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TaiwanClinicalTrials

EXPLORE THE POTENTIAL OF ASIA
ABOUT TA|WAN Universal Healthcare System

. o .
- Population : 23.40 million National Health Insurance covers >99% of the population.

*Land Area : 36,193 km2 (13,974 mi?) ICH Regu[atory Member

 Capital City : Taipei Participated in 33 expert working groups.
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Figure 1. Number of IND Applications Submitted Figure 2. Percentage of IND Applications Submitted
by Year, 2014-2024 by Therapeutic Area, 2024
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INTERNATIONAL DECENTRALIZED CLINICAL
ACCREDITATIONS FORIRBs TRIAL (DCT) APPLICABLE

1 3 24 The guideline on the Implementation
of Decentralized Elements in Clinical
AAHRPP SIDCER-FERCAP Trials with Medicinal Products
Accredited Recognized (Taiwan FDA, June 2023): Including
Organizations ECs/IRBs trial recruitment, remote monitoring,

investigational product delivery,
utilization of digital system, etc.

EXPEDITED REVIEW PROCESS £

1 5 Days Medicine IND

IND APPLICATION APPROVAL 30 Days
Central IRB
20 Days

Under certain conditions,
the review timeline can
be shortened to 30 days.
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ACADEMIC ACCOMPLISHMENTS

Selected publications: 2024-2025, Lancet, JAMA, N Engl J Med.
Visit TPIDB for more information https://tpidb.taiwanclinicaltrials.tw
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Drug/Study
Tenofovir Alafenamide/NCT03753074
Durvalumab/NCT03778957
Nivolumab/NCT03006705

Atezolizumab/NCT03452137

Bevacizumab,Etoposide,and
Cisplatin/NCT02185352

Tirzepatide/NCT04660643
Durvalumab/NCT03732677

Asciminib/NCT04971226

Enfortumab Vedotin and
Pembrolizumab/NCT04223856

Pembrolizumab/NCT03040999

Tenofovir Alafenamide/NCT03753074

Trastuzumab deruxtecan/
NCT04744831

Osimertinib/NCT03521154
Aspirin/NCT00565708

Pembrolizumab/NCT03425643

members in pivotal or major MRCTs. Visit Talwan Principal Investlgator Database
(TPIDB) for more information:
https://tpidb.taiwanclinicaltrials.tw/tw/star
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‘ Therapeutic Area ‘

Chronic Hepatitis B

Locoregional Hepatocellular
Carcinoma

Gastric Cancer
Advanced Squamous Cell
Carcinoma of Head and Neck

Breast Cancer with
Untreated Brain Metastases

Obesity or Overweight with
Weight-Related Comorbidities

Muscle-Invasive
Bladder Cancer

Philadelphia Chromosome Positive
Chronic Myelogenous Leukemia

Locally Advanced or
Metastatic Urothelial Cancer

Head and Neck Squamous
Cell Carcinoma

Chronic Hepatitis B
Advanced Colorectal
Cancer

Non-Small-Cell
Lung Cancer

Colorectal Cancer

Non-Small-Cell
Lung Cancer

> OUTSTANDING PRINCIPAL INVESTIGATORS

Journal

The Lancet Gastroenterology & Hepatology.

2025 Apr:10(4):295-305

Lancet.
2025 Jan 18:405(10474):216-232
The Lancet Gastroenterology & Hepatology.

2024 Aug:9(8):705-717

JAMA.
2025 May 13:333(18):1599-1607
JAMA Oncol.
2024 Mar 1:10(3):325-334
JAMA.
2024 Jan 2:331(1):38-48
N Engl J Med.
2024 Nov 14;391(19):1773-1786
N Engl J Med.
2024 Sep 12 391 (10):885-898
N Engl J Med.

2024 Mar 7:390(10):875-888

The Lancet Oncology.
2024 May;25(5):572-587

The Lancet Gastroenterology & Hepatology.

2025 Apr:10(4):295-305

The Lancet Oncology.
2024 Sep:25(9):1147-1162

N Engl J Med.
2024 Aug 15;391(7):585-597

The Lancet Gastroenterology &Hepatology.

2025 Mar;1 0(3)-198—209
Lance

2024 Sep 28; 404(10459) 1240-1252

ROBUST PARTNERSHIPS

The Taiwan government works closely with the biotechnology industry and academia to support clinical trials and

facilitate the development process.

Taiwan Clinical Trial Consortium (TCTC)

The TCTC was funded by the Taiwan Ministry of Health and Welfare,
bringing together 14 disease-specific consortiums involving 300+

TaiwanClinicalTrials.tw

The Taiwan Clinical Trials website provides up-to-date comprehensive
clinical trial information, including regulatory information, health

experienced principal investigators and medical professionals. statistics, and clinical trial centers.

Taiwan Principal Investigator Database (TPIDB)

The TPIDB is a public resource that contains information on clinical trials approved by the TFDA, combining 2,000+ Pls, 5,000 MDs, and operation site data.
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Taiwan Principal Investigator Database, TPIDB
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Center for Drug Evaluation Taiwan
. www.cde.org.tw

tpidb.taiwanclinicaltrials.tw

Ministry of Health and Welfare
www.mohw.gov.tw

\/O Taiwan Food and Drug Administration
i DA www.fda.gov.tw




