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Clinical Data Flow 临床数据流程

120+ Documents

15+ Critical Systems

Approximately 10-15 years and $2 

billion to get a drug into the market



Industry Challenges 行业挑战

Protocol content has tripled in the past decade, contributing to a 27 % 

increase in approval-to-FPFV timelines and prolonging downstream tasks 

such as EDC configuration and SDTM mapping.
十年来，方案内容增三倍，批准至 FPFV 延长 27%，下游流程受阻。

Substantial protocol amendments have risen 113 %, with studies now 
averaging 4 amendments, driving higher costs and patient drop-out rates.

大修订增 113%，每项研究平均 4 次，成本与受试者流失同步上升。

Submission packages are increasingly complex, prompting the question: 

how much of the data collected truly supports the target indication?

庞杂的申报资料包引出疑问：真正支撑适应症的数据还有多少？



Widely Used Approach

Industry Strategy:

AI/ML (discrete, siloed 

by document type)

Content/data 

Standardization



BeOne Strategy

AI/ML (disruptive, 

content connectivity)

Content/data Standardization 

+
Historical Studies



Adoption (%) for Digital Transformation



Start with Standardizing Protocol



Aligning with Industry Standards



The Foundation



Reuse – Content Libraries





Digitalizing Schedule of Activities





Copilot



Protocol Copilot



AI Draft Synopsis



AI Compliance Check



AI Deep Research



AI Drafting Agent



Deep Research Agent



Architecture



Thank You
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