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簡報者
簡報註解
RWD/RWE定義與功能 (p.3-8) 10mins
Big data 管理and AI應用在藥學方式與實例 (p. 9-20) 10mins
跨國與跨院RWD/RWE (p. 21-32) 10mins
總結：RWE的三要素 (p. 33-34) 5mins
Q&A：5mins
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OHDSI's global network

Real World Data (RWD) and Real World Evidence (RWE)
How Does OHDSI Support Clinical Trials? (Successful Stories)
Future outlook
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簡報註解
我今天的分享包含三部分：資料庫的介紹、發展、應用。
My presentation today will cover three parts: the introduction, development, and application of the TMUCRD database.


OHDSI's global network
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簡報者
簡報註解
國際觀察性健康數據科學資訊聯盟（OHDSI）創立於2014年，是目前全球最大健康資料數據聯盟，涵蓋多達74國家、330家醫院、2800會員、8億人群資料的大聯盟，其願景為利用全球大數據分析和人工智慧方法，提升臨床醫學資料價值，實現跨領域的多方研究合作，解決醫學領域問題。
OHDSI以國際醫院臨床數據之標準化為核心倡議，建立OMOP Common Data Model，並開發多項跨國數據合作之軟體工具。
截至目前，吸引了全球頂尖大學(如哈佛、史丹佛、耶魯、哥倫比亞等)、醫院與企業(如IQVIA、嬌生、諾華、甲骨文與IBM等)參與。


Data Standardization: OMOP Common Data Model ;»..m!

Analysis
method

ETL
(Extract ~ Transformation ~ Load)
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技術面，將協助學會的參與者都能夠將自各自的資料庫map到OHDSI的OMOP CDM，提升數據間的一致性、可比性(Consistency and comparability)。
Technically, we will assist the participants of the society to map from their own databases to OHDSI's OMOP CDM, so as to improve the consistency and comparability between data.


OHDSI Software and
Tools
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簡報者
簡報註解
為了達成國際數據的標準化，OHDSI 也與全球許多機構共同發展出各式各樣的輔助軟體工具，來協助進行數據的分類管理、語言設定、ETL 串聯系統、數據品質監測、資料視覺化、自動化結果報表等數據處理與分析工具，加速資料處理流程與比較研究結果呈現。

此外，也協助會員運用OHDSI所發展的各式各樣工具，包含：XXXXXX。
In addition, we will also assist members to use various tools developed by OHDSI, including: XXXXXX.

ATHENA (標準編碼詞彙語言查詢系統) 
HADES (分類程式圖書館, R packages)  

HADES (formally known as the OHDSI Methods Library) is a set of open source R packages for large scale analytics, including population characterization, population-level causal effect estimation, and patient-level prediction.  HADES（正式名稱為 OHDSI 方法庫）是一組用於大規模分析的開源 R 軟體包，包括群體特徵、群體層級因果效應估計和患者層級預測。





Application of OHDSI Tools %g

“dyozet

ATLAS: data screening,

Achilles: data visualization . .
processing and analysis

£ OHDE



簡報者
簡報註解
這是我們目前OHDSI Taiwan Society的辦公室團隊成員。
This is the current office team member of OHDSI Taiwan Society.
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首先，資料庫介紹。
First, the introduction.


Definition of RWD/RWE
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傳統上，隨機對照試驗(Randomized controlled trial, RCT)被認為是藥物治療的療效與安全性研究中的唯一標準，但其長期以來存在著樣本數有限、觀察時間短、試驗監測要求高、昂貴的試驗成本等侷限。近年來，運用真實世界數據(real-world data, RWD)(包含電子病歷、疾病登錄資料、保險申報資料等臨床資料)，經過嚴謹的資料驗證、研究設計之觀察性研究分析所產生的真實世界證據(Real-World Evidence, RWE)正逐漸興起，恰巧可以彌補傳統上RCT的侷限，並且，RWE亦有許多優點，包含：可增加因果關係驗證、研究結果的再現性、可用於分析藥物治療後的長期療效與不良反應，以及觀察未被納入臨床試驗之特殊群體（例如孕婦，老年人或肝腎疾病患者）的事實等，因而可作為健康政策決策參考。



