YWantive

Urgent Field Safety
Notice - Recall

HOMECHOICE AUTOMATED PD SET WITH CASSETTE AND 4-PRONG LUERS
FAV-2026-007

Manufacturer: Baxter Healthcare SA (SRN: CH-MF-000026124)

Type of Action: Urgent Field Safety Notice - Recall

18 June 2026

Dear Dialysis Provider:

Vantive is issuing an Urgent Field Safety Notice Recall for certain lots of HomeChoice Sets with 4-prong Cassettes
listed below due to an issue associated with an increase of reports of alarms while using the HomeChoice cycler.
The most frequent alarms, “Check Lines & Bags” and “Reload the Set 156”, may occur and repeated alarms could
prevent the HomeChoice system from initiating the therapy cycle.

Vantive has determined that this issue is caused only by specific cassettes from lots listed in the Affected Product
Table attachment.

While Vantive is actively working on correcting this issue, your patients may continue to perform therapy using the
HomeChoice Sets in your and their inventory by following the steps in the Actions to be Taken section.

Affected Product:

Product Code Product Description Lot Numbers
HOMECHOICE AUTOMATED PD See Enclosure 1: Affected
R5C4479 SET WITH CASSETTE AND 4- Product Table
PRONG LUERS

Hazard Involved

This issue could lead to a delay or interruption of therapy. In addition, it may potentially lead to touch contamination
of the sterile fluid path due to failure of following aseptic technique as stipulated in the Patient Guide as a result
of having to repeatedly change sets. Vantive has received one report of serious patient injury potentially related to
this issue.
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Actions to be Taken by Customers

Follow the steps below before setting up the cycler for each patient therapy to determine if the HomeChoice Set
can be used.

1.

Check if the HomeChoice set lot number is listed on the attached Enclosure 1 Affected Product Table. The
lot number can be found on the product over-pouch. If the lot number is NOT listed on the Affected Product
Table, continue to use the set for therapy.
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Fig 1: HomeChoice Set Over-pouch Fig 2: Lot number on Ovef-péuch

If the lot number IS listed on the Affected Product Table, open the set over-pouch. Hold the cassette
against a dark background. Check if the cassette is stamped with M5, as shown in the images below, (see
the red circle):

Fig 3: Set with cassette Fig 4: “M5” identifier on the cassette Fig 5: Close up of M5 identifier

If the cassette is stamped with M5, please discard the HomeChoice set and select another one.

If the cassette is stamped with an identifier other than M5, continue to use the set for therapy.

Vantive will issue the home patient letter (Attachment) to APD patients receiving care under your hospitals
clinical oversight. The home patient letter is attached if you also wish to share this directly with your patients.

Please complete the enclosed customer reply form and return it to Vantive by scanning and e-mailing it to
Ireland.CORP.FA@yvantive.com, even if you don’t have any inventory. Returning the customer reply form
promptly will confirm your receipt of this notification and prevent you from receiving repeat notices.

If you distributed this product to other facilities or departments within your institution, please forward a copy
of this communication to them.
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Further Information and Support
For general questions regarding this communication contact your Vantive representative.

Any adverse reactions or quality problems experienced with the use of these products may be reported using one
of the following options:

Reporting product quality complaints:
Portal: Vantive - Product Feedback Portal

Reporting adverse events with drugs

Email: UK.Ireland.GPS.AEReporting@vantive.com

The local Ministry of Health (MOH) has been notified of this action.

We apologise for any inconvenience this may cause you and your staff.

Sincerely,
\ \\\\\\ \\7 R \ <
| Si‘\ A\

Mike Little
Head of Sales Vantive UKI
Vantive Health Ltd

Enclosure 1: Affected Product Table
Enclosure 2: Customer Reply Form

Attachment: Home Patient customer communication
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HomeChoice Sets with Cassette - Product Code R5C4479

