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Consultation Program for Pharmaceutical Development-Lessons
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Abstract — Consultation program for pharmaceutical development is a new system in which pharmaceutical companies
meet and discuss scientific and/or regulatory issues with drug regulatory authority in the research process and before sub-
mitting new drug applications. This program helps pharmaceutical companies reduce uncertainties in the research and
development and increase the possibilities of getting drug marketing approval. Developed countries such as US, EU, and
Japan have implemented various forms of pre-submission meetings or consultation programs since the mid-1990s. The rapid
development of technology in pharmaceutical R&D increases the importance of communication between drug development
companies and drug regulatory authority in Korea, too. In designing the consultation program, it is desirable to focus on the
stages of clinical trials which take the longest period of time and the biggest amount of money in the pharmaceutical R&D
process. We suggested that results or recommendations by drug regulatory authorities in pre-submission meetings or con-
sultations be formally documented and considered in review process. Explicit scientific reasons are required for changing

the results from consultations.
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