RWE vs. RCT
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Purpose

Application

Data source
Condition

Design
Population

Intervention
Control group
Outcomes

Advantages

Shortages

Results under ideal circumstances (efficacy/safety)

Premarket Drug Regulatory Decisions (FDA)

[Standardization] Prospective collection
Under strictly controlled conditions (GCP)

Large sample, multi-center randomized controlled trial

Simple and strict inclusion and exclusion conditions for
the population

Fixed plan
placebo
Interim endpoints (ex. blood pressure, blood sugar)

High intrinsic authenticity and small selection bias

Small sample size, homogeneous patients (excluding
special populations), differences with the real
environment, low extrapolation of results, and high cost

Results in natural settings (efficacy/safety)

Drug Post-Market Management Decisions (FDA/Clinical
Practice)

[Diversity] Retrospective (database), prospective collection
under actual clinical conditions

Observational studies, pragmatic randomized controlled
trials

Diverse groups of people, loose inclusion and exclusion
conditions

Flexible plan (adjustable)
conventional treatment
Long-term endpoints (cardiovascular events, complications)

Large sample size, real conditions and environment, high
extrapolability of results, and low cost

The experimental design is simple, the conditions are not
strict, and the results are prone to deviation
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intrinsic authenticity 內在真實性


How Does OHDSI Support Clinical Trials?
(Successtul Stories)
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第三部分，資料庫的應用成果。
The third part, the performance of data.


The role of RWD/RWE in drug clinical trials
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1.
2.

Premarket clinical

trials
(Phase 1-3)

Screen candidates (number)
Recruitment

Large sample size, long-term

Postmarket clinical
trials
(Phase 4)

Treatment (Prescription) Pattern
Validation (Effectiveness / Safety)
Special populations not included in CT:
children/pregnancy/elderly/liver/ kidney
Rare diseases

Drug repurposing

Personalized risk prediction
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上市前
1. 藥物候選篩選：在開始臨床試驗之前，研究人員通常會收集真實世界數據，如流行病學資料、病患患病率和疾病特徵，以確定藥物候選的潛在價值。這些數據可以幫助研究人員選擇最有希望的藥物候選。
2. 試驗設計：真實世界數據可以影響臨床試驗的設計，包括受試者的選擇、試驗期間和監測方法。這些數據可以提供有關患者群體的完整信息(包含人口學、基因體學、疾病狀況、過去疾病史或共病症、長期用藥史、各類檢查檢驗等)，有助於確定試驗的目標人口和結局。
3. 控制組設計：在藥物臨床試驗中，需要對照組（接受標準治療或安慰劑）來評估新藥物的效果。真實世界數據可以幫助確定適當的對照組設計，以確保試驗結果的可靠性。
4. 患者招募：獲取參試患者是臨床試驗的一個關鍵步驟。真實世界數據可以用來識別符合試驗標準的患者，並協助招募過程。此外，它們也可以幫助預測參試患者的期望數量。

上市後
1.  比較RWE與CT的差異：療效、比較療效
2. 讓RWE提昇CT的成效：subgroup HR、AI精準
3. 使RWE找出CT的盲點：大量、長期安全性
4. 以RWE補充CT的缺口：special population療效、安全性
5. 預測上市後臨床、經濟、社會價值
6. 老藥新用之新適應症(repurposing)

COVID疫情使我們了解到全球共同合作，利用真實世界數據(Real World Data, RWD)所產生的真實世界證據(Real World Evidence, RWE)，來回答真實世界中人類健康問題(Real World Answers, RWA)的重要性。
傳統上，隨機對照試驗(Randomized controlled trial, RCT)被認為是藥物治療的療效與安全性研究中的唯一標準，但其長期以來存在著樣本數有限、觀察時間短、試驗監測要求高、昂貴的試驗成本等侷限。近年來，運用真實世界數據(real-world data, RWD)(包含電子病歷、疾病登錄資料、保險申報資料等臨床資料)，經過嚴謹的資料驗證、研究設計之觀察性研究分析所產生的真實世界證據(Real-World Evidence, RWE)正逐漸興起，恰巧可以彌補傳統上RCT的侷限，並且，RWE亦有許多優點，包含：可增加因果關係驗證、研究結果的再現性、可用於分析藥物治療後的長期療效與不良反應，以及觀察未被納入臨床試驗之特殊群體（例如孕婦，老年人或肝腎疾病患者）的事實等，因而可作為健康政策決策參考。
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標準化的CT條件是未來全球CT的趨勢



