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IJ Introduction of Vaccine Regulation

&7 Chih-Liu Lin*

LM EE B B g R HERE R
o EEaiERIT R R - JEE R - BRIRE
b~ BT DI EMREOZEEHFRE - i
R R M ME » L8 W S EEEIIETH
EM - BRI EETE o 1 H R BB PR R - EE AR
ERARB 2 IRBIE R EATHE - A ORI R EZ
1 H 7w M L e T B B R B TR S AHBE R
BT

Development of vaccine is a long and complicated process,
including research and exploratory stage, non-clinical trials
stage, clinical trials stage, registration, and post-marketing

safety surveillance. To ensure the quality, safety and
efficacy of vaccine products, there are various regulations
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RESE ¢ FhiEEREIERt=E (post-approval risk management plan) &
& (vaccine ) ~EEBRELT (registration) #7814 (bridging
study evaluation )
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have been stipulated in Taiwan, for developers to follow.
And those regulations are generally comparable with global
standards. This article will outline the current vaccine

regulations from pre-marketing to post-marketing status.
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B R EIFR AL - MMEIFREZ LR WA E (International
Conference on Harmonization, ICH ) ~ tH5RE4A 44k (World
Health Organization, WHO ) N3<EIE2EREE ( European Union )
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Practice, GLP) -~ B R AR 572 (Good Clinical Practice,
GCP) ~ BREEHE (Good Manufacturing Practice, GMP )
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