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Approved By:
(CO-25) Updated Quality Manual

Description

Quality Manual is being updated to change the title of the Management Representative from VP to QA and RA Manager. Also added the reference to the WI-02-01, Roles and
Responsibilities Work Instruction. Routing updated ISO certificate.

Justification
Management Representative has changed from Lisette Grunwell to Holly Opalenik. The Quality Manual needed to reflect the change in title. The Roles and Responsibilities work

instruction references ISO 13485:2016 5.5.2 and describes how Quality will function within PMC. Updated ISO certificate is routing. Updated Organization Chart. Updated the SOP-02
to reference WI-02-01.

Assigned To: Initiated By: Priority: Impact:

Holly Opalenik Holly Opalenik Urgent Critical

Version History:

Author Effective Date CO# Ver. Status

Holly Opalenik November 20, 2023 3:10 PM EST C0-25 1 Published

Holly Opalenik August 4, 2023 5:19 PM EDT Not Available 0 Superseded



