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Question:

What were the results of the TGA’s most recent audit of CSL’s production facilities?

Answer:

Commonwealth Serum Laboratories (CSL’s) flu vaccine manufacturing facility was most
recently inspected by the Therapeutic Goods Administration (TGA), in conjunction with the
US Food and Drug Administration (FDA), from 16 — 24 April 2012. This inspection found
that CSL’s investigation of manufacturing deviations was inadequate. The same deficiency
was identified in inspections by both the FDA and the TGA in 2011, The deficiency was
rated critical because it was a repeated deficiency. At this stage, there is no evidence that
product safety has been affected by CSL’s inadequate investigations.

TGA reinspected the facility on 23 - 24 May 2012 to reaffirm progress in resolving
deficiencies identified in the TGA April 2012 inspection. All manufactured product currently
remains under quarantine pending satisfactory resolution of the issues.



