
 

 

 

   

102 9 27  

 
1 



 

ǯ  

 

 

 

 

 

 

 

 

2 



ǯ  
 

3 



 

4 

 

 

 

 

ǯ  

 
 -  

-  

2010.01.01  

-  

2013.07.23  

 

 

 

Taiwan  

Food and Drug 

Administration  



5 

TFDA  
 

 
 

 

  

 

 

̘
 

 

 

 

 

 

 

 

 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 TFDA 

  

  

 
 

1.  2.  3.    4.  

 

6 



7 

TFDA  

From Product Center to Consumer Center 
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IND NDA Approval  
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Drug Discovery  
5,000-10,000 
compounds  

250 

2-3 

years  

6-7 

years  
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Phase I 
20-100  

Phase II 
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Phase III 
1000-5000  
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GLP ǛGood Laboratory Practice  ( ) 
GTP ǛGood Tissue Practice( ) 
GCPǛGood Clinical Practice   ( ) 
IRBǛ Institutional Review Board ( ) 
GMPǛGood Manufacturing Practice  ( ) 
ADRǛAdverse Drug/Device Reactions ( ) 
GPvPǛGood Pharmacovigilance  Practices ( ) 
GDPǛGood Distribution Practice ( ) 
GPPǛGood Pharmacy Practice ( ) 
REMS/RMP: Risk evaluation and mitigation strategy/risk management plan( ) 
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(Approval)  

 

 

/

(GLP/GTP) 

(GCP) 

(REMS/RMP)  

 

(TFDA/IRB) 

 

(GMP)  

 

/ (ADR) 

 (GPvP) 

/
 

(GDP) 

 (GPP) 



GXP 
Good Laboratory Practice  

(95.3.13) 

Good Tissue Practice  

(101.10.2) 

(91.12.13) 

Good Manufacturing Practice  

(102.3.11) 

 (PIC/S: Guide to GMP for Medicinal 
Products ) 

Good Clinical Practice  

 (99.7.19) 

Good Pharmacovigilance Practice  

 (93.9.9) 

Good Pharmacy Practice  

Good Distribution Practice  
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 ( ) 

The 1937 Sulfanilamide Incident 

 ά¢ŀǎǘŜ ƻŦ wŀǎǇōŜǊǊƛŜǎΣ ¢ŀǎǘŜ ƻŦ 5ŜŀǘƘέ  

 

Sulfanilamide ( ) 

20 Ǎ  

Ǎ (diethylene glycol, DEG)Ǎ

 ( ˽ ) 

107  

 ( ̘ ̘ ) 

 

 

www.fda.gov/downloads/AboutFDA/WhatWeDo/History/Origin/ucm125604.doc  
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 ( ) 

1960s, Thalidomide and Dr. Frances Kelsey 

 άbƻǘ .ƻǿƛƴƎ ǘƻ tǊŜǎǎǳǊŜέ  

 

Kevadon (Thalidomide) 

1956 Ǎ ̘ ̘

̘ ̘ ̘ 20

Ǎ (morning 

sickness) 

FDA Dr. Kelsey

Ǎ  

ǍFDA  

1961 Ǎ Thalidomide

 ( )  

Ǎ

9  

 

 

See the whole story on YouTube: http://youtu.be/bJSKxUfK3cA  
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http://www.youtube.com/watch?v=bJSKxUfK3cA&feature=player_embedded


 ( ) 

1962, The Kefauver-Harris  Amendments 

 ά¢ƘŜ Groundwork of Modern 5ǊǳƎ !ǇǇǊƻǾŀƭǎέ  

Thalidomide

 

Ǎ 60 FDA Ǎ  

1962 Ǎ ̣ ̤

 (Kefauver-Harris Amendment to the Food, Drug, and Cosmetic Act) 

Ǎ

 

FDA 180  

 

FDA  
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?! 

άCŀǘŀƭ 59D tƻƛǎƻƴƛƴƎ ƻŦ aŜŘƛŎƛƴŀƭ {ȅǊǳǇ LƴƎŜǎǘƛƻƴέ 

1995-1996 80  

1990-1998 ǯ ǯ ǯ  

2006 300  

DEG  

 

(certificate of analysis, COA)Ǎ

Ǎ  

2007 FDA: 

ά Guidance of Industry  Testing of Glycerin for Diethylene DƭȅŎƻƭέ 
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http://www.nytimes.com/2007/05/06/world/americas/06poison.html  