Q Premarket clinical trials
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Clinical Trial Recruitment Support System (2) e
mgﬂz;;c;::ﬂeseamh Methodology (2023) 23:88 BMC Medical Research
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Piloting an automated clinical trial eligibility ===
surveillance and provider alert system based
on artificial intelligence and standard data
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Fig. 1 Trial Eligibility Surveillance (TAES) system overview. DW = data warehouse; MLP = natural language processing

Data source: Meystre et al. (2023) BMC Medical Research Methodology 16
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標準化的CT條件是未來全球CT的趨勢



Premarket clinical trials
Phase 1-3

Standardized CT conditions are the future trend for global clinical trials 2
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Research and Applications

ElilE: An open-source information extraction system for

clinical trial eligibility criteria
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ABSTRACT

Objective: To develop an open-source information extraction syster
Extraction (ENIE) for parsing and formalizing free-text clinical research ¢
tional Medical Outcomes Partnership Common Data Model (OMOP CDM
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/g; Author manuscript

Int J Med Inform Author manuscript; available in PMC 2020 September 01.

g
=3 Published in final edited form as:
o Int T Med Inform. 2019 September ; 129: 13-19. do1:10.1016/5. ymedinf 2019.05.018.
=
2
E Automatic Trial Eligibility Surveillance Based on Unstructured
=1 Clinical Data
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3 Abstract
% Introduction: Insufficient patient enrollment in clinical trials remains a serious and costly
E problem and is often considered the most critical 1ssue to solve for the clinical trials community.
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標準化的CT條件是未來全球CT的趨勢
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同時在5家醫院部屬使用，最終滿意度高達79.9%


Postmarket clinical trials
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Postmarket clinical trials
Phase 4

Treatment (Prescription) Pattern
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例如，我們利用TMUCRD所參與的一個由Prof. Lu領導的OHDSI跨國研究，主題為Dual combination therapies for HTN treatment的drug utilization研究於今年3月被發表在JAMA Network Open。

For example, we used TMUCRD to participate in an OHDSI multinational study led by Prof. Lu. The drug utilization study on Dual combination therapies for HTN treatment was published in JAMA Network Open in March this year.



Postmarket clinical trials

Validation (Effectiveness)
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A distributed research network refers to a research network wherein multiple institutions
unite for joint research based on common data model wherein the structure and meaning
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REGULAR ARTICLE

ASH Research Collaborative: a real-world data infrastructure to support
real-world evidence development and learning healthcare systems
in hematology

William A. Wood,"' Peter Marks,” Robert M. Plovnick,® Kathleen Hewitt,* Donna S. Neuberg,® Sam Walters,® Brendan K. Dolan,”
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+ The ASH Research
Collaborative includes
a patient-level data
platform for SCD and

BARA  mvmamddimm $m

The ASH Research Collaborative is a nonprofit organization established through the
American Society of Hematology’s commitment to patients with hematologic conditions
and the science that informs clinical care and future therapies. The ASH Research
Collaborative houses 2 major initiatives: (1) the Data Hub and (2) the Clinical Trials
Network (CTN). The Data Hub is a program for hematologic diseases in which networks of
clinical care delivery sites are developed in specific disease areas, with individual patient
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An OMOP-CDM based pharmacowgllance n- Nintedanib and ischemic colitis: Signal assessment with

dat . ineli (PDP) idi the integrated use of two types of real-world evidence,
ata-processing pipeiine providing spontaneous reports of suspected adverse drug reactions,

active surveillance for ADR 5|gna| detection and observational data from large health-care databases
from real-world data sources

Hyunah Shin' and Suehyun Lee!?” Rebecca E. Chandler

Uppsala Menitoring Centre, Uppsala, Sweden
I Abstract
Abstract god;onMmmm - Purpose: Statistical screening of Vigibase, the global database of individual case
. - 3 - i i i _ cca E. er, Uppsala Monitoring

