 19080050 | 18070011
H749VEN161200 | 08714729968986 | 20020019 | 18080007
H749VEN161200 | 08714729968986 | 20090007 | 20020020
H749VEN160600 | 08714729968962 | 18090005 | 19080049
H749VEN160600 | 08714729968962 | 19040014 | 20020021
H749VEN160600 | 08714729968962 | 19050020 | 20090001
H749VEN160600 | 08714729968962 | 19070019 | 18080010
H749VEN160900 | 08714729968979 | 18090003 | 19050021
H749VEN160900 | 08714729968979 | 18070010 | 19070009
H749VEN160900 | 08714729968979 | 19070008 | 20080046
H749VEN160900 | 08714729968979 | 19040015 | 20080047
H74912120100 | 00852725008119 | 20090018 | 20020008
H74912120100 | 00852725008119 | 19050008 | 20020023
H74912120100 | 00852725008119 | 18100014 | 20050013
H74912120100 | 00852725008119 | 18110015 | 20050020
H74912120100 | 00852725008119 | 19010011 | 20070003
H74912120100 | 00852725008119 | 18100006 | 20080017
H74912120100 | 00852725008119 | 19030007 | 20090006
H74912120100 | 00852725008119 | 19060027 | 20100002
H74912120100 | 00852725008119 | 19070024 | , . 0 -

H74912120100 | 00852725008119 | 19010006
H74912060100 | 00852725008096 | 20070001 | 19060010
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Attachment 1 — Product List Continued

Product

Expiration Date

Descrintion UPN # GTIN Lot/Batch # Range
H74912060100 | 00852725008096 | 20080015 | 19110032
H74912060100 | 00852725008096 | 20080038 | 19120012
H74912060100 | 00852725008096 | 19110005 | 19110033
H74912060100 | 00852725008096 | 19010005 | 20020006
H74912060100 | 00852725008096 | 18110019 | 20010010
H74912060100 | 00852725008096 | 18100002 | 20050011
H74912060100 | 00852725008096 | 19030019 | 20050018
H74912060100 | 00852725008096 | 19030012 | 20050010
H74912060100 | 00852725008096 | 19040017 | 20090016
H74912060100 | 0852725008096 | 19040020 | o -
H74912060100 | 00852725008096 | 19070022
H74912090100 | 00852725008102 | 20080039 | 19110035
H74912000100 | 00852725008102 | 19110007 | 19110034
H74912000100 | 00852725008102 | 18110018 | 20020007
H74912090100 | 00852725008102 | 18110001 | 20020022
H74912000100 | 00852725008102 | 18100005 | 20050019
H74912090100 | 00852725008102 | 19030013 | 20050012
H74912090100 | 00852725008102 | 19050005 | 20070002
H74912000100 | 00852725008102 | 19060011 | 20080016
H74912000100 | 00852725008102 | 19070023 | 20090017
H74912090100 | 0852725008102 | 19010024 | 0.0
H74912090100 | 00852725008102 | 19110006
H74914120100 | 00852725008140 | 20090004 | 19110012
H74914120100 | 00852725008140 | 19090008 | 19110011
H74914120100 | 00852725008140 | 18120001 | 19110014

‘”2;:333“5 H74914120100 | 00852725008140 | 19010013 | 19110013 | August 31, 2021 -

Systoms H74914120100 | 00852725008140 | 18120002 | 20010011 | January 31, 2024
H74914120100 | 00852725008140 | 18110016 | 19120025
H74914120100 | 00852725008140 | 19010014 | 19120024
H74914120100 | 00852725008140 | 19010007 | 20020012
H74914120100 | 00852725008140 | 19020013 | 20020009
H74914120100 | 00852725008140 | 18110005 | 20020010
H74914120100 | 00852725008140 | 18110002 | 20020011
H74914120100 | 00852725008140 | 18100004 | 20020018
H74914120100 | 00852725008140 | 19010012 | 20040001
H74914120100 | 00852725008140 | 19010015 | 20030020
H74914120100 | 00852725008140 | 18100008 | 20060001
H74914120100 | 00852725008140 | 19020012 | 20060008
H74914120100 | 00852725008140 | 19040001 | 20060009
H74914120100 | 00852725008140 | 19040002 | 20080003
H74914120100 | 00852725008140 | 19040024 | 20080022
H74914120100 | 00852725008140 | 19060013 | 20080021
H74914120100 | 00852725008140 | 19050009 | 20090005
H74914120100 | 00852725008140 | 19070005 | 20090021
H74914120100 | 00852725008140 | 19070006 | 20090020
H74914120100 | 00852725008140 | 19080058 | 20110025
H74914120100 | 00852725008140 | 19090017 | 20110024
H74914120100 | 00852725008140 | 19080059 | 20110039
H74914120100 | 00852725008140 | 19090018 | 20110040
H74914120100 | 0852725008140 | 19090016 | o000
H74914120100 | 00852725008140 | 19080057
H74914060100 | 00852725008126 | 19110010 | 20010015
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Attachment 1 — Product List Continued

