
The SCRUM-Japan Registry for Oncology Agent Development 
and CDISC Standardization

Yoshihiro Aoyagi, Wataru Okamoto, Atsushi Ohtsu
National Cancer Center Hospital East



Nation-wide genome screening consortium: SCRUM-Japan 
(n= 4,800 : 2015/02-2017/03)

Molecular-profile based IND reg. trials：
LC (24 trials)

pan-cancer panel
(OCP) analysis

More than 240 participating institutions

Collaboration with 15 pharma

NSCLC

GI （CRC）

Molecular-profile based IND reg. trials：
GI (11 trials)



http://epoc.ncc.go.jp/scrum/

Information of IND registration trials are available in HP: SCRUM-Japan
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Approval for new agents

SCRUM-Japan
Collaboration with 240 hospitals and 15 pharms 

focusing on rare fractions in Lung/GI cancers Secondary 

analysis

CTD application and evaluation

Next new agent 

development by 

pharma/academia

Data sharing with academia/industry

On-line data access

SCRUM-Japan registry

・More than 2,000 patients enrolled per year

・Associated with a total of 35 IND registration trials

Making natural history data as a control 

in efficacy data (ORR, OS/PFS) for CTD 

application

・external control 

・internal control

Discussion for regulatory 

evaluation

Providing control data for 

examination for the approval

Using 

clinical/genome 

data

New biomarker research

Providing 

new agents

Clinical-genome database 

with CDISC based

Liquid biopsy Immune genome panel

International 

collaboration

Frequency of genomic alterations by cancer type 

Regional distribution of the relevant patient

Proposing trial 

design

New oncology agent/biomarker development platform with SCRUM-Japan

Education/ training for precision medicine
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How effective Using Hospital information System of Our 
Experiment (Previous study)

Background

By directly transferring  the data to the sponsor’s 
system from the HIS which retains the source data, it 
is expected:

・Provide clinical data faster to the sponsors
・No transcription errors
・Less frequent monitoring visits to the hospital 

by the sponsors 

Increase the quality of clinical data, as well as
efficiency and acceleration of clinical trial and
safety review.

Purpose

• To establish data extraction and transfer process 
• To identify challenges and potential 

countermeasures of the implementation and 
the transfer process for practical use in clinical 
trials.

National Cancer Center Hospital East
• Plans for operation
• Validates the computerized system
• Provides the clinical data
• Evaluates this research

Sponsor
• Provides the 

clinical trial 
protocol

• Verifies the  
transferred data

• Identifies issues

HIS vendor
• Implements the 

computerized 
system

• Identifies issues
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Next challenges for NCCE
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We applied the experiment to SCRUM-
Japan Registry collecting scheme using 

CDISC-ODM.



Ideal Model of This System
• Our system aim to convert disease registry data to CDISC standards in order to refer disease registry data as control 

group data for clinical trial when we submit new medicine/diagnostic agent to authority in the reference.
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The Method of Offering Data from Electric Medical Record to Case Data Base
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Electric Medical Record（Fujistu）

eXChart

・Import Definition file
・Output template

・Acquire medical   

record data
（Test result, Treatment ）

・Progress management

・Output XML file

Metadata Management

Definition file
Excel

XMLfile
（subject data）

NMGCP

・Import definition file

・Manage master

・Manage event (visit)

・Output ODM file

Import File

・Output file

Import File

ODM reference 

tool

・Refer ODM file

Cloud service

National Cancer Center Hospital East

On-Premise Enviroment

Extremal Tool

Output file

Case Data Base（EDC）

Definition file
Excel

Transfert

ODM
ODM
File

(Definition data)

ODM
File

(Subject data)

Import File
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The Method of Offering Data from Electric Medical 
Record to Case Data Base(Conclusion)

• Metadata management
• Manage data collecting form of SCRUM-Japan trials by CDISC standards

• Output data collecting form in Excel file format

• Use desk top tool in order to transfer from Excel data collecting form to 
ODM(XML)

• Electric Medical Record System
• Import data collecting form metadata (Excel or ODM) from metadata 

management, generate data collecting form

• Clinical Trials Management Systems
• Import ODM, output case data in ODM format using collecting form
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Information in ODM
Classification Informatiin in ODM Explanation

General Study Basic information (e.g. study name)

Unit Unit for the study

Metadata Event Designated events (e.g. Visit)

Form Data collecting form (implemented CDASH)

Field Items included in data collecting form (implemented CDASH)

Codelist Code lists which are used by each items included in data collecting form 
(implemented CDASH)

Method Deriving expression obtained from collecting data

Condition Conditional expression declared inputting condition for data collecting form

Presentation Layout information for data collecting form (This is appointed by ODM now 
but not defined yet.)

Administration 
data

AdminData Information of users or cites

Annotation Association Annotation to collected case data

Case data ClinicalData Collected case data

Reference data ReferenceData Normal range of clinical trial items

signature ds:Signature Digital signature data
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This range is hopefully 
included in metadata 
management ODM.

Reference: 
Information from 
cites

This information has 
dispersion by each 
system especially.



SCRUM-Japan registry: current status (Conclusion)

➢ 15 Pharmas and more than 240 hospitals are participating in Japan

➢ A total of 35 IND registration trials (SIT and IIT) is referred to SCRUM Japan

➢ More than 4,500 samples have  been  already enrolled in nation-wide

➢ 3 new agents are in preparation for new agent approval

➢ On-time genome data sharing with Pharma & academia has been initiated

➢ Making a nation-wide registry for new agent trials have just started in collaboration with 

regulatory authorities

➢ prospective cohort registry will start soon (07/2017)

➢ New IITs with registry data as a comparative natural history data are being planned

➢ Construct  a collecting information system using electric health records

Activating new agent development and establishing precision medicine 

Now structuring data
collecting from electric
health record
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