Starts
with | 25K19T055 | 25K19T056 | 25K19T057 | 25K20T058 | 25K20T059 | 25K20T060
25K
25L01T001 | 25L01T002 | 25L01T0O03 | 25L02T004 | 25L02T005 | 25L02T006 | 25L03T007
25L03T008 | 25L03T009 | 25L04T010 | 25L04T011 | 25L04T012 | 25L05T013 | 25L05T014
25L.05T015 | 25L06T016 | 25L06T017 | 25L06T018 | 25L07T019 | 25L07T020 | 25L07T021
Stz:_\rts 25L.08T022 | 25L08T023 | 25L08T024 | 25L09T025 | 25L09T026 | 25L.09T027 | 25L10T028
‘ggt 251107029 | 25L10T030 | 25L11T031 | 25L11T032 | 25L11T033 | 25L12T034 | 25L12T035
25L.12T036 | 25L13T037 | 25L13T038 | 25L13T039 | 25L14T040 | 25L.14T041 | 25L14T042
25L.15T043 | 25L15T044 | 25L.15T045 | 25L.16T046 | 25L16T047 | 25L16T048 | 25L17T049
25L.17T050 | 25L17T051 | 25L18T052 | 25L.18T053 | 25L31T299
26A01T001 | 26A01T002 | 26A01T003 | 26A02T004 | 26A02T005 | 26A02T006 | 26A03T007
26A03T008 | 26A03T009 | 26A04T010 | 26A04T011 | 26A04T012 | 26A05T013 | 26A05T014
26A05T015 | 26A06T016 | 26A06T017 | 26A06T018 | 26A07T019 | 26A07T020 | 26A07T021
Starts | 26A08T022 | 26A08T023 | 26A08T024 | 26A09T025 | 26A09T026 | 26A09T027 | 26A10T028
with | 26A10T029 | 26A10T030 | 26A11T031 | 26A11T032 | 26A11T033 | 26A12T034 | 26A12T035
26A | 26A12T036 | 26A13T037 | 26A13T038 | 26A13T039 | 26A14T041 | 26A14T042 | 26A15T043
26A15T044 | 26A15T045 | 26A16T046 | 26A16T047 | 26A16T048 | 26A17T049 | 26A17T050
26A17T051 | 26A18T052 | 26A18T053 | 26A18T054 | 26A19T055 | 26A19T056 | 26A19T057
26A20T058 | 26A20T059 | 26A20T060 | 26A21T061 | 26A21T062 | 26A21T063
26B01T002 | 26B01T003 | 26B02T004 | 26B02T005 | 26B02T006 | 26B03T007 | 26B03T008
26B03T009 | 26B04T010 | 26B04T011 | 26B04T012 | 26B05T013 | 26B05T014 | 26B05T015
26B06T016 | 26B06T017 | 26B06T018 | 26B07T019 | 26B07T020 | 26B07T021 | 26B08T022
Starts | 26B08T023 | 26B08T024 | 26B09T025 | 26B09T026 | 26B09T027 | 26B10T028 | 26B10T029
with | 26B10T030 | 26B11T031 | 26B11T032 | 26B11T033 | 26B12T034 | 26B12T035 | 26B12T036
26B | 26B13T037 | 26B13T038 | 26B13T039 | 26B14T040 | 26B14T041 | 26B14T042 | 26B15T043
26B15T044 | 26B15T045 | 26B16T046 | 26B16T047 | 26B16T048 | 26B17T049 | 26B17T050
26B17T051 | 26B18T052 | 26B18T053 | 26B18T054 | 26B19T055 | 26B19T056 | 26B19T057
26B20T058
26C01T001 | 26C01T002 | 26C01T003 | 26C02T004 | 26C02T005 | 26C0O3T0O09 | 26C04T010
26C04T011 | 26C04T012 | 26C05T013 | 26C05T014 | 26C05T015 | 26C06T016 | 26C06T017
Starts | 26C06T018 | 26C07T019 | 26C07T020 | 26C07T021 | 26C08T022 | 26C08T024 | 26C09T025
with 26C09T026 | 26C09T027 | 26C10T028 | 26C10T029 | 26C10T030 | 26C11T031 | 26C11T032
26C 26C12T034 | 26C12T035 | 26C12T036 | 26C13T037 | 26C13T038 | 26C13T039 | 26C14T040
26C14T041 | 26C14T042 | 26C15T043 | 26C16T047 | 26C16T048 | 26C17T049 | 26C17T050
26C17T051 | 26C18T052 | 26C18T053 | 26C19T055 | 26C19T056 | 26C19T057
26D01T001 | 26D01T002 | 26D01T003 | 26D02T004 | 26D02T005 | 26D02T006 | 26D03T007
Stgrts 26D03T008 | 26D03T009 | 26D04T011 | 26D04T012 | 26D05T014 | 26D05T015 | 26D06T016
gétg 26D06T017 | 26D06T018 | 26D07T019 | 26D08T023 | 26D08T024 | 26D09T025 | 26D09T026
26D09T027
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Enclosure 2: Confirmation of receipt of communication

URGENT FIELD SAFETY NOTICE — RECALL FAV-2026-007 DATED 18 JUNE 2026

Please complete and return one copy of this form per facility by e-mail
Ireland.CORP.FA@vantive.com as confirmation that you have received this notification.

Product Code Product Description Lot Numbers
HOMECHOICE AUTOMATED PD Enclosure 1: Affected Product
R5C4479 SET WITH CASSETTE AND 4- Table
PRONG LUERS

Facility Name and Address:

Reply Confirmation

Completed By: (Please print name)

Title (Please print)

Email and/or Telephone Number
(including Area Code):

Signature/Date:

REQUIRED FIELD

We have received the above-mentioned letter, will perform the actions to be taken by customers outlined in
the letter, and have disseminated the information / documentation to our staff, other services/facilities, as

applicable.
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