E}ackground. Adverse drgg reactions (ADRs) are regarded as a major cause of death and a majorcoﬁtrlbutorto pub Cenire, Uppedla, Sweden ! safety reports, highlighted an association between the MedDRA Preferred Term

lic health costs. For the active surveillance of drug safety, the use of real-world data and real-world evidence as part of Email: rebecca.chandi ) . ey . i . L . L i .
- N o . o . a s e «chandler@who-umc.org (PT) “colitis” and nintedanib. Mintedanib is a protein kinase inhibitor authorized in

the overall pharmacovigilance process is important. In this regard, many studies apply the data-driven approaches to o ) o
support pharmacovigilance. We developed a pharmacovigilance data-processing pipeline (PDP) that utilized elec- accelerated regulatory procedures for the treatment of idiopathic pulmonary fibrosis
tronic health records (EHR) and spontaneous reporting system (SRS) data to explore pharmacovigilance signals. (IPF). The aim of this report is to describe the integration of two types of real-world
Methods: To this end, we integrated two medical data sources: Konyang University Hospital (KYUH) EHR and the evidence, spontaneous reports of adverse drug reactions (ADR), and observational
- ' o ' ' - . . ) . health data (OHD) in the assessment of a post-authorization safety signal of ischemic
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Ranitidine Use and Incident Cancer in a Multinational Cohort

Seng Chan You, MD; Seung In Seo, MD: Thomas Falconer, MSc; Chen Yanover, PhD; Talita Duarte-Salles, PhD; Sarah Seager, BA; Jose D. Posada, PhD: Nigam H. Shah, PhD;

Phung-Anh Nguyen, PhD; Yeesuk Kim, MD; Jason C. Hsu, PhD: Mui Van Zandt, BS; Min-Huei Hsu, MD; Hang Lak Lee, MD; Heejoo Ko, MD; Woon Geon Shin, MD;
Nicole Pratt, PhD; Rae Woong Park, MD; Christin G. Reich, MD: Marc A. Suchard, MD; George Hripcsak, MD; Chan Hyuk Park, MD; Daniel Prieto-Alhambra, MD

Abstract

IMPORTANCE Ranitidine, the most widely used histamine-2 receptor antagonist (H,RA), was
withdrawn because of N-nitrosodimethylamine impurity in 2020. Given the worldwide exposure to
this drug, the potential risk of cancer development associated with the intake of known carcinogens
is an important epidemiological concern.

OBJECTIVE To examine the comparative risk of cancer associated with the use of ranitidine vs other
HsRAs.

DESIGN, SETTING, AND PARTICIPANTS This new-user active comparator international network
cohort study was conducted using 3 health claims and 9 electronic health record databases from the
US, the United Kingdom, Germany, Spain, France, South Korea, and Taiwan. Large-scale propensity
score (PS) matching was used to minimize confounding of the observed covariates with negative
control outcomes. Empirical calibration was performed to account for unobserved confounding. All
databases were mapped to a common data model. Database-specific estimates were combined

RPN DU . U NP VPP U S J DU I CRICIN MO NP DU RPN Y S

Key Points

Question |s use of ranitidine associated
with higher risk for incident cancer
compared with other histamine-2 (H;)
receptor antagonists (H,RAs)?

Findings In this cohort study including
1183 999 individuals from 11 large
databases across Europe, North
America, and Asia, risk of cancer among
ranitidine users did not differ from users
of other H;RAs. Ranitidine use was not
associated with an increased risk of
esophageal, stomach, or colorectal
cancer, or 13 other subtypes of cancer.

