
APAC Community Call

July 17, 2025



Agenda

• European-themed Session

– Review of Selected EMA RWD Studies by Cynthia Sung

– Recap of the OHDSI Europe Symposium 2025 by Jason Hsu

• OHDSI Global News

• OHDSI APAC News
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USE of REAL WORLD DATA to SUPPORT
REGULATORY DECISION MAKING:

DARWIN-EU® and the EMA

Cynthia Sung, PhD FCP PMP
Adjunct Associate Professor

Center of Regulatory Excellence
Duke-NUS Medical School
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Surveillance And Pharmacogenomics 
Initiative for Adverse Drug Reactions:

A strategic partnership among HSA, 
A*STAR Institutes and Hospitals 

to improve drug safety, funded by BMRC
2014 - 2019
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Three Specific Aims

1. To establish a national active surveillance network that leverages 
electronic medical record (EMR) capabilities to identify patterns 
and early indications of ADRs

2. To discover and validate pharmacogenomic biomarkers of highest 
relevance to Asian populations

3. To develop robust pharmacogenomic diagnostic tests through a 
College of American Pathologists (CAP)-certified laboratory

Collaboration Project

P
HSA
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SAPhIRE-HSA team
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Common Data Models 

• Mini-Sentinel – FDA CDER Pharmacovigilance

• PCORnet – Patient Centered Outcomes Research

• Observational Medical Outcomes Partnership (OMOP) CDM 

• Multiple data types: Claims, EHR, Registries, Surveys

• Standardized structure
• Standardized vocabulary
• Standardized analytics
• Standardized phenotypes
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Ajou University Trains HSA Staff on OHDSI

Prof Rae Woong Park

Dr Seng You Chan
Dr Dahye Shin

January 15-19, 2018
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Diabetes Treatment Pathways in Singapore

Figure 2
US, UK, Japan & Korea combined Sg KTPH

Haroun Chahed
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www.ehden.eu

European Federated Network
2018 - 2024

8

http://www.ehden.eu/
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https://www.darwin-eu.org/index.php/studies

Target No. of Studies

2022 - ongoing
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RWD Studies to Support Regulatory Authorities

1. DARWIN-EU® Suicidality following doxycycline exposure
2. DARWIN-EU® Effectiveness of COVID-19 vaccines on severe COVID-

19 and post acute outcomes of SARS-CoV-2 infection
3. EMA Study  Association between exposure to liraglutide vs active 

comparators and risk of acute hepatic injury
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https://www.darwin-eu.org/index.php/studies
https://www.darwin-eu.org/index.php/studies
https://www.darwin-eu.org/index.php/studies
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Presented by Nicholas Hunt
OHDSI Europe Symposium

7 July 2025
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Presented by Nicholas Hunt
OHDSI Europe Symposium

7 July 2025
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Suicidality following Doxycycline Exposure

Research Questions
1. Is there a causal association 

between the use of doxycycline 
and suicide-related events?

2. Does the association between 
doxycycline use and completed 
suicide and suicide-related 
events vary by indication of use 
compared to active 
comparators?

Methodology
1. New user active comparator 

cohort safety study (cohort 
method package)

2. Self-controlled case series study 
(SCCS) 
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Data sources:  IPCI (Netherlands), CPRD GOLD (UK) and SIDIAP (Spain)
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Indications and Outcomes

Indications
1. Lower respiratory tract infections

• Doxycycline vs AMX or AZM
2. Chlamydia

• Doxycycline vs AMX, AZM, or ERY

3. Acne vulgaris
• Doxycycline vs ERY or IST

4. Rosacea
• Doxycycline vs ERY or IST

Outcomes
1. Composite 1: completed suicide, 

suicide ideation, suicide attempt, 
self-harm

2. Composite 2: Composite 1 
minus completed suicide

3. Depression
4. Anxiety

14
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Active Comparator Study Design

Large Scale 
Propensity Score Matching

First use of drug

Doxycycline

No drug exposure for 365 days

Erythromycin
Azithromycin
Amoxicillin
Isotretenoin

Observation start Observation endIndex Date

15
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Self-Controlled Case Series

First use of drugNo drug exposure for 365 days • Each patient is its own 
control

• Do more events happen 
within the risk window 
vs outside the risk 
window?

Outcome

Start Doxycycline

16
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SCCS Sensitivity Analysis

17
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Power Calculations
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Suicidality following Doxycycline Exposure

Main Takeaways
1. Causality can be tested by active comparator or SCCS designs 

(standard analytical packages in HADES)
2. SCCS design needs fewer subjects to achieve the comparable 

statistical power as active comparator design
3. Doxycycline given for acne had an increased association with suicide-

related events without death or depression compared to erythromycin 
(active comparator), but not in the SCCS design

4. Doxycycline given for LRTI had a decreased association with suicide-
related events without death compared to amoxicillin, both by active 
comparator and SCCS designs.

