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ABSTRACT

The first global workshop on implementation of the WHO guidelines on procedures and dara requirements for
changes to gpproved biotherapeutdc products adopted by the WHO Expert Committee in 2018 was held in June
tzed

2019.1 P g
as described in the post-approval changes, the global standard for product
life-cycle management are providing clarity and helping national regulatory authorities in establishing guidance
while improving time-lines for an efficient regulation of products. Consequently, the regulatory situation for
post-approval changes and guideline implementation is changing but there is a disparity between different
countries. While 3 ly being in d in
other countries, the need for regional workshops and further training on post-appeoval changes was a cOmmon
theme reiterated by many participaats. Given the compiexities relating 1o post-approval chaages In different

. there was a clear all participants that an efficient approach for product
life-cycle management at a national level is needed to ensure faster availability of high standard, safe and
efficacious medicines to patients as per the World Health Assembly Resolution 67.21
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