YWantive

Urgent Field
Safety Notice -

L Recall y

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 Peritoneal Dialysis Patient:

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 enclosed
Affected Product Table.

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

Affected Product:

Lot Numbers

Product Code Product Description
HOMECHOICE AUTOMATED PD
R5C4479 SET WITH CASSETTE AND 4- See Enclosed List

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 Patients

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

1. Check if the HomeChoice set lot number is listed on the enclosed 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.

J

" @@ — SRR i & :
Flg 1: HomeChoice Set Over-pouch Fig 2: Lot number on Over-pouch

2. 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

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

4. If the cassette is stamped with an identifier other than M5, continue to use the set for therapy.
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Further Information and Support
If you have any questions about your PD therapy, please contact your doctor and/or nurse.

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

We apologise for any inconvenience this may cause you and appreciate your attention to this matter.

Sincerely,
N\

Mike Little
Head of Sales Vantive UKI
Vantive Health Ltd

Enclosures: Affected Product Table
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FAV-2026-007 - Attachment 1: Affected Product Table

HomeChoice Sets with Cassette - Product Code R5C4479

Starts
with | 25K19T055 | 25K19T056 | 25K19T057 | 25K20T058 | 25K20T059 | 25K20T060
25K
25L01T001 | 25L01T002 | 25L01T003 | 25L02T004 | 25L02T005 | 25L02T006 | 25L03T007
25L.03T008 | 25L03T009 | 25L04T010 | 25L04T011 | 25L04T012 | 25L05T013 | 25L05T014
25L05T015 | 25L06T016 | 25L06T017 | 25L06T018 | 25L07T019 | 25L07T020 | 25L07T021
Sta_lrts 25L.08T022 | 25L08T023 | 25L08T024 | 25L09T025 | 25L09T026 | 25L09T027 | 25L10T028
;Vgt 25L.10T029 | 25L10T030 | 25L11T031 | 25L11T032 | 25L11T033 | 25L12T034 | 25L12T035
250127036 | 25L13T037 | 25L13T038 | 25L13T039 | 25L.14T040 | 25L14T041 | 25L14T042
25L15T043 | 25L15T044 | 25L15T045 | 25L16T046 | 25L16T047 | 25L16T048 | 25L17T049
25L17T050 | 25L17T051 | 25L18T052 | 25L18T053 | 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 | 26C03T0O09 | 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
Sta_lrts 26D03T008 | 26D03T009 | 26D04T011 | 26D04T012 | 26D05T014 | 26D05T015 | 26D06T016
;’étg 26D06T017 | 26D06T018 | 26D07T019 | 26D08T023 | 26D08T024 | 26D09T025 | 26D09T026
26D09T027
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