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Considerations for the technical review of new drugs based on ICH Q11
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[Abstract |

Human Use ( ICH) Q11 is the technical guideline for the development and manufacture of drug substances, which

The International Council for Harmonisation of Technical Requirements for Pharmaceuticals for

systematically illustrates the principles of process development and selection of starting materials. ICH Q11 Q&A
document further elaborates the specific requirements for the selection of starting materials. This paper discusses the
consideration based on ICH Q11 in the technical review of chemical innovative drugs with respect to the requirements
of ICH Q11 and the Q&A document, and further discusses the general considerations of ICH Q11 on the technical
review of new drugs focusing on the periodic rules regarding pharmaceutical research of innovative drugs.
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