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Outline 

¸ Mission, Vision, and Core value 

¸ Life Cycle Management of Medical Products 

¸ Innovation-Modernization of Regulatory System for 

Medical Needs  

ïAdvancing regulations for innovation 

ïEnhancing accessibility of medical products 

ïOngoing new strategies 

¸ Progress of Working Group in 2017 
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Mission, Vision, and Core Value 
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Quality and Safety of Food and Medical products 
(   ) 

To safeguard national health 
To lead the nation to a new era  
of food and drug management 

Profession 
( ) 

Service 
( ) 

Quality 
( ) 

Innovation 
( ) 

Safe Food Safe medical 

products 



Mission of Taiwan FDA 

Protect 
 

Assure Quality, 
Safety, Efficacy 
of Medicinal 

Products 
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Protect 

Promote 

Public 
Health 

Promote 
 

Facilitate the 
Development of 

Innovative Medicine 
and Speed Drug 

Accessibility 
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Life Cycle Management of Medical Products 

General/Case Consultation 

ADR & Product Defect Reporting Registration 
(Approval/ 

Listing) 

Product Designation GLP/GTP GCP 

aŀƴǳŦŀŎǘǳǊŜǊΩǎ vǳŀƭƛǘȅ {ȅǎǘŜƳ !ǳŘƛǘ όDatύ-MD 

MD Advisory Committee 

GPvP/ GVP 
IRB 

MDs ȸMedical Devices 
GLP ȸGood Laboratory Practice 
GTP ȸGood Tissue Practice 
GCPȸGood Clinical Practice 
IRBȸ Institutional Review Board 
GMPȸGood Manufacturing Practice 
ADRȸAdverse Drug/Device Reaction 
GVPȸGood Vigilance Practice 
SUSAR: Suspected Unexpected Serious Adverse Reactions 
GRevP: Good Review Practice  
GPvP Good Pharmacovigilance Practices  
GPP Good Pharmacy Practice 
RMP: Risk management plan 

Preclinical 
Testing/ 

Validation 

IND/ 
Clinical Trial 

Postmarket 
Surveillance 

Medical Care 
Needs/ 

Fundamental 
Study 

Product 
Design/ 

Prototype 
Development 

NDA /  
Regulatory  

Decision 
Production 

GDP 

SUSAR 
Reporting 

Insurance 

PICS/GMP-Drugs 

RMP 

Drug injury relief 

GPP 

Pre-Market Approval/ Control Post-Market 
Management / Control 

5 



6 

Innovation-Modernization of Regulatory System 
for Medical Needs 

Advancing Regulations 

for innovation 

Enhancing 
Accessibility 

of Medical 
products  

Ongoing new 
strategies 

Innovative 

Medical 

Products 

É Cellular and Gene 

Therapy Products Act 

É Medical Devices Act 

É Promote Good 

Registration 

Management in APEC 

É Implement New  

      Measures:  

     i.e. Refuse to File,  

           Rolling Review, etc.  

É Trace and Track 

system; GDP 

É Simplify review for 

ICF approval 

É Precision Medicine 

and LDT 

(Drafting) 

É Enhancing 
   Review Efficiency  
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Regulation of Cell Therapy Products in Taiwan 

Guidance on Cell 

Therapy Products 

Application  

2015.07.13 

IND 
Clinical trials 

Marketing NDA 
Market licensing 

Pre-marketing  

Guidance on Good 

Tissue Practice (GTP) 

2002.12.13 

Post-marketing  

Product 
Development 

Consultation 

2011.08.02 

Guidance on 

Investigational Cell 

Therapy Products 

2014.09.17 

Guidance on Donor 

Eligibility 

Determination 

2015.10.02 Cellular and 

Gene Therapy 

Products Act 

(draft)  

2017.7.26 
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Establishing Medical Devices Act 

Promote legislative  
process  

Announce revised draft 
and communicate with 
the Legislative Yuan and 
industry  

Complete 
initial draft  

Set statutory 
framework  

2014  

2015  

2016  

2017  

Establish the Medical Devices Act 
to be internationally harmonized 
and meet domestic needs  

Future  
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ĢuidanceǾ2017ǿ 
¸Guidelines for Registration of In Vitro Diagnostic 
     Medical Device (revision) ̮3/15̯ 

Ŗules Ǿ2017ǿ 
¸Priority Review Mechanism for Medical Device 
wŜƎƛǎǘǊŀǘƛƻƴά ̮1/9̯ 
¸Medical Devices Sellable on the Internet via 

Distance Sales and Items Required to Be 
Registered by Pharmaceutical Firms and 
Pharmacies (revision - for the inclusion of 
menstrual cup, blood pressure cuff, etc.) ̮ 3/16̯ 
¸Amendment to Partial Articles of the Regulation 

for Registration of Medical Devices " to explicitly 
indicate the regulatory scope for skin stimulators 
with energy (e.g., electric current, light energy, 
ultrasound, etc.) ̮ 3/30̯ 
¸Amendment to Annex I of Article 3 and Annex II of 

Article 4 of the "Regulations for Governing the 
Management of Medical 5ŜǾƛŎŜά ̮7/25̯ 

Ļaw Ǿ2017ǿ 
¸Medical Devices Act to the Executive Yuan (draft)
̮8/30̯ 

ĢuidanceǾ2017ǿ 
¸Summary for BA/BE guidance (revision) 
̮2/15̯ 
¸Regulatory consultation guidance (revision) 
̮3/3̯ 

Ŗules ǾDec 2016 - 2017ǿ 
¸Announce the list of essential drugs ̧ Dec. 

2016̨  
¸Refuse-to-File mechanism ̧ 01/01̨  
¸Clinical trial application for cell therapy 

products (revision) ̧ 01/17̨  
 ̧Announce drug items to be traced and 
reported ̧ 4/20̨ ̧ 10/31, up to 20 items ̨   
¸Advanced process of review for clinical trial 

application ̧ 8/10̨ 
¸The list of orphan drug items (revision) 
̧9/27̨ 

Ļaw ̧ 2017̨  
¸Data exclusivity and patent linkage in PAA 

(draft Aug. 2016) 

Announcing guideline/guidance/ standards 

Medical Devices Drugs 
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Enhancing Accessibility of Medical Products 

Enhancing review efficiency 
 

Enhancing 
Review 

Efficiency  

Promote 
Good 

Registration 
Management 

Consultation 
for project 
development 

IND 
Review 

NDA 
Review 

Specific 
review 

mechanism 
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