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Benefit and risk …
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Real World Evidence

 NOT data from a clinical trial conducted in a 

referral medical center with the best 

technology and the sickest patients

 Real World Data

 Clinic-based registry (primary data)

 Existing health data (secondary data)
 Health insurance claims

 Electronic medical records

 Relevant methods
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www.ncbi.nlm.nih.gov/books/NBK208616/
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2017; 376: 526-35

 Vascular closure device after percutaneous 
coronary intervention through femoral artery 
(Mynx vs. other products)  
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N Engl J Med 2017; 376: 526-35

 Using data from an existing surveillance 

system (Data Extraction and Longitudinal 

Trend Analysis DELTA)

 Data source – CathPCI Registry of the 

National Cardiovascular Data Registry

 73,164 users of Mynx device

 603,437 users of alternative devices

 Data were prospectively collected from many 

clinical sites, with very rich clinical information
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Resnic FS et al. N Engl J Med 2017;376:526-535

Propensity 
score method 
– improve 
comparability 
between the 
two groups
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Resnic FS et al. N Engl J Med 2017;376:526-535.

Figure 1. Cumulative Incidence of Any Vascular Complication 
among Recipients of the Mynx Device and Alternative Devices 

(January 1, 2011–September 30, 2013)



Resnic FS et al. N Engl J Med 2017;376:526-535.
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Resnic FS et al. N Engl J Med 2017;376:526-535.
With a negative control (Falsification Hypothesis)
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National Health Insurance claims 
data in Taiwan

 Single payer, comprehensive coverage 
(>99%)
 Population-based

 Limited clinical information

 Could be linked to mortality data and other 
health data, such as cancer registry
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Fig 1. Flow chart of the study.

Lai CL, Wu CF, Kuo RNC, Yang YY, Chen MF, et al. (2015) Clinical Outcomes in Low Risk Coronary Artery Disease 
Patients Treated with Different Limus-Based Drug-Eluting Stents - A Nationwide Retrospective Cohort Study 
Using Insurance Claims Database. PLOS ONE 10(4): e0122860. https://doi.org/10.1371/journal.pone.0122860
http://journals.plos.org/plosone/article?id=10.1371/journal.pone.0122860
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Fig 2. Kaplan-Meier cumulative incidences of different clinical end-points in three stent groups.

Lai CL, Wu CF, Kuo RNC, Yang YY, Chen MF, et al. (2015) Clinical Outcomes in Low Risk Coronary Artery Disease 
Patients Treated with Different Limus-Based Drug-Eluting Stents - A Nationwide Retrospective Cohort Study Using 
Insurance Claims Database. PLOS ONE 10(4): e0122860. https://doi.org/10.1371/journal.pone.0122860
http://journals.plos.org/plosone/article?id=10.1371/journal.pone.0122860
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Fig 3. Relative risk of individual clinical end-point in two composite end-points among E-ZES 
and EES groups.

Lai CL, Wu CF, Kuo RNC, Yang YY, Chen MF, et al. (2015) Clinical Outcomes in Low Risk Coronary Artery 
Disease Patients Treated with Different Limus-Based Drug-Eluting Stents - A Nationwide Retrospective 
Cohort Study Using Insurance Claims Database. PLOS ONE 10(4): e0122860. 
https://doi.org/10.1371/journal.pone.0122860
http://journals.plos.org/plosone/article?id=10.1371/journal.pone.0122860

2017.12.1 TFDA - PMDA 16

http://journals.plos.org/plosone/article?id=10.1371/journal.pone.0122860


Environmental Health and Preventive Medicine 2017; 22: 51

Ongoing 

collaboration with 

Kyoto U
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