Meaning These findings suggest that a

Figure 3. Risk of All Cancer Cancer Between H, Receptor Antagonist (H,RA) Users in Meta-Analysis
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Large Study Eases Fears Over Zantac-Cancer Link

— In multinational cohort, cancer incidence with pulled drug no different than other H2RAs

by Tara Haelle, Contributing Writer, MedPage Today ~ September 19, 2023

Data source: You et al. (2023) JAMA Network Open
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為了達成RWD的國際合作以產生全球RWE，2014 年起(10年前)，美國哥倫比亞大學生物醫學資訊教授George Hripcsak發起了一個國際觀察性健康資料科學與資訊學聯盟(簡稱OHDSI)。
OHDSI是一個全世界最大的健康資料庫聯盟的非營利組織，旨在善用真實世界數據(RWD)，快速產出可靠的跨國研究證據(RWE)，同時降低數據的管理成本並擴展數據的應用性。吸引了全球頂尖大學、知名醫院、生醫企業加入，目前有全球6大洲、80個國家、超過400家醫院資料庫、3266位專家加入。
OHDSI聯盟建立了全球統一的健康相關通用資料模式(Common data model, CDM)，稱之為「OHDSI-OMOP-CMD」，作為規範觀察性資料的格式和編碼之標準，各國各類不同來源格式的觀察性資料可藉由ETL技術傳換成OMOP標準。
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Renin-angiotensin system blockers and susceptibility to
COVID-19: an international, open science, cohort analysis

Daniel R Morales, Mitchell M Conover, Seng Chan You, Nicole Pratt, Kristin Kostka, Talita Duarte-Salles, Sergio Fernandez-Bertolin, Maria Aragon,
Scott L DuVall, Kristine Lynch, Thomas Falconer, Kees van Bochove, Cynthia Sung, Michael EMatheny, Christophe G Lambert, Fredrik Nyberg,
Thamir M Alshammari, Andrew E Williams, Rae Woong Park, James Weaver, Anthony G Sena, Martijn] Schuemie, Peter R Rijnbeek,

Ross DWilliams, Jennifer CE Lane, Albert Prats-Uribe, Lin Zhang, Carlos Areia, Harlan M Krumholz, Daniel Prieto-Alhambra, Patrick B Ryan,
George Hripcsak, Marc A Suchard

Summary

Background Angiotensin-converting enzyme inhibitors (ACEIs) and angiotensin receptor blockers (ARBs) have been
postulated to affect susceptibility to COVID-19. Observational studies so far have lacked rigorous ascertainment
adjustment and international generalisability. We aimed to determine whether use of ACEIs or ARBs is associated
with an increased susceptibility to COVID-19 in patients with hypertension.

Methods In this international, open science, cohort analysis, we used electronic health records from Spain (Information
Systems for Research in Primary Care [SIDIAP]) and the USA (Columbia University Irving Medical Center data
warehouse [CUIMC] and Department of Veterans Affairs Observational Medical Outcomes Parinership [VA-OMOP]) to
identify patients aged 18 years or older with at least one prescription for ACEIs and ARBs (target cohort) or calcium
channel blockers (CCBs) and thiazide or thiazide-like diuretics (THZs; comparator cohort) between Nov 1, 2019, and
Jan 31, 2020. Users were defined separately as receiving either monotherapy with these four drug classes, or monotherapy
or combination therapy (combination use) with other antihvpertensive medications. We assessed four outcomes:

-+

x ®

Crogsack

Lancet Digit Health 2021;

3 e98-114

Published Online

December 17, 2020
https://doi.ong/ 101016/
525807 500(20)30289-2

See Comment page 70
Division of Population Health
and Genomics, University of
Dundee, Dundes, UK

(D' R Morales MDY
Observational Health Data
Analytics, Janssen Research &
Development, Titusville, ML

Data source: Morales et al. (2021) Lancet
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使用來自全球135萬病患數據，證實高血壓病人使用ACEI/ARB不會增加COVID感染或重症風險，2021年發表在Lancet
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The Effect of Statins on Mortality of
Patients With Chronic Kidney
Disease Based on Data of the
Observational Medical Outcomes
Partnership Common Data Model
(OMOP-CDM) and Korea National
Health Insurance Claims Database

Ji Eun Kim ™2, Yun Jin Choi™, Se Won Oh?* Myung Gyu Kim 2%, Sang Kyung Jo®*,
OPEN ACCESS  Won Yong Cho™* Shin Young Ahn' Young Joo Kwon ™ and Gang-Jee Ko™"
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Increase transparency and reproducibility of real-world
evidence in rare diseases through disease-specific Federated
Data Networks
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Paras P Mehta,'® Mengchun Gong,? Daniel R Morales,”™”" Fredrik Nyberg,* Jose D Posada,””
Martina Recalde,”*** Elena Roel,**** Karishma Shah,” Nigam H Shah,*? Lisa M Schilling,*!
Vignesh Subbian,?® David Vizcaya,”” Lin Zhang,*®* Ying Zhang,'® Hong Zhu,* Li Liu,*®
Jaehyeong Cho,?! Kristine E Lynch,?* Michael E Matheny,*** Seng Chan You,*

