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peor B st .
Please find attached inspection report for your variation inspection.

As mentioned in the report the issue of the varied license is in progress.

Please let me know if you have any questions or clarifications.

Regards

Inspections Section

Manufacturing Quality Branch | Medical Devices and Product Quality Division
Therapeutic Goods Administration

Australian Government Department of Health

Level 8, 595 Collins Street, Melbourne, Victoria. Australia.

PO Box 100 Woden ACT 2606 Australia

health.gov.au

This response is general information given to you without prejudice; it is not binding on the TGA and you

should get your own independent legal advice to ensure that all of the legislative requirements are met.



























Complaints and
recalls

The manufacturer had a written procedure to manage recalls, “EATB-Q-WI-020".
The inspector reviewed the procedure and the arrangements for recalls and found
them suitable. There had been a number of recalls (DISC-17/648) and two
complaints notifications since last inspections. The inspector reviewed the
management of recalls and noted that although the investigations have been very
thorough the manufacturer “action plan” had an oversight in that did not
address the need for primary input of an experienced and qualified physician in
determining and reviewing the causality of the adverse events. (Deficiency 4)
There had been a limited number of complaints since the last inspection. The
manufacturer managed complaints with the DISC system. The inspector reviewed
a sample of complaints and found them managed according to the manufacturer’s
procedure.
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The requirements of Clause 107 that corrective or preventive action should be taken to
eliminate the cause of nonconformities in order to prevent recurrence or occurrence were not
met as the investigation into DISC-17/648 that had been instigated by a number of recalls had
as an outcome an “action plan” that did not address the need for primary input of an
experienced and qualified physician in determining and reviewing the causality of the adverse
events.
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