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Dear Sir/Madam, 

Consultation: Regulation of software, including Software as a Medical Device 

AstraZeneca welcomes the opportunity to provide comment on the Therapeutic Goods 
Administration (TGA) consultation paper ‘Regulation of software, including Software as a 
Medical Device (SaMD)’. 

AstraZeneca’s feedback on the guidance, is contained in Attachment 1, having given 
consideration to the specific questions included in the consultation paper.  The responses include 
suggestions for changes to provide better clarity on requirements which will support practical 
implementation as well as identifying key areas of concern. 

We would be happy to discuss or provide further comment on any aspect of our response and we 
appreciate being kept up to date on further developments. 

 

Yours sincerely 

AstraZeneca Pty Ltd 
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