Peter R Rijnbeek,” George Hripcsak,?® Jennifer CE Lane,” Edward Burn,?* Christian Reich,*
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Daniel Prieto-Alhambra’

ABSTRACT

OBJECTIVE

To investigate the use of repurposed and adjuvant
drugs in patients admitted to hospital with covid-19
across three continents.

DESIGN

Multinational network cohort study.

SETTING

Hospital electronic health records from the United

States, Spain, and China, and nationwide claims data
from Snuth Knrea.

in Spain), azithromycin (from 15 (4.9%) in China to
1473 (57.9%) in Spain), combined lopinavir and
ritonavir (from 156 (¢2%) in the VA-OMOP US to 2,652
(34.99%) in South Korea and 1285 (50.5%]) in Spain),
and umifenovir (0% in the US, South Korea, and Spain
and 238 (78.3%) in China). Use of adjunctive drugs
varied greatly, with the five most used treatments
being enoxaparin, fluoroquinolones, ceftriaxone,
vitamin D, and corticosteroids. Hydroxychloroguine
use increased rapidly from March to April 2020 but
declined steeply in May to June and remained low for

Data source: Prats-Uribe et al. (2021) BMJ
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Predictability of buprenorphine-naloxone treatment retention:
A multi-site analysis combining electronic health records and

machine learning

| ——High Risk |
—— Low Risk
— Madian

Retention Probaklty

Fateme Nateghi Haredasht**© | Sajjad Fouladvand™*® | Steven Tate®’® |
Min Min Chan®® | Joannas Jie Lin Yeow®® | Kira Griffiths3® | Ivan Lopez?®® |
Jeremiah W.Bertz” | Adam 5. Miner* | TinaHernandez-Boussard®?® |
Chwen-Yuen Angie Chen® | Huigiong Deng®© | Keith Humphreys®© |

= o =5

- .
Time (nuriber of days in treatmant)

Hah

Opioid Dependence (Diagnass) ——— +-—
Annalembke?® | L Alexander Vance®® | Jonathan H. Chen!?3 Lib Swalling (Diagnosis) e ———
Polyethylene Glycol-based Laxative *——-——
Oxycodone Extended Release e +—
5 tanford Center for Biomedical Informatics Ahsh-mt Acetaminoghen F—
Remsemarch, Stanford Univers iy, Stanfard, s
Caffornis USA w Background and aims: Opicid use disorder [OUD) and opicid dependence lead to signifi- At ELE ML e "-*_ GERIEEEE
12-Lead ECG e g
*Divsion of Hospitl Medcine Stamford cant morbidity and mortality, yet trestment retention, crucial for the effectiveness of i 4 E
Uriversity, Stanfond, Calfoeriss, LSA medications like buprenarphine-naloxone, remains unpredictable. Our objective was to Diphentydeamine b — f;
I Fnical Exccnlisnce Fs seanch Canter, Stanfard . ) e N . |
Uriversity, Stanford, Calfoeria, USA determine the predictability of é&-month retention in buprenomphine-naloxone treatment Docusate H —
ADepartment of Peychisry and Behavioal using electronic health record (EHR) data from diverse clinical setfings and to identify Apinn 'i S
Sciences, Stanfosd Unive sity Schoad of key predictors. taooaim "'"|"'
Medicine, Stanford, Califormia, USA Buprenorphine (Low Dose) ——’
e et e e e Design: This retrespective observational study developed and walidated machine il b—
Thiamine IV hl D
| i

T t T T
-0.2 e 02 o4
SHAP value (impact on model output)

Data source: Haredasht et al. (2024) Addiction



Future outlook




Premarket clinical trials
The Automatic Clinical Trial Recruitment Support Sfas
System is the future trend for global clinical trials Wes®

