
1

Database, research and 
regulation in Japan

Manabu Akazawa
Professor, Meiji Pharmaceutical University 

<makazawa@my-pharm.ac.jp>

ISPOR Asia Pacific 2018, Tokyo Japan
Second Plenary Session: Monday, 10 September 2018,  8:30 AM - 10:00 AM
Real World Evidence in Asia-Pacific: Are We Ready? Is It Helpful 
for Decision Makers?
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Real World Evidence in Japan

Are We Ready? 
Is It Helpful for Decision Makers?
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NO
(maybe in progress)
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Topics Today

•Databases
•Researches
•Regulations/guidelines
•Future opportunities
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Japanese Databases available at http://www.jspe.jp/mt‐static/FileUpload/files/JSPE_DB_TF_E.pdf 5

NDB
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ADR, PMS

Hospital, EMR

NDB 
(national database of Health Insurance Claims and Specific 
health checkups of Japan)

• Health insurance claims data under Japan’s National 
Health Insurance System (14.8 billion records from April 
2009 to Dec 2017).

• Since FY2011, 229 research proposals submitted and 
178 approved (50% from academic researchers). 

• Web‐based Open data available (statistical tables of top 
30 most‐frequently prescribed drugs in FY2014 and 100 
drugs in FY2015 and FY2016).

• Onsite research centers at Tokyo and Kyoto Universities 
will open to support researchers.

Information for researchers (in Japanese) available at 
http://www.mhlw.go.jp/stf/seisakunitsuite/bunya/kenkou_iryou/iryouhoken/reseputo/index.html 6
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NDB

7

For developing National Action Plan on Antimicrobial Resistance

NDB Open
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MID-NET 
(Medical Information Database Network)

MHLW Pharmaceuticals and Medical Devices Safety Information No. 351 March 2018 
available at http://www.pmda.go.jp/files/000223348.pdf 
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JMDC 
• Insurance provider database

• Claims data (in‐patient, out‐patient, pharmacy) from 100 employee‐based 
health insurance payers.

• Approximately 5.6 million population accumulated since 2005 (4 million 
in 2015).

• Data included basic patient characteristics (sex and age), recorded 
diagnoses, provided medical services, and fees.

• Can track individuals’ movement and treatment across medical facilities 
(hospitals, clinics and pharmacies).

But,
• No elderly patients over 75 years.
• Limited clinical information available.

Information about JMDC Claims Database 
available at https://www.jmdc.co.jp/en/pharma/database.html
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JMDC
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JMDC

12Data are used for cost‐effectiveness analysis of diabetes care
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• Hospital‐based database
• Claims data (in‐patient, out‐patient) from 369 acute hospitals

• Total of 9.22 million inpatient and outpatient records in 2016

• Elderly population over 75 years old included

• Lab result data available (blood tests)

• Some clinical information (in DPC discharge summary since 2008)

• But,
• Special population who use healthcare service at acute hospitals.

• Limited information before and after hospitalization. 

• No information about location of hospitals.

MDV (medical data vision)

Information about MDV Database 
available at https://www.mdv.co.jp/
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MDV (medical data vision)
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MDV

15

Data are used for cost‐effectiveness analysis of adult pneumococcal vaccine

Need to know more

Poster Presentations Session IV 
Tuesday, 11 September 2018

RESEARCH ON METHODS -
Databases & Management Methods

PRM21

CURRENT STATUS OF REAL 
WORLD DATA USING FOR 
CONDUCTING COST-
EFFECTIVENESS 
ASSESSMENTS IN JAPAN
Hanada K, Akazawa M
Meiji Pharmaceutical University, 
Tokyo, Japan
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Revised act on the Protection 
of Personal Information (個⼈情報保護法) 

Too much protection 
of personal medical 

information

Limit use (access) for 
medical research

Require new law to 
promote ICT for 

research

Outline of the amendment (effect on May 30, 2017)
• Clearer definition of “Personal Information”
• Rules for utilizing Personal Data

• Sensitive personal information / de‐identified information

• Establishment of Personal Information Protection 
Commission(PPC)

• Monitor and supervise

• Globalization
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Ethical Guidelines for Medical and Health Research Involving Human Subjects also updated.

Healthcare Big Data Law (effect on May 11, 2018)

Next-Generation Medical 
Infrastructure Act (次世代医療基盤法) 
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Official guideline for cost‐effectiveness evaluation of drugs/medical 
devices in Japan 

Approved by Central Social Insurance Medical Council (Chuikyo) in February 2016 

Available as Shiroiwa et al. Value Health. 2017 Mar;20(3):372‐378

Guideline on conduct of pharmacoepidemiological study utilizing 
medical record database for drug safety assessment 

Published on March 2016 (Developed by PMDA)

Available at https://www.pmda.go.jp/files/000147250.pdf  (in Japanese)

Task‐force report for validation study of claims‐based definitions for 
using clinical information

Published on May 2018 (by  Japanese society of pharmacoepidemiology)

Available at http://www.jspe.jp/committee/pdf/validationtrr120180528.pdf  (in Japanese)

Guidelines
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• Increased access to clinical personal data 
• Getting better for researchers, still limited for business

• Clinical Innovation Network (improving infrastructure for clinical 
study with disease registry @ core hospitals)

• Linkage across various healthcare database
• Personal ID card (my number card) issued by government

• Patient registry + insurance claims + death/birth records, etc.

• Education (human resource development)
• Data Scientists (need both healthcare and IT knowledge) 

Future opportunities
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