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The Working Groups (WGs), namely WG1 and WG2, have already started their diligent 
discussions on the themes they got assigned as we agreed at the conclusion of the 2nd 
APACRM. We anticipate focal points of the meeting be on outcomes and prospects of 
two WG discussions, and how we iron out our pathways to fruitful discussion at the 3rd 
APACRM. 
 

 Opening Remarks 
 Introduction of Living Modified Organism “LMO” regulation 
in US, EU & JP 

 Case Study for Non-Clinical Data Sharing from WG1 
 Discussion for next step of WG1 

 Risk Based Approach for Biological Materials (starting 
cells), and Characterization & Stability from ICH Q5E 
comparability from WG2 

 Discussion for next step of WG2 
 Conclusion 

 
 