Product Expiration Date
Descrintion UPN # GTIN Lot/Batch # Range
H74914060100 | 00852725008126 | 19110009 | 20010014
H74914060100 | 00852725008126 | 19010009 | 20030016
H74914060100 | 00852725008126 | 18100015 | 20030017
H74914060100 | 00852725008126 | 19010010 | 20030015
H74914060100 | 00852725008126 | 18100001 | 20050022
H74914060100 | 00852725008126 | 19040005 | 20050016
H74914060100 | 00852725008126 | 19040018 | 20050021
H74914060100 | 00852725008126 | 19030014 | 20070004
H74914060100 | 00852725008126 | 19040021 | 20080018
H74914060100 | 00852725008126 | 19060009 | 20080019
H74914060100 | 00852725008126 | 19070014 | 20080026
H74914060100 | 00852725008126 | 19090043 | 20080044
H74914060100 | 00852725008126 | 19090044 | 20090019
H74914060100 | 00852725008126 | 19100011 | 20110002
H74914060100 | 0852725008126 | 19100010 | 000
H74914060100 | 00852725008126 | 19120013
H74914090100 | 00852725008133 | 19090013 | 20010013
H74914090100 | 00852725008133 | 19110028 | 20010012
H74914090100 | 00852725008133 | 18110017 | 20020014
H74914090100 | 00852725008133 | 19010023 | 20020015
H74914090100 | 00852725008133 | 19010020 | 20020013
H74914090100 | 00852725008133 | 18110006 | 20030018
H74914090100 | 00852725008133 | 18100012 | 20030019
H74914090100 | 00852725008133 | 18100009 | 20050023
H74914090100 | 00852725008133 | 19020019 | 20050014
‘”2;:333“5 H74914090100 | 00852725008133 | 19050006 | 20050024 | August 31, 2021 -
Systoms H74914090100 | 00852725008133 | 19060012 | 20080005 | January 31, 2024
H74914090100 | 00852725008133 | 19070011 | 20070006
H74914090100 | 00852725008133 | 19070010 | 20070005
H74914090100 | 00852725008133 | 19070012 | 20080020
H74914090100 | 00852725008133 | 19070025 | 20100010
H74914090100 | 00852725008133 | 19080060 | 20100011
H74914090100 | 00852725008133 | 19080062 | 20100014
H74914090100 | 00852725008133 | 19090015 | 20110001
H74914090100 | 00852725008133 | 19080061 | 20100009
H74914090100 | 00852725008133 | 19090014 | 20110003
H74914090100 | 00852725008133 | 19110029 | 20110038
H74914090100 | 00852725008133 | 19110030 | 20110037
H74916120100 | 00852725008171 | 19100019 | 19100029
H74916120100 | 00852725008171 | 19010029 | 19100030
H74916120100 | 00852725008171 | 19010004 | 19100031
H74916120100 | 00852725008171 | 19010031 | 19110008
H74916120100 | 00852725008171 | 18100011 | 19120019
H74916120100 | 00852725008171 | 18100007 | 19120020
H74916120100 | 00852725008171 | 18110004 | 19120021
H74916120100 | 00852725008171 | 18100017 | 19120034
H74916120100 | 00852725008171 | 18110014 | 19120035
H74916120100 | 00852725008171 | 19020001 | 19120036
H74916120100 | 00852725008171 | 19010030 | 20010021
H74916120100 | 00852725008171 | 18100018 | 20020004
H74916120100 | 00852725008171 | 18110011 | 20010022
H74916120100 | 00852725008171 | 19020005 | 20010025
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Attachment 1 — Product List Continued

