GSubP Workshop (4 & 5t July 2018) - PhAMA

Co-organizers:

1. National Pharmaceutical Regulatory Agency
2. PhAMA

3. Taylor’s University



GRM Session for 8th APAC - PhRAMA

e GRM
— No combined GRM workshop yet
e GSubP workshop

— Good engagement and collaboration with the regulator,
academician, local generic manufacturer, local generic
importer

— Awareness of GRM increased

— Capacity building of regulatory personnel in the industry
results in high quality and efficient submission



GRM Session for 8th APAC - PhAMA

* Improvement

— Target to have one local workshop at least once a year to
train more regulatory personnel from the industry

— To incorporate new topic from the last GRM COE Workshop
in Taipei (2018)

— Getting more input and participation from regulator to
embrace more complete GRM concept in our workshop

e Sustainability

— Train the Trainer program — have been sending our members
to be trained at APEC CoE GRM

— Explore feasible arrangement to support training of more
regulatory officers to participate at the APEC CoE GRM

— To realize a combined GRM workshop in the future
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