5. No regulatory action required.

19
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Presented by Nicholas Hunt
OHDSI Europe Symposium

7 July 2025
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Liraglutide and Acute Liver Injury

21
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Liraglutide and Acute Liver Injury

Research Question
• Is there an association between use of GLP-1 agonist liraglutide (Saxenda, Victoza) 

and increased risk of
• Any liver disease
• Acute liver injury
• Acute liver injury with no chronic hepatic failure

• Compared to alternative treatments
• Empagliflozin (SGLT-2i inhibitor) – Jardiance
• Dapaglifozin (SGLT-2 inhibitor) – Forxiga
• Sitagliptin (DPP4-inhibitor) – Januvia

22
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Liraglutide and Acute Liver Injury

• Inclusion criteria
• >365 days of recorded medical history prior to index-date
• Patients who initiated treatment (new users) with liraglutide or comparator 

drugs for any indication OR for T2DM
• Exclusion criteria

• History of outcome prior to index date
• Databases

• IQVIA Medical Research Data UK; 01 Aug 2009 to 30 Jun 2023
• IQVIA Medical Research Data Germany; 14 Jul 2009 to 30 Jun 2023

• Sample size
• no a priori sample size was stipulated

23
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Liraglutide and Acute Liver Injury

• Before matching
• Liraglutide N = 14,668
• Sitagliptin  N = 113,350

1:1 Matching
• After matching

• Liraglutide N = 8,506
• Sitagliptin  N = 8,506
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Large-scale propensity score matching

24



7/16/25

13

Liraglutide and Acute Liver Injury
• Outcome - Acute Liver Injury

• Diagnosis codes only
• No liver Function test laboratory data

25
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Liraglutide and Acute Liver Injury

• Methodology
• New user cohort with active comparator

• Any indication
• Type 2 Diabetes Mellitus

• Follow-up – 90 days
• Cox Proportional Hazard Ratio
• Sensitivity Analyses 

• Follow-up – 180 and 365 days
• T2DM patients on metformin, liraglutide added as second-line therapy

26
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Liraglutide and Acute Liver Injury
• Results

27

27

Liraglutide and Acute Liver Injury
• Results

28
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Liraglutide and Acute Liver Injury

• Main Takeaways
• Liraglutide had fewer cases of ALI compared to sitagliptin when used for any 

indication (365 days follow-up)
• Sitagliptin ALI cases occurred mostly in patients who did not have T2DM
• No calculation was done to estimate sample size to achieve statistical power
• Many comparisons were not completed because cases < 5 patients

• Limitations
• Primary care database, incomplete information on subsequent hospitalization
• Incomplete linkage of patients across different medical institutions
• Data does not capture patient adherence to medication.

29



Jason C. Hsu President, OHDSI Taiwan Society

July 17, 2025
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Recap of 2025 OHDSI EU Symposium
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Organizer

Professor, Biomedical Data Sciences, Hasselt University

Leader, OHDSI Belgium Chapter 

Liesbet M. Peeters
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Place

Old Prison building of Hasselt 
University

(2025)

The Steam Ship Rotterdam 
(2024) 
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Place



5

Registration



Program Booklet
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Pre-Symposium Courses
Saturday July 5th, 2025

 The Newcomers Track introduces data standards, open-source tools, clinical evidence generation, and 

methodological research to those new to OHDSI. 

 The Advanced Track targets participants with some prior hands-on OHDSI experience, focusing on 

phenotyping, vocabulary, and characterization studies. 
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Pre-Symposium Courses
Sunday July 6th, 2025

 Beyond these, in-person workgroup meetings on specific topics and National Node 

gatherings are open to all.
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National Nodes
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Pre-Symposium Courses
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Symposium Agenda (1/5)
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Symposium Agenda (1/5)
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Symposium Agenda (2/5)



Symposium Agenda (3/5)

110 

Posters
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Symposium Agenda (3/5)



16

Symposium Agenda (4/5)
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Symposium Agenda (5/5)
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Some Personal Photos



Why Hasselt, Belgium?
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Big Group Photo!
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Captured by Martijn Schuemie – not an easy task from a small stage with 365 attendees! 



