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MEDICAL DEVICE RECALL — CLASS IlITYPE C
Dear Sir/ Madam,
Adcock Ingram Critical Care (AICC) is issuing a Medical Device Recall as the distributor for certain lots of
HomeChoice Sets with 4-prong Cassettes 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.

The manufacturer, Vantive, has determined that this issue is caused only by specific cassettes from lots listed
in the affected product table below:

Affected Product Table:

Product Product Description Lot Numbers
Code
HOMECHOICE AUTOMATED PD SET 25L02T005
R5C4479 WITH CASSETTE AND 4-PRONG 25L06T017
LUERS 26A02T005

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.

If any of the above batches have been received, please quarantine and isolate the impacted batch. Please
contact the people below to arrange for upliftment and credit of the units.

Should you have any questions, please feel free to contact AICC.

Amina Mbonane (QA Release Manager): 011 494 8586
Nomazizi Semane (Senior Complaints Co-ordinator): 011 494 8744
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