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Outline  

¸ Drug classification in Taiwan  

¸ OTC expansion  

ïExpansion of monograph   

ïRx switch to OTC  

¸ OTC accessibility to consumer  

ïDistribution (internet sale)  

ïAdvertisement regulation  

ïPromotion for safe use of drugs  

¸ Future perspectives  
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Drug Classification  

3 

Factory Wholesaler  
or Distributor 

Retail outlet  

Consumers 
or Patients 

 Pharmacy  

Covered 
by NHI 

Self-Paid 
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Distribution Chart of Drug License by Category  

Prescription 
Drugs 
69% 

OTC Drugs 
30% 

General 
Sale Drugs 

1% 

 

 
Chinese Medicine,  

Foods  in tablet or 

capsule form (e.g. 

vitamin products),  

Cosmetics  

 

Total number of 

drug licenses 

(excluding the 

API) ~22,000  
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Milestones of Non -Prescription  Drug Regulation  

1970        1980        1990        2000        2010        2020 

Labeling Revision (Colloquial) 2016   

Pharmaceutical Affairs Act 1970 

Pharmaceutical Affairs Act Enforcement Rules 1973 

Regulations for Registration of Medicinal Products 1975 

OTC Monograph (10 groups) 1996 

Online Sales for General Sale Drugs 2015 

OTC Monograph (16 groups) 2018 
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Taiwan Non -Prescription Drug Market  
 

¸ The non-prescription drug market in Taiwan has a turnover of around 265 

million US dollars per year.  50% of the non-prescription drugs are 

imported from Japan, Europe, US, and other developed countries.   Some 

famous Japanese pharmacies like ¢ƻƳƻŘΩǎ and Japan Medical have entered 

the market since 2012.  Until May 2018, there were 84 stores in total.  

¸ Some famous pharmacies in Taiwan are Watsons and Cosmed.  Until May 

2018, there were 970 stores in total.    
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OTC Expansion 
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Expansion of Monograph: 16 Groups  

(Announced in Oct. 2018 ) 

Antipyretic and 
analgesic 

Cold remedy 

Antitussive and 
Expectorant 

Ophthalmologic 

Anti-allergy 

Gastrointestinal 

Motion sickness  

Anthelmintic 

Laxative 

Anti-fungal 

Antibiotic and 
disinfectant  

Antipruritic and 
anti-inflammatory 

Anti-acne 

Diaper rash 

 Dry skin 

Dermatologicalτothers 
Dermatological 
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Expansion of Dermatological Medicines Group  

Before After expansion 

Monograph Ingredient Monograph Ingredient 

 

 

 

Dermato-

logical 

 

 

 

 

28 

 

Anti-fungal 23 

Antibiotic and disinfectant  23 

Antipruritic and anti-
inflammatory 

40 

Anti-acne 5 

Diaper rash 13 

Dry skin 12 

Dermatological-others  

(not belong to above 6 groups) 

6 
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Requirement  of Registration  

Evaluation NDA ANDA 
OTC monograph 
drug application 

Reference 
drug 

Not required Required 
Complied with 

monograph 

Safety 
Efficacy 

ÅPharm/Tox 
ÅPK/PD/BA/BE 
ÅClinical trials 

Bioequivalence 
(BE) 

Not required 

Quality 
ÅChemistry, Manufacturing and Controls (CMC) 
ÅPIC/S GMP 
ÅGLP, GCP 

Labeling Labeling (direction of use) 
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DMF Exemption  

(Announced on May 9, 2018 ) 

 

ÅAccording to the Regulations for Registration of Medicinal 
Products, technical documents of active pharmaceutical 
ingredients (Drug Master File, DMF) are required. 
 
ÅAnnouncement dated May 9, 2018:  
ÅNon-prescription drugs which are not new ingredients or 

under pharmacovigilance 
ÅAPI source complied with GMP  
ÅDMF documents could be surrogated by an outline of 

synthesis route / manufacturing process, testing 
specifications, methods and results of active ingredients 
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Rx Switch to OTC  

ÅTo encourage Rx switch to OTC, 
TFDA announced a checklist of Rx 
switch to OTC application 
 
ÅDocuments for submission: 
ÅApplication form 
ÅDrug safety profile, clinical 

literature, or contents in 
pharmacopoeia  
ÅDraft of packaging inserts 
ÅEducation plan for pharmacists 

 
 

 
 

Please download from:  
http://www.fda.gov.tw/tc/siteContent.aspx?sid=9593 
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Checklist for Applicant  

(Announced on Nov. 16, 2017 ) 
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OTC Accessibility to Consumer 
 



14 

Prescription 

Drugs 

OTC  

Drugs 

   General  Sale 

Drugs 

Distribution 

   Hospital/Clinic v v v 

   Pharmacy v v v 

   Supermarket  

   Grocery shop 
x x v 

   Internet x x v 

Advertisement 

    Pre-approval v v v 

    Academic medical journal v v v 

   Mass media X v v 

Regulations for Different Categories  














