Comparison of GMO regulations

(Type-1 Use regulation, Gene therapy)
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If GMO/LMO may affect environment
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Environmental Risk Assessment is mandatory

| Environmental Risk Assessment is necessary under the specific situation

CTA:Clinical Arial Authorisation Application MAA: Marketing Authorisation Application
CTN:Clinical Trial Notification NDA: New Drug Application

IND:Investigational New Drug (IND) application BLA: Biologics License Application



