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The views and opinions expressed in the following PowerPoint slides are those 
of the individual presenter and should not be attributed to PhUSE, its directors, 
officers, employees, volunteers, members, chapters, councils, Special Interest 
Area Communities or affiliates, or any organization with which the presenter is 
employed or affiliated.

11/02/2018 @2018 PHUSE SHANGHAI SDE 2

Disclaimer
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Overview and Background

What We’ve achieved

The Future We believe
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Agenda
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Build Intelligent Flows throughout Drug R&D Process
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Reference -
https://www.fda.gov/Drugs/DevelopmentApprovalProcess/
FormsSubmissionRequirements/ElectronicSubmissions/ucm
531293.htm

All See All the Data
Standards

E
eCTD – Electronic 
Common Technical 
Document

SE
SEND – Standard for 
Exchange of Nonclinical 
Data

SD SDTM – Study Data 
Tabulation Model

A ADaM – Analysis Data 
Model PQ

PQ/CMC – 
Pharmaceutical Quality 
/ Chemistry, 
Manufacturing, and 
Controls (Guidance 
forthcoming)

SP SPL – Structured 
Product Labeling

I ICSR – Individual Case 
Safety Report

U UNII – Unique 
Ingredient Identifiers

N NDC/MPID – National 
Drug Code, Medicinal 
Product Identifiers

All

Standards Flow throughout Drug R&D Process

https://www.fda.gov/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/ucm531293.htm
https://www.fda.gov/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/ucm531293.htm
https://www.fda.gov/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/ucm531293.htm
https://www.fda.gov/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/ucm531293.htm
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AI-Empowered Clinical Trial Solutions
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To Build Standard Workflow, Data Flow and Report Flow 
throughout the Process

Submission Level

Clinical Dossier

Study Level Protocol CRF Design 
Database SDTM ADaM TLF CSR Clinical Review

CSR

CSR

Clinical Programming

EDC

Safety 
Database

• Knowledge Graph Based
• Modeling

DIP AI-Empowered Solutions

DEEP AI Translation DEEP AI Regulatory Management DEEP AI Medical Writing DEEP AI Clinical Programming
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Best Practice in AI-empowered OpEx Model

Global Translation Excellence Model Global MW Excellence Model
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Creativity in AI-empowered solutions
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AI-Powered Drug Discovery
Knowledge Graph Construction and Workflow
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Knowledge Graph construction example
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The Future We Believe

Source: 2017 Gens and Associates Proprietary Information
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At DIP

We empower and accelerate global 
drug discovery and development 
from lab to post-marketing with 
best-in-class AI technologies
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Global Network Keeps Growing
~100 DIP Experts Serve Our Clients across the Globe
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助力全球药企以及药企服务商加速迈向智能
化
Accelerate A.I. development for global pharmaceutical 
companies and their service providers 

Our Vision

让天下没有难做的新药，为患者带来希望之光
Make drug discovery & development less challenging &
Bring hopes to patients

Our Mission
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Speaker E-mail Address: zhangmin@dip-ai.com
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Further Information
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