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Why adopt the latest PIC/S Guide to GMP?

• Patient Safety – Product Quality
• Mitigate risks to product quality 
• Ambiguity leading to misinterpretation and 

compliance risks 
• International reputation 
• Relevant to our Mutual Recognition Agreements
• Provides assurance of equivalence to international 

markets
• Reduces regulatory burden

• Continuous Improvement
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TIWGG
Accord

Active Pharmaceutical Ingredient Manufacturer’s Association of 
Australia (APIMAA) 

Association of Therapeutic Goods Consultants Inc (ATGC) 
Australia and New Zealand Region of International Society of 

Cell and Gene Therapy (ISCT) 
Australia New Zealand Industrial Gas Association (ANZIGA) 

Australian Red Cross Lifeblood (Lifeblood) 
Biotherapeutics Association of Australasia (BAA) 

Complementary Medicines Australia (CMA) 
Consumer Healthcare Products (CHP) Australia

Generic and Biosimilar Medicines Association (GBMA) 
Medicinal Cannabis Industry Association (MCIA) 

Medicines Australia (MA)
Australian Medicinal Cannabis Association (AMCA)
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Future revisions of PE009

Chapter 1  
PQS

Annex 3  
Radiopharmaceuticals

Annex 6 
Medicinal Gases

Annex 15
Qualification & 

Validation

Annex 12
Use of ionising 

radiation



Summary

• Reviews of PE009-17 commenced
• TGA continues to work with industry 

on adoption of future changes
• Multiple changes anticipated in future
• Get involved!

• PIC/S – EC Feedback
• TGA/TIWGG Feedback



Questions?

Scan this QR code with your 
device to submit a question
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