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Taiwan Profile

 Area: about 36,000 sq.km. 
(14,400 square miles)

 Capital:  Taipei City

 Population:  23 million

 99.8% Citizen Covered by NHI – a Single Payer 
and Single Database  (IC Card)

 Pharmaceuticals Market: 
NT$ 82.4 Billion(US$ 2.75 Billion) in 2013
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Workforce: 
All: 1,131
Division of medicinal products: 132
Budget (2014): US$74million  5



Overview of Pharmaceutical Situation
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Distribution of Pharmaceutical Licenses 
<26,654>
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Medicines Classifications
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Pharmaceutical Affairs Act, Article 8 
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38.2%
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資料來源：IMS Q4 2012

• After NHI implementation, market share of prescription drug increases 

from 77% to 93.7% and market share of non-prescription drug 

decreases from 23% to 6.3%.

• Non-prescription drugs are not reimbursed by National Health 

Insurance.

OTC Market Trend

1995 2000 2005 2012



Two Pathways of Rx-to-OTC Switch 
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Rx to OTC Switch
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Switch by License Holder (Voluntary)
– Applied by the sponsor

– The documents required for application：

• Safety test, 

• Clinical references 

• Pharmacopoeia or formularies of the A10 
countries

*A10 Countries：Australia, Belgium, Canada, France, Germany, 

Japan, Sweden,  Switzerland, UK, US
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Rx to OTC Switch Products
(Voluntary)

List of switching products from 2009~2014

Products Dose

Amorolfine HCl Cream 5mg

Bifonazole Ointment 1%

Silymarin Tablets 150mg

Horse-Chestnut Extract SR Tablets 262.5mg

Loratadine Tablets 10mg

Enoxolone/Rongalite  Gingival Paste Cernitin-GBX 60gm ; 
Cernitin T60 3mg

Clotrimazole Vaginal Tablets 500mg

Cernitin-GBX, Cernitin T60  Tablets Cernitin-GBX 60gm ; 
Cernitin T60 3mg
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Switch by the Government
（enforcement）

– To establish OTC monograph for 10 categories 

– Continue to update more ingredients and 
categories to allow more OTC in the 
monograph

– Listed ingredients increased from 159 to 389 
between 2000 to 2012.

– Safety test and clinical references are not 
required for registration if product complies 
with OTC monograph.
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• 2014

Dermatological medicines-
Bactericidal agent (draft)

• 2014

Dermatological  Medicines-
antifungal agent (draft)

Sub-category 



Initiative for Rx to OTC switch
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Driving Forces

• Improving access for 
patients

• Relieve costs pressure in 
NIH system

• Increasing items for 
Community Pharmacy

• New business opportunities 
for pharmaceutical industry

• Worldwide trend for self-
medication

17



Steps of Selecting Candidates

Assign Project
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and stakeholder  
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evaluation criteria

Establish the 
package inserts  for 
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and rule to TFDA

Brings up to OTC 
Review 

Committee

Announce final 
evaluation 

results

TFDA Task force
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*Task force
(Industry+  Regulators+  Pharmacist association)



Evaluation Criteria

• Prevent and treat minor symptoms and ailments that 
do not require medical consultation

• Be used for more than ten years and without serious 
ADR reports

• Be used as non-prescription drug  at least three of 
A10 Countries for more than a year, and used in 
Taiwan with similar indication.
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Evaluation Results in 2014

Candidates (draft): Package inserts(draft):  

20



Future Missions
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40th Anniversary of WSMI in Taipei



APSMI was established on 5th November 
2010 in Taipei
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Thank You for Your Attention


