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张子豹 (Bob) 介绍

• 现任有临来雅总经理，负责数据管理/统计/编程等业务规划和管理；

• 20+年生物医药研发行业经验，多个不同管理岗位经验；

➢ 曾在多家跨国临床CRO负责创建和管理中国生物统计和编程团队，支持全球临床

试验业务

➢ 曾参与创建一家CRO发展成为独角兽，负责技术和商务拓展团队

➢ 短期VC工作经历，参与创业公司融资

• 多个行业协会志愿者，包括CDISC亚太区和中国区前任主席；上海生物统计论

坛主要协调人之一；DIA定量科学论坛和专题组织志愿者；

• 复旦大学流行病与卫生统计博士 (2003)；中欧国际工商学院 Global EMBA课

程 (2020-2023) 和中欧创投营 (2022-2023)。



目录

1. 系统回顾：行业对临床研究方案（clinical protocol）进行规范化/标准化/数

字化的努力，并尝试分析其策略和挑战

2. 重点介绍：ICH’s M11 (Protocol Template/Tech Spec), CDISC’s Unified Study 

Definitions Model (USDM) , TCB’s Digital Data Flow (DDF) ➔ eProtocol

3. 个人分享：e-Protocol和DDF可能的应用场景和影响



回顾1：ICH – E6 R1 (1996) to R3 (2019)



ICH – M11 (2018-now), Step 4 (2025-2026?)



ICH – M11 Clinical electronic Structured 
Harmonised Protocol (CeSHarP)  

Guideline (7pp) Template (64pp) Tech Spec (280pp)

Defines the background, purpose, 
scope and principles

The specification of the Protocol 
Document Template that contains 

embedded data elements

Provides a set of data element 
definitions aligned with the template 

specification



回顾2 – CDISC Protocol相关标准

数据  试验方案 数据规 统计分析数据规 

临床研究流程中CDISC标准 用

 临床数据标准
临床数据标准

数据  标准

    数据标准

  术 

Protocol相关标准：

- SDTM.TDM (v1.0, 2004 
to v2.1, 2024) 

- BRIDG (v1.0, 2007 to       
v5.3.1, 2019)

- PRM (v1.0, 2009)
- USDM (v1.0, 2022 to

v4.0, 2025)



CDISC PRM (Protocol Representation Model)



CDISC New Strategic Goal

Enable & 

Automate

Engage &
Adopt

Expand & 
Connect

Expand, 
Connect, and 
Digitalize our 

Standards

Reduce 
Variability, 

Enable 
Interoperability, 
and Increase 
Automation

Focus on 
Community 

Needs

Deliver 
Business Value 

Expand and enable standards driven automation across the end-to-

end study information lifecycle from study design through results

(CDISC will expand and realize the original 360 vision) 

https://www.cdisc.org/cdisc-roadmap

https://www.cdisc.org/cdisc-roadmap
https://www.cdisc.org/cdisc-roadmap
https://www.cdisc.org/cdisc-roadmap


End to End Study Information Lifecycle

Standards driven automation 

across the research 

information lifecycle

Design & Build
Data 

Sources

Execution

Collection Integration Tabulation Analysis Endpoints Report

Collection Tabulation Analysis Endpoints Protocol

https://www.cdisc.org/cdisc-roadmap

https://www.cdisc.org/cdisc-roadmap
https://www.cdisc.org/cdisc-roadmap
https://www.cdisc.org/cdisc-roadmap


回顾3 – TCB：Common Protocol Template (CPT)



回顾总结：eProtocol - ICH, CDISC, TCB
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eProtocol – Industry Collaboration 

TCB Digital Data Flow

①③

②



① ICH – M11 Clinical electronic Structured 
Harmonised Protocol (CeSHarP)  

Guideline (7pp) Template (64pp) Tech Spec (280pp)

Defines the background, purpose, 
scope and principles

The specification of the Protocol 
Document Template that contains 

embedded data elements

Provides a set of data element 
definitions aligned with the template 

specification



M11 - Guideline



M11 – Guideline – Design Principles

Protocol Template –
Principles

• Build common core content
• Serve the needs of 

stakeholders
• Define content for electronic 

exchange
• Design for content re-use
• Maintain flexibility 

Protocol Tech Specs –
Principles

• Promote structured common core content 
• Define content specifications for electronic 

exchange 
• Develop a data model based on 

specifications 
• Focus on relevant content use and re-use 
• Use an open, non-proprietary exchange 

message standard 
• Maintain flexibility for technical innovation 

and region-specific use



ICH – M11 eProtocol TEMPLATE & Tech Spec



② TCB Digital Data Flow (DDF) Initiative

Source: https://www.transceleratebiopharmainc.com/assets/digital-data-flow-solutions/   

Create Once, Use Many Times

https://www.transceleratebiopharmainc.com/assets/digital-data-flow-solutions/
https://www.transceleratebiopharmainc.com/assets/digital-data-flow-solutions/
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TCB DDF Initiative Three Key Principles



TCB DDF Initiative Roadmap



DDF Evolution:  Phases One to Four



③ CDISC - USDM Standard & DDF

Unified Study Definitions Model (USDM) Phase 4 Graphic,  source: https://github.com/cdisc-org/DDF-RA

https://github.com/cdisc-org/DDF-RA
https://github.com/cdisc-org/DDF-RA
https://github.com/cdisc-org/DDF-RA
https://github.com/cdisc-org/DDF-RA
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CDISC - USDM IG (V4.0 final, 119pp)



CDISC USDM & DDF Resources

Digital Data Flow | CDISC

https://www.cdisc.org/ddf 

https://www.cdisc.org/ddf


DDF Use Cases



e-Protocol潜在应用场景和可能影响

• Protocol Authoring (incl. ICH M11)

Tools for protocol authoring, review, analysis etc

• Clinical trial registries (ct.gov, CDE临床试验注册平台)

• EDC/IRT

• CTMS/TMF

• SDTM.TDM

• Define.XML

• …

Business

Use cases

ROI

People



CDISC E2E Standards Driven Automation

Design & Build

Execution TFL

Data 

Sources

Protocol

Report

Expand and enable standards driven 

automation across the end-to-end 

study information lifecycle from study 

design through results



Summary – Key Messages

1. Learn hard and think hard - how to put it into business

2. Use cases – need strong evidence for implementation

3. ROI

4. Data – Tools – AI

5. China



References

1. ICH E6 (GCP), M11 (eProtcol)  https://www.ich.org/page/ich-guidelines

2. CDISC SDTM.TDM, BRIDG, PRM, USDM https://www.cdisc.org/ddf

3. TCB CPT, DDF https://www.transceleratebiopharmainc.com/initiatives/digital-data-flow/

4. HL7 Vulcan.FHIR https://www.hl7vulcan.org/

5. US FDA Project PRISM https://www.fda.gov/about-fda/office-digital-

transformation/precisionfda
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致力成为肿瘤·自免 ·神经  最具专业能力的临床CRO

为新药临床试验提供一体化解决方案

驻地城市

100+
服务团队

500+
合作中心

700+
合作研究者

2000+
项目经验

200+

为新药临床提速度 为万千患者谋新生



Q&A
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