The Board of Pharmacy has received notice of the following product recall. The
Board strongly encourages pharmacies to immediately review their quality assurance
and recall policies and procedures to determine if any corrective action is required.

Cardinal Health has recently been informed that Sol Millennium is initiating a recall

due to these products requiring 510(k) clearance. Please see Sol Millennium Urgent
Product Recall.

Sol-Millennium is initiating a voluntary recall for low dead space (“LDS”) syringes,
luer slip tip syringes, and “combined” syringes with needle and syringe components
packaged together. These products were found by the FDA to be substantially
different from our current cleared 510(k)s with a major change or modification to the
device’s intended use without a 510(k) clearance that remain outside our control
beyond the distributor level. The affected company SKUs are listed below.

This recall action has been identified due to the U.S. Food and Drug Administration’s
(“FDA”) determination that these devices require 510(k) clearance, as the absence of
FDA review to appropriately verify and validate the changes could lead to adverse
health consequences.
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