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Profile 

Career
- Tokyo University(Doctor of Medicine)
- Kansai Medical University

- neurosurgeon
- Medley, Inc.

- Medical Information
- Telemedicine

- 3idea, Inc.
- Data Science

- Datack, Inc.

Skill
- SQL, R, Python
- AWS
- epidemiology, data engineering, machine 

learning, natural language processing
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Service 

Real World Data Analysis

● Epidemiology, Data 
Engineering

● Claims data, Registry, EHR
● Database study

Real World Evidence

Building a clinical database in 
collaboration with hospitals

Goal: Application to Approval

● Area
○ Rheumatoid Arthritis
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Today’s topic

● Why do we use RWD?

● Challenges in utilizing RWD

● Four Keys to Organization Building

● Practices
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Why do we use RWD?

First of all, we need to clarify the purpose of RWD utilization.

How pharma companies are applying advanced analytics to real-world evidence generation | McKinsey 

https://www.mckinsey.com/industries/life-sciences/our-insights/creating-value-from-next-generation-real-world-evidence
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Why do we use RWD?

green: start work → red: high impact, challenging

How pharma companies are applying advanced analytics to real-world evidence generation | McKinsey 

https://www.mckinsey.com/industries/life-sciences/our-insights/creating-value-from-next-generation-real-world-evidence
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Challenges in utilizing RWD
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Challenges in utilizing RWD

1. Insufficient human resources and organization
○ Today’s main topic

2. Quality and Quantity of RWD
○ Bias, Confounding
○ Lack of required clinical data
○ Not enough patients

3. Regulation
○ Approval
○ pharmacovigilance
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Frequent bias, confounding

Prada-Ramallal, G., Takkouche, B. & Figueiras, A. Bias in pharmacoepidemiologic studies using secondary health care databases: 
a scoping review. BMC Med Res Methodol 19, 53 (2019).
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Solutions to the Challenges

1. Insufficient human resources and organization
○ Today’s main topic

2. Quality and Quantity of RWD
○ Bias, Confounding
○ Lack of required clinical data
○ Not enough patients

3. Regulation
○ Approval
○ pharmacovigilance

Epidemiology
Understanding of data

Building new databases

Accumulation
by various stakeholders
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Four Keys to Organization Building
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Four Keys to Organization Building

1. A person who makes the strategy

2. Epidemiologists (RWD experts)

3. Each department, each person, gains experience

4. Create a system for using RWD
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Required skill of Epidemiologists

● Creating a research design
○ prospective research
○ database study

● Data handling
○ SQL, SAS, R…
○ Understanding of database and clinical practice

● Collaborating with clinical experts
○ Generating clinical questions
○ Making decisions

● Paper writing skills
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Practice

● Case: Datack
○ organization
○ workflow

● Extraction Request Form
● Code Set
● Analysis environment
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Datack Organization
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Datack Organization
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Workflow

右に続く
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Extraction Request Form
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Various Codes for Pharmaceuticals

いろいろな医薬品コード｜情報で医療をささえる　データインデックス株式会社 

https://www.data-index.co.jp/knowledge/detail1-1.html
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Code Set for Disease

DMARDs
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Code Set for Disease, Procedure
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● Reproducibility of analysis
● Easy to review code
● Centralized data management and pre-processing
● Version control
● Storage, Memory, Process speed
● Security

23

Analysis environment requirements

Reproducibility & Replicability

dataset study design
Reproducibility Same Same

Replicability
Different Same

Same Different
Different Different
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Analysis Environment

data storage

database

analysis server

language

version control system

execution environment
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Test of results

Based on clinicians and previous studies, it is important to determine 
indicators to check the validity of the tabulation and analysis.
● Percentage of patients using bDMARDs

○ Clinician's prediction: 20%
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Easy to review

● Check the work of others
○ data
○ script
○ code
○ period

Is  the data correct?



© 2020 DATACK,inc． 27

Easy to review
Is there a disease other than RA?

Is the period correct?

Is the condition correct?
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Today’s summary

● We need to clarify the purpose of RWD utilization.

● Challenges in utilizing RWD & Solution
○ Insufficient human resources and organization
○ Quality and Quantity of RWD
○ Regulation

● Four Keys to Organization Building

● Practices
○ Case: Datack

■ organization
■ workflow

○ Extraction Request Form
○ Code Set
○ Analysis environment
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My beliefs

Data can lead society in the right direction.