Product

Expiration Date

Desoription UPN # GTIN Lot/Batch # Range
H74916120100 | 00852725008171 | 19020004 | 20010023
H74916120100 | 00852725008171 | 19020002 | 20010020
H74916120100 | 00852725008171 | 19020011 | 20030001
H74916120100 | 00852725008171 | 19030010 | 20060003
H74916120100 | 00852725008171 | 19050013 | 20060004
H74916120100 | 00852725008171 | 19040023 | 20010024
H74916120100 | 00852725008171 | 19040004 | 20060006
H74916120100 | 00852725008171 | 19050010 | 20060007
H74916120100 | 00852725008171 | 19040003 | 20090003
H74916120100 | 00852725008171 | 19050011 | 20090002
H74916120100 | 00852725008171 | 19020003 | 20080025
H74916120100 | 00852725008171 | 19050012 | 20090024
H74916120100 | 00852725008171 | 19060036 | 20100012
H74916120100 | 00852725008171 | 19060035 | 20100005
H74916120100 | 00852725008171 | 19060037 | 20100006
H74916120100 | 00852725008171 | 19060038 | 20090023
H74916120100 | 00852725008171 | 19060040 | 20100013
H74916120100 | 00852725008171 | 19060039 | 20100004
H74916120100 | 00852725008171 | 19100022 | 20110045
H74916120100 | 00852725008171 | 19100021 | 20110046
H74916120100 | 00852725008171 | 19100020 | 21010004
H74916060100 | 00852725008157 | 20030007 | 19090045
H74916060100 | 00852725008157 | 20080023 | 19090046
H74916060100 | 00852725008157 | 19100009 | 19100036

vICI v H74916060100 | 00852725008157 | 19100008 | 19100037

ghﬂﬁgﬁus H74916060100 | 00852725008157 | 19010008 | 19120018 | August 31, 2021 -
Systems H74916060100 | 00852725008157 | 19010025 | 20030008 | January 31, 2024
H74916060100 | 00852725008157 | 18100010 | 20020005
H74916060100 | 00852725008157 | 18110007 | 20030006
H74916060100 | 00852725008157 | 19030011 | 20030009
H74916060100 | 00852725008157 | 19030022 | 20060002
H74916060100 | 00852725008157 | 19030020 | 20080041
H74916060100 | 00852725008157 | 19040019 | 20070007
H74916060100 | 00852725008157 | 19040022 | 20080040
H74916060100 | 00852725008157 | 19060014 | 20110004
H74916060100 | 00852725008157 | 19060029 | 20080024
H74916060100 | 00852725008157 | 19060028 | 20110041
H74916060100 | 00852725008157 | 19070013 | 20090022
H74916090100 | 00852725008164 | 20070008 | 19090049
H74916090100 | 00852725008164 | 20070009 | 19090052
H74916090100 | 00852725008164 | 19090051 | 19120003
H74916090100 | 00852725008164 | 19100033 | 19100034
H74916090100 | 00852725008164 | 18100013 | 19100035
H74916090100 | 00852725008164 | 18120003 | 19120001
H74916090100 | 00852725008164 | 18100016 | 19120002
H74916090100 | 00852725008164 | 19010022 | 19110027
H74916090100 | 00852725008164 | 18120004 | 20010016
H74916090100 | 00852725008164 | 19020010 | 20010017
H74916090100 | 00852725008164 | 18110003 | 20030002
H74916090100 | 00852725008164 | 19010021 | 20020003
H74916090100 | 00852725008164 | 19030028 | 20020001
H74916090100 | 00852725008164 | 19030006 | 20020002
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Attachment 1 — Product List Continued