OHDSI Global News

↑ Registrations OPEN ↑



OHDSI Global News

ATLAS Deepdive: User survey and results reviews 

Survey 1: Introduction and Overview
https://forms.cloud.microsoft/pages/responsepage.aspx?id=lAAPoyCRq0q6TOVQkCOy1bRG7suJ0TRAkYiV9DicyUFUNDBQR
zJVNVZaNlRCUDg0SFIwT1ZTMUlRNC4u&route=shorturl

Survey 2: Data Sources/Vocabularies
https://forms.cloud.microsoft/pages/responsepage.aspx?id=lAAPoyCRq0q6TOVQkCOy1bRG7suJ0TRAkYiV9DicyUFUOFZXTU
lURzBESTA3UjJRVlJHRjZSOTdUQS4u&route=shorturl

Survey 3: Concept Sets/Cohorts
https://forms.cloud.microsoft/pages/responsepage.aspx?id=lAAPoyCRq0q6TOVQkCOy1bRG7suJ0TRAkYiV9DicyUFURVc1RUl
GNlVQWk05MExTSVQ2RExGMzA3RC4u&route=shorturl

Survey 4: Characterization, Incidence, Treatment Pathways
https://forms.cloud.microsoft/pages/responsepage.aspx?id=lAAPoyCRq0q6TOVQkCOy1bRG7suJ0TRAkYiV9DicyUFUMzkyTk
FQTDlIQVlYTTdLSVFKVVJaVTlGQS4u&route=shorturl

Survey 5: Technical and Administrative Capabilities
https://forms.cloud.microsoft/pages/responsepage.aspx?id=lAAPoyCRq0q6TOVQkCOy1bRG7suJ0TRAkYiV9DicyUFUOUM0N
DNIWFQ0VlUwNDlGN1RXWFpPOVVBNy4u&route=shorturl

↑ Direct to survey 

review and tutorial 
videos.

https://forms.cloud.microsoft/pages/responsepage.aspx?id=lAAPoyCRq0q6TOVQkCOy1bRG7suJ0TRAkYiV9DicyUFUNDBQRzJVNVZaNlRCUDg0SFIwT1ZTMUlRNC4u&route=shorturl
https://forms.cloud.microsoft/pages/responsepage.aspx?id=lAAPoyCRq0q6TOVQkCOy1bRG7suJ0TRAkYiV9DicyUFUOFZXTUlURzBESTA3UjJRVlJHRjZSOTdUQS4u&route=shorturl
https://forms.cloud.microsoft/pages/responsepage.aspx?id=lAAPoyCRq0q6TOVQkCOy1bRG7suJ0TRAkYiV9DicyUFURVc1RUlGNlVQWk05MExTSVQ2RExGMzA3RC4u&route=shorturl
https://forms.cloud.microsoft/pages/responsepage.aspx?id=lAAPoyCRq0q6TOVQkCOy1bRG7suJ0TRAkYiV9DicyUFUMzkyTkFQTDlIQVlYTTdLSVFKVVJaVTlGQS4u&route=shorturl
https://forms.cloud.microsoft/pages/responsepage.aspx?id=lAAPoyCRq0q6TOVQkCOy1bRG7suJ0TRAkYiV9DicyUFUOUM0NDNIWFQ0VlUwNDlGN1RXWFpPOVVBNy4u&route=shorturl


OHDSI APAC News

🚀 2025 APAC Studies General Meeting 

bi-weekly scheduled

MS Teams channels for each of three studies has been 
created.

👉 [2025 APAC Study - Fudan]

👉 [2025 APAC Study - Peking]

👉 [2025 APAC Study - USTC]

Warmly welcome your participation and contribution in 
each channel!

https://teams.microsoft.com/l/channel/19:8162ae2d9ae84ed089e8deca4a79775f@thread.tacv2/2025 APAC Study 1 - Fudan?groupId=17bba343-feec-42b2-9756-fe0460e1b594&tenantId=a30f0094-9120-4aab-ba4c-e5509023b2d5
https://teams.microsoft.com/l/channel/19:f97d79d9cb1141a0a446c40e2cdb1dd6@thread.tacv2/2025 APAC Study 2 - Peking?groupId=17bba343-feec-42b2-9756-fe0460e1b594&tenantId=a30f0094-9120-4aab-ba4c-e5509023b2d5
https://teams.microsoft.com/l/channel/19:c1ce5b2f6f854fcaa54a87c535b4fdb0@thread.tacv2/2025 APAC Study 3 - USTC?groupId=17bba343-feec-42b2-9756-fe0460e1b594&tenantId=a30f0094-9120-4aab-ba4c-e5509023b2d5


OHDSI APAC News

Next Meetings:

Peking University: Tuesday, July 15

Fudan University: Wednesday, July 16

USTC: Friday, July 18

All meetings begin at 9:00 am China Standard Time



Thank you!