COHDSI ATLAS DMOP database Clinical
@ data wamrehouse

\\\\ : Clinical data
Trial descripti
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ratrieaval — i
(Clinical Trals.gov)
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Tarminologiaes:

LOING Eligibility criteria Trial and patient MLP-based
SNOMED-CT manual extraction alignment assessment eligibility criteria extraction
Figure 2:

Clinical trial eligibility automatic surveillance process

Data source: Meystre et al. (2019) Int J Med Inform 31
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Research and Applications

Research and Applications
DATA QUALITY ASSESSMENT

Increasing trust in real-world evidence through evaluation ?
IBME MARKETSCAN® MULTI-STATE MEDICAID DATABASE

of observational data quality

DataQualityDashboard Version: 1.0.0
Results generated ot 2020-08-24 15:44:34 in 3 hours

Clair Blacketer (3," Frank J. Defalco,” Patrick B. Ryan,'” and Peter R. Rijnbeek’

Verification Validation Total
Pass ‘ Fail I Tetal | % Pass . Pass | Fail E Total : % Pass [ Total | % Pass
Plousibility gstZt] 6 1855 100% 281 -] 287 98% 2130 12 2142 99%
80 100% 630 13 643 98%

12 100% 334 5 339 9%
379 98% 3094 30 3124 99%

IBME MARNETS(AN® MULTI-
STATE MEDICAID DATRBASE

OVERVIEW

Fass E Fail

Conformance 550 13 563 98% 80
Completeness 322 5 3z7 98% 12

'Dbservational Health Data Analytics, Janssen Research and Development, LLC, Titusvile, New Jersey, USA, *Department of
Medical Informatics, Erasmus University Medical Center, Rotterdam, The Netherlands, and *De partment of Biomedical Informat-
ics, Columbia University, New York, New York, USA

(-] (=N =]

CEl 2721 24 2745 99% 373
Corresponding Author: Clair Blacketer, MPH, Observational Health Data Analytics, Janssen Research and Development,
LLC, 1125 Trenton-Harbourton Road, Titusville, NJ 08560, USA (mblacke@its.jnj.com)
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ABSTRACT
Objective: Advances in standardization of observational healthcare data have enabled methodological break-
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簡報者
簡報註解
同時在5家醫院部屬使用，最終滿意度高達79.9%
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COMMENTARY

A Path to Real-World Evidence in Critical Care
Using Open-Source Data Harmonization Tools

ABSTRACT: COVID-19 highlighted the need for use of real-world ¢ o
in critical care as a near real-time resource for clinical, research, and p |
Analysis of RWD is gaining momentum and can generate important &
policy makers and regulators. Extracting high quality RWD from elect
records (EHRs) requires sophisticated infrastructure and dedicated
We sought to customize freely available public tools, supporting all phe
harmonization, from data quality assessments to de-identification proc

generation of robust, data science ready RWD from EHRs. These dal N,
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available to clinicians and researchers through CURE ID, a free plal
facilitates access to case reports of challenging clinical cases and
treatments hosted by the National Center for Advancing Translationa
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National Institutes of Health in partnership with the Food and Drug Adr EHR Harmonized I
This commentary describes the partnership, rationale, process, use ¢ ETL OMOP .
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in critical care, and future directions for this collaborative effort. Databases M pi Data Quality Dashboard
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Data source: Heavner et al. (2023) Critical Care Explorations 33
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同時在5家醫院部屬使用，最終滿意度高達79.9%
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簡報者
簡報註解
因為OHDSI Taiwan學會2022年成立，我們replaced the old website of OHDSI Taiwan Chapter with the new website for OHDSI Taiwan Society。
Because OHDSI Taiwan Society was established in 2022, we replaced the old website of OHDSI Taiwan Chapter with the new website for OHDSI Taiwan Society.


Members in the OHDSI Taiwan Society
(Welcome to Join Us!)
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簡報者
簡報註解
目前共有64位會員from the all regions in Taiwan參與了OHDSI Taiwan Society。
There are currently 64 members from the all regions in Taiwan participating in the OHDSI Taiwan Society.
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Jason C. Hsu Ph.D.
E-mail: jasonhsu@tmu.edu.tw
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