Product Expiration Date
Description UPN # GTIN Lot/Batch # Range
H74916090100 | 00852725008164 | 19030015 | 20030003
H74916090100 | 00852725008164 | 19050007 | 20030005
H74916090100 | 00852725008164 | 19050002 | 20030004
H74916090100 | 00852725008164 | 19050004 | 20080010
H74916090100 | 00852725008164 | 19060031 | 20080043
c H74916090100 | 00852725008164 | 19060030 | 20080042
vi sltZ§33us H74916090100 | 00852725008164 | 19080036 | 20080009 | August 31, 2021 -
Systoms H74916090100 | 00852725008164 | 19080035 | 20100016 | January 31, 2024
H74916090100 | 00852725008164 | 19080039 | 20100015
H74916090100 | 00852725008164 | 19080038 | 20110005
H74916090100 | 00852725008164 | 19080040 | 20110042
H74916090100 | 00852725008164 | 19080037 | 20110006
H74916090100 | 00852725008164 | 19090050 | 20110044
H74916090100 | 00852725008164 | 19090053 | 20110043
H74912120790 | 00852725008201 | 20080007 | 20110010
H749VER1212010 | 08714729969013 | 20040002 | 20080031
H74912060710 | 00852725008188 20080006
H749VER1206010 | 08714729968993 | 18050003 | 19100002
H749VER1206010 | 08714729968993 | 19030002 | o000
H749VER1206010 | 08714729968993 | 19100013
H74912090750 | 00852725008195 | 20070013 | 20090010
H749VER1209010 | 08714729969006 | 19100014 | 20080030
H749VER1209010 | 08714729969006 | 19120023
H74914120790 | 00852725008232 | 20080011 | 20080012
H749VER1412010 | 08714729969044 | 18050018 | 18060006
H749VER1412010 | 08714729969044 | 20010019 | 19030004
H749VER1412010 | 08714729969044 | 19070015 | 19080031
H749VER1412010 | 08714729969044 | 19110017 | o0
H749VER1412010 | 08714729969044 | 20080034
VICIRDS™ | H74914060710 | 00852725008218 20080008 April 30, 2021 -
Venous H749VER1406010 | 0871472969020 | 19100017 | 19030003 | /v % 510
Stent System | H749VER1406010 | 08714729969020 | 20080032 | 19080033 ’
H74914090750 | 00852725008225 | 20070012 | 20080002
H749VER1409010 | 08714729969037 | 20010018 | 20080033
H749VER1409010 | 08714729969037 | 19120022 | 19080034
H749VER1409010 | 0871472996907 | 18060003 | ,oor o
H749VER1409010 | 08714729969037 | 19100018
H74916120790 | 00852725008263 20080004
H749VER1612010 | 08714729971047 20080037
H74916060710 | 00852725008249 20080013
H749VER1606010 | 08714729969051 | 19060006 | 00,00
H749VER1606010 | 08714729969051 | 19100015
H74916090750 | 00852725008256 | 20080001 | o o
H74916090750 | 00852725008256 | 20080028
H749VER1609010 | 08714729969068 | 19060007 | 20080036
H749VER1609010 | 08714729969068 | 19080032 | oo
H749VER1609010 | 08714729969068 | 19100016
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S]éi)gg}[]ilﬁc «Sold_to» - «Hospital_Name» - «City» - «Country_Name»

Please Complete the form even if you do not have any affected product & send it to your Local Office:
«Customer_Service_Fax_Number»

Verification Form — Urgent Medical Device Recall

VICI and VICI RDS™ Venous Stent Systems
92672766-FA

1. We acknowledge receipt of the Boston Scientific Field Safety Notice dated xx April 2021.

2. Boston Scientific records indicate you have received the following affected product (additionally please
check inventory against complete list of affected product provided)

Material N° (UPN) Lot / Batch N° / Serial N° Customer PO Qty Sent Qty to return

3. We confirm that all areas where affected product could be located have been checked.

4. TICK ONE OF THESE STATEMENTS*, SIGN THIS FORM and send it to «Customer_Service_Fax_Number»

O We do not have any affected product.

U We have found affected product(s): Please confirm the quantity to return above. If you are returning product not
listed above, please add the UPN, Lot/Batch/Serial number and the quantity to return.

To RETURN PRODUCTS:

1. Contact «Customer_Service_Tel» of your Local Office to arrange return of any affected product
2. Prepare the package

3. Follow the instructions given by your Local Office about collection of the package

NAME* Title

Telephone Email

Customer’ SIGNATURE* DATE*
* Required field dd/mm/yyyy
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