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Disclaimer

The contents of this presentation represent the view 
of this presenter only, and do not represent the 
views and/or policies of Daiichi-Sankyo Co., Ltd. 
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Today’s agenda

1. Databases available in Japan

2. A case of post-marketing database study

3. Consideration for the future
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DBs available for PE researches in Japan

<Reference>
Survey of Japanese databases in Japan available for clinical/pharmaco-epidemiology
The website of Japanese Society for Pharmacoepidemiology
URL: https://www.jspe.jp/mt-static/FileUpload/files/JSPE_DB_TF_E.pdf 4



Outline of MID-NET®

<Reference>
Establishment of the MID-NET® medical information database network as a 
reliable and valuable database for drug safety assessments in Japan
Pharmacoepidemiol Drug Saf. 2019 Oct;28(10):1395-1404. 5



A case of post-marketing database study

Post-marketing database study

(Important identified risk : Hypocalcemia)

◆Risk management plan of PRALIA®

Database to use : MID-NET®
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Aim of this DB study

◆Aim of this DB study using MID-NET®

✓ To investigate risk of hypocalcemia in patients 
administrated PRALIA® compared with control patients

✓ To investigate status of implementation of serum Ca 
test in the real world

Application 
for 

utilization

1st interim 
analysis

2nd interim 
analysis

Final 
analysis

Application 
for           

Re-exam.

Approval
(Oct. 2018) 

Submitting PSUR
(Dec. 2019 and Dec. 2020) 

<Study timeline>

We’re here
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Study objective / Research question

Patient Patients with rheumatoid arthritis 

Intervention / Exposure Treatment with PRALIA®

Comparison Not treatment with PRALIA®

Outcome
Hypocalcemia
（Serum calcium<8.50mg/dL）

Timing (Data period) From July 2016 to December 2020

◆Study objective
To evaluate the degree of hypocalcemia risk in the patients with 
rheumatoid arthritis who are treated for the first time with 
PRALIA® in or after July 2017 in comparison with the patients not 
treated with PRALIA®.

◆Research question
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What is strong point of DB study?
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◆Strong point of DB study 

✓ It’s possible to realize more timely data collection than 
primary data collection.

✓ Lower cost than primary data collection.

We can create meaningful safety-information/evidence 
for patients and physicians by utilization of RWD 
appropriately. 

◆Important point when conducting DB study 

✓ Reliability of data sources 

✓ Validity/definition of outcome



Consideration for the future

◆The needs for utilizing RWD will increase more 
in the future.

✓ Using various data sources in a study for PV

✓ Routine pharmacovigilance activity  
(e.g. Safety signal detection/management)

✓ KAB(knowledge activity  behavior) survey

◆Expectation

✓ Activation of sharing the knowledge and 
exchanging the opinion regarding RWD use with 
Asia countries especially China.
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