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Meet the Speaker
朱博贡
Title: Chief Business Architect

Organization: 耀乘健康科技（yaocheng.cn）

朱博贡先生作为前睿理健康科技中国的重要技术骨干，于2020年共同创
办了上海耀乘健康科技有限公司，任技术副总裁、首席业务架构师，负
责耀乘健康的产品及技术研发工作，以及开发运营管理等方面工作。

在加入耀乘健康科技之前，朱博贡先生就职于谷歌（Google）集团超过
13年，负责过Ads、Cloud AI等领域的各种项目。离开谷歌后在睿理健
康科技中国（谷歌母公司旗下专注于生命科学领域的创业公司）任技术
主管。



Disclaimer and Disclosures

• The views and opinions expressed in this presentation are those of the 
author(s) and do not necessarily reflect the official policy or position of 
CDISC.
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Agenda
1. CDISC 关于 Digitized Protocol 的构想
2. Digitize protocol 过程中的挑战
3. AI 可以辅助解决的问题 及 潜在的应用

Efficient Data Standardization Through AI



CDISC 的标准体系



试验方案

知情同意书

项目管理计划

方案偏离管理

药物安全管理计划

医学监查计划

盲态管理计划

项目监查计划

数据核查计划

药物供应计划

统计分析计划

数据管理计划

一半以上的计划内容来自方案里的信息产出

以方案为中心，基于各类文档的试验体系



Digitized Protocol构想
Source: https://www.cdisc.org/sites/default/files/pdf/DDFPublicReview-FINAL.pdf

CClinical
Protocol

The Clinical Trial Information Flow



Source: https://classic.clinicaltrials.gov/ct2/show/NCT04320615 Source: DDF USDM Reference Architecture v2.0

从 Human Readable 到 Machine Readable 的鸿沟



Source: https://classic.clinicaltrials.gov/ct2/show/NCT04320615

Source: DDF USDM Reference Architecture v2.0

从 Human Readable 到 Machine Readable 的鸿沟



Source: 2023 CLINICAL ELECTRONIC STRUCTURED HARMONISED PROTOCOL (DRAFT) M11 Template, CDE

Human Readable + AI → Machine Readable



Schedule of 
Activities (SoA) 
的转换示例
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Downstream Process

Protocol

Objectives

Endpoints

I/E Criteria

SoA

… ü What’s the popular endpoints of a 
particular biological target ?

ü What’s the most used I/E criteria of 
a particular indication ?

ü …

ü From Synopsis to the Main section

ü Related documents, e.g. CSR

ü …



Ø 哪个模型的效果好 ？

Ø 哪个模型的性价比好 ？

Ø 哪个模型适合我的使用场景 ？

如何选择模型



从 Document & Manual Flow 
迈向 Digital & Automated Flow

Today
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Study Design &
Protocol Authoring

Protocol Document

RTSM EDC CTMS DCT

Document-based

DCT CTMS EDC RTSM

Clinical 
Document 

Understanding

Clinical 
Knowledge Base

Digitalized



效率 + 合规 → 价值

FDA 正持续与业界展开探讨

Source: FDA 2023-05-10

Source: FDA 2021-10-27

器械已有相关指导原则: GMLP 大势所趋

Source: Landscape Analysis of the Application of Artificial Intelligence 
and Machine Learning in Regulatory Submissions for Drug 
Development From 2016 to 2021

10 guiding principles
1. Multi-Disciplinary Expertise Is Leveraged 

Throughout the Total Product Life Cycle

2. Good Software Engineering and Security 
Practices Are Implemented

3. …

Solicit feedback on 3 key areas
1. Human-led governance, accountability, and 

transparency

2. Quality, reliability, and representativeness of data

3. Model development, performance, monitoring, and 
validation

yaocheng.cn
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https://www.fda.gov/news-events/fda-voices/fda-releases-two-discussion-papers-spur-conversation-about-artificial-intelligence-and-machine
https://www.fda.gov/medical-devices/software-medical-device-samd/good-machine-learning-practice-medical-device-development-guiding-principles
https://ascpt.onlinelibrary.wiley.com/doi/10.1002/cpt.2668

