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Question: E11-026 

 
OUTCOME 1:  Population Health 
 
Topic:  REPROCESSING AND REMANUFACTURING 
 
Written Question on Notice 
 
Senator Xenophon asked:  
 
a) How does the TGA differentiate between ‘reprocessing’ and ‘remanufacturing’? 
b) What is the TGA’s position on each? 
 
 
Answer: 
 
a) For the TGA, the terms “reprocessing” and “remanufacturing” are interchangeable and 

there is no difference in their meaning. 
 
b) Both the original manufacturer and the remanufacturer must demonstrate that the process 

of manufacture/remanufacture ensures that the device complies with the essential 
principles for safety, quality and performance. 

 


