a

¥ OPTUMRX

e On January 27, 2022, a recall of one lot of gel to
the consumer level because a 1.0 ounce bottle has been found to be contaminated with Bacillus
cereus.

o The recalled batch was distributed to physician clinics in 2021.

RevitaDerm (benzalkonium

chloride) Wound Care Gel 63347-120-01 BL 2844 (2/19/2023)

e RevitaDerm is an over-the-counter medication used to treat 15 and 2" degree burns, stasis ulcers,
pressure ulcers, diabetic ulcers, lacerations, abrasions, skin tears, surgical incision sites, device
insertion sites, graft sites, and donor sites.

e Patients who apply the contaminated product to a wound could develop a skin and soft tissue
infection which could lead to serious complications. For non-immunocompromised patients these
infections are expected to be less severe and responsive to treatment. However, for the
immunocompromised patients and preterm neonates, Bacillus cereus can cause life-threatening,
invasive infections including wound and blood infections, sepsis, pneumonia, and meningitis.

e To date, Blaine Labs Company has not received any complaints or reports of adverse events related
to this recall.

e Patients who have the recalled RevitaDerm Wound Care Gel should stop using the product and
return unused product to the dispensing physician. Other RevitaDerm Wound Care products that are
not being recalled are available for patients to use.

¢ Anyone with an existing inventory of the recalled product should stop distribution and quarantine the
product immediately.

e Contact Blaine Labs by phone at 1-800-307-8818 or by email at info@blainelabs.com for more
information about the recall.
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