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SOP06 -  PRODUCT RECALL and ADVISORY NOTICE ISSUE
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From the DHR Records from, determine the full range of Batch/Lot #’s likely to be involved, and record on QI.1





Investigate and record the nature of the problem and document the Batch or Lot  # on Form QI.1





From the suppliers list of affected  product needing to be traced’, determine the full range of ‘Batch’ or ‘LOT’ #’s of Finished Product likely to be involved, and append to a QI.1 form.





Match the list of affected product Batch numbers with list of Customer’s supplied with Finished Product. 





EXTERNAL SOURCE


CUSTOMER COMPLAINT,  RETURNED PRODUCT or


 POST MARKET FEEDBACK





INTERNAL SOURCE


NOTIFICATION From


SUPPLIER or SUBCONTRACTOR


(including Internally identified NC)





Record Close Out of the Advisory Notice issue or Product Recall





Rationalise / Justify any discrepancies





Reconcile numbers returned with the number expected 





Arrange for Quarantine of Returned items





Issue the Recall Notice to affected Users





Follow up as necessary





Issue the Advisory Notice to all customers within the area of supply and include all relevant information





Determine whether an Advisory Notice issue or Product Recall is necessary


ADVISORY NOTICE                                                      PRODUCT RECALL





Generate list of affected Users by reference to DHR (Device History Records)
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