PIC Recall Ticket Number: PR -21013

Provincial Health
i uthorit

Please Post and Circulate

DATE: November 18, 2021 *** Revised ***
PRODUCT: Kit, Virus Sampling, Yocon, Bio Nuclear Diagnostics (BND)

*** ADVISORY - DO NOT REMOVE PRODUCTS ***

Who is Impacted: " FHA XIHA XNHA XPHC RKPHSA XVCH XVIHA
Specific sites/units: See attached usage spreadsheet.

BACKGROUND: BND has issued a recall advisory for the Yocon Virus Sampling Kit with expiry dates for
2021 or earlier as there are updated Instructions for Use (IFU) and a Health Canada Interim Order to
extend the shelf life of the product to 24 months beyond the manufacture date. Previously the shelf life was
12 months as per the expiry date on the package.

ACTIONS:

o Do Not Remove Product.
¢ Review your inventory for Yocon Virus Sampling Kits (product code STC-110) with an expiry date of
2021 or earlier. Expiry date is no longer as noted on the package but it is extended by 12 months.
The expiration is found on the outer package of the collection Kit.
o Refer to the top of page 2 in the attached updated IFU where the period of validity has been
extended for 24 months beyond the manufacture date.
o See attached Health Canada Interim Order approving this change to the expiry date.
o Note: Packaging expiry date will not be relabelled.

Virus Sampling Kit, Yocon
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If you have any questions regarding the above recall, please contact:
Ann Moolin - Supply Chain Clinical Coordinator, Standardization, ann.moolin@phsa.ca 604-297-9705
Mimi Ho — Sourcing Buyer, mimi.ho@phsa.ca 604-297-9143

* “In the Medical Devices Regulations a recall is defined as: any action taken by the manufacturer, importer or distributor of the device that has been sold, to recall or

correct the device, or to notify its owners and users of its defectiveness or potential defectiveness...” (Source: Health Canada)
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