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Since a few years, we see pharma related activities moving to emerging countries, but we also see pharma companies from
emerging countries trying to enter the known market, as there are Europe and US. Beside the pitfalls when entering an unknown
market there are also opportunities to develop further as company, but we have to question whether we can export collected data
in emerging countries into more established markets for regulatory purposes. Meaning is the quality of data collected meets the
standards used like ICH-GCP, ISO14155 2011. We see that the emerging countries recently modify their legislations and try to lift
up their standards to meet the standards of ICH-GCP and ISO14155 2011. But is it sufficient to transfer data between the different
markets? As China is one of the biggest emerging markets, is starting to export pharma productsmainly OTC, and published his
new regulations early 2013, I would like to touch base following items compared to the practice in China: Pitfalls and benefits to
go to China, compare current practice and regulations in China with the standards outside emerging markets.
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