Quality, Efficacy, Safety 

ά²IhΩǎ Ǝƻŀƭ ƛƴ ƳŜŘƛŎƛƴŜ ƛǎ ǘƻ ƘŜƭǇ ǎŀǾŜ ƭƛǾŜǎ ŀƴŘ 

improve health by ensuring the quality, efficacy, safety 

and rational use of medicines, including traditional 

ƳŜŘƛŎƛƴŜǎΦέ 

άhǳǊ Ǿƛǎƛƻƴ ƛǎ ǘƘŀǘ ǇŜƻǇƭŜ ŜǾŜǊȅ ǿƘŜǊŜ ƘŀǾŜ ŀŎŎŜǎǎ ǘƻ 

the essential medicines they need; that the medicines 

are safe, effective, and of good quality;  and prescribed 

ŀƴŘ ǳǎŜŘ ǊŀǘƛƻƴŀƭƭȅΦέ 

- ²IhΩǎ Dƻŀƭ ƛƴ aŜŘƛŎƛƴŜǎ 
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¸ /  

¸ (PK/PD/BA/BE) 

¸  

¸

(bioequivalence, BE) 

 

 
¸ ǉChemistry, Manufacturing and 

Controls, CMC Ǌ 

¸ GLP, GCP, PIC/S GMP 

 ¸ Labeling ǉdirection of use Ǌ 



/  

 

  

̘ ( pivotal studies) 

(CMC)  

̘ ̘ ̘  

 

 

 

 (batch release) 
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: GCP/GLP/GMP 

̘  

: GLP, GCP 

̘ ̘BA/BE  

: GMP 

 (pre-approval inspection) 

 (post-approval inspection) 

: GDP 

̘ Ǎ
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1980sõ 1990sõ 2007.12~ 

 cGMP  
 

cGMP  

PIC/S GMP 

GMP 

- GMP  
1982 ǉGMPǊ 

1995  

ǉcurrent GMP Ǌ 

 

2007 12 GMP PIC/S GMP  

2012 GMP 
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http://www.fda.gov.tw/


GMP 

158 GMP  

145 GMP  

3  

10 GMP  

8  

PIC/s GMP 

44 GMP  

  

 

1 
6 

29 

3 

21 

17 

2 

3 

25 

4 

12 

4 

2 

12 

3 

23 
1 

34 



 
1,055

757 PIC/S GMP

 

 

 (PMF)  

 Ǜ91  

216 39  

 

  

 (101 )Ǜ 

2-4  

101 255  

( )  

35 

 122  

 50  
 33  

 3  

8  

[ 2012.10.31]  

12%

3%

3%

3%

3%

5%
7%

3%

3%

17%

11%

8%



GDP 

 

̘ ̘ ̘

̘  

GDP

ǯ ǰ 

36 

 

 

PIC/S 

GMP 

PIC/S 

GMP 
GDP 



 

 

 

Safety  

 

Efficacy  

 
Quality  

¸Pharm/Tox  

¸PK/PD/BA/BE 

¸Clinical Trials 
¸ ̘ ̘  

(CMC)  

ǯ  
= ǯ  
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GMP 
 

 



 

 

Phase IV clincal trials 

 

 

 

 (well controlled process) 

 (quality system) 

 (stability protocol) 

̘  
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̘ ̘ ̘  

̘ ̘ ̘  

̘ ̘  

̘  

 

 

̘ ̘ ̘  
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US FDA  

SUPAC (Scale-up and post approval changes) 
guidelines 

FDA ̘

Ǎ
̙ 

SUPAC-IR  (Immediate-Release Solid Oral Dosafe forms): CMCs, In 
Vitro Dissolution Testing, and In Vivo Bioequivalence 
Documentation 

SUPAC-MR (Modified Release Solid Oral Dosage Forms): CMC, In 
Vitro Dissolution Testing and In Vivo Bioequivalence 
Documentation 

SUPAC-SS (Nonsterile Semisolid Dosage Forms): CMC, In-Vitro 
Release Testing and In Vivo Bioequivalence Documentation 
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(Pharmacovigilance) 

ǯ ǯ ǯ

ǯ ǯ ǯ

ǰ (harzards)

(harm)ǰ 

 

 

( )  

(risk factor)  

/  
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*Greek łpharmakon Ń =drug 
*Latin łvigilare Ń= to keep awake or alert; to keep watch 
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(spontaneous reporting system)   

 

Ǎ
ǉsignal refinement Ǌ 
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(serious adverse drug reaction, ADR) 

Ǜ ̘ ̘ ̘ / ̘
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̘ Ǜ 7

Ǎ

̙ 15 ̙ 

15 ̙ 
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É ǰ  

É  
É Ǎ ̙ 

É Ń Ń̙ 

É  
É 99 Ǎ ̙ 

É FDA (Therapeutic 
Inequivalence Action Coordinating Committee ǜTIACC)

Ǎ ̙ 

É 98-101 373 ̙ 
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ň Ǎ Ǎ 1 (
Ǎ Ǎ

) Ǎ Ǎ
Ǎ

Ǎ
dear doctor letter ̙ 
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(Medication guide) 

(Communication plan) 

 (element to assure safety useǍETASU) 
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( vs ) 
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http://www.k8.net.tw/oldbbs/UploadFile/2010-6/2010691493579573.jpg
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