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OUTCOME:  7 – Health Infrastructure, Regulation, Safety & Quality. 

 

Topic:  TGA Approval Process 

 

Type of Question:  Written Question on Notice 

 

Senator:  McLucas, Jan 

 

Question:  

 

Have there been any recent instances where a drug has been approved by either the USFDA 

or EMA but refused by the TGA? 

 

 

Answer: 

 

Yes.  The Therapeutic Goods Administration is not able to provide details because those 

applications are considered commercially sensitive. 

 

 


