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compounds

NDA

Approval
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X

Phase |
20-100 A

Phase I
; 100-500 A

/Drug Development\

Phase IV

o FRFER

| Phase lll o =A%
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3-4 i 6-7 - 0.5-2 | e BEEEKAE
| years years | e SEIRESKRERE
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il H’j AR 8 1E F‘ n
BRI EE B R BRETE BRET .
(GLP/GTP) =B (Approval) .
(TFDA/IRB) .
EERAEHE HiEMmBE RFIEE(GMP)
= mfEbE =g [ fEEIEETE (REMS/RMP)

ARm/AREHBEH(ADR)
ZEE ?EE%::H%%(GPVP)
ZEY)iiB (GDP)
SRS (GPP)

Q

GLP : Good Laboratory Practice (B R B 5= R1EHRE0)

GTP : Good Tissue Practice( A 5240 At 40 48 18 R 1R E R &0)

GCP : Good Clinical Practice (B RERIK:E8ARE0)

IRB : Institutional Review Board (A faid i EZE )

GMP : Good Manufacturing Practice (B RS %)

ADR : Adverse Drug/Device Reactions (24K R & FE)

GPvP : Good Pharmacovigilance Practices (8 B L& Z 2 5%)
GDP : Good Distribution Practice (2R 18 B EH AR £0)

GPP : Good Pharmacy Practice (& RZ25E {257 &0)

REMS/RMP: Risk evaluation and mitigation strategy/risk management plan(E =25 S)
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GXP

Good Laboratory Practice EREREIR(ERE
B EZYIRER IR ERIE R R FARE0(95.3.13)

Good Tissue Practice ABE4HRa40%4:E R IRIEFIRE

B ABRERGFEEIEITA(101.10.2)

m AFSAIRRAEAE RIRIFARSEE(91.12.13)

Good Manufacturing Practice ER2i&HEE

B ZEY)ERRIEXER(102.3.11)

B FHRBERESHIAM 7 ZnmBERESTE5! (PIC/S: Guide to GMP for Medicinal
Products )

Good Clinical Practice EBRGR:{ R E
B ZRERRKERXER (99.7.19)

Good Pharmacovigilance Practice ZE{)ER =2 B8 R&E
B EYZ 2 ERIA (93.9.9)

Good Pharmacy Practice BRE = (EX£H &
Good Distribution Practice Z R {EREHRE
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2z nn & 18R FE (—)
B The 1937 Sulfanilamide Incident

“Taste of Raspberries, Taste of Death”
www.fda.gov/downloads/AboutFDA/WhatWeDo/History/Origin/ucm 125604.doc
B Sulfanilamide (TEfZ$R%24))
m 0 AR RIEEY) - T REAE I RERER
B EZEAEREERA - AI_HEE(diethylene glycol, DEG) - k=%
HHE (FRAIE — O AR )
m SR107 AT
m BERIFA (B0 -

&Nt - B=I8)

......

1938
RAAEBBEER "EmEY{EimiEzE
(The Federal Food, Drug and Cosmetic Act)

FDARRMAY FihiRiETB®
RAE—E AL B EEIEME -



22 m = IRREE ()
1960s, Thalidomide and Dr. Frances Kelsey

“Not Bowing to Pressure”

See the whole story on YouTube:

B Kevadon (Thalidomide)
m 1956/ R SEERE 7 - BN RN - e
K~ B HTEN - EHZ202ERRLT
M EZ#AEREeEZEE RGN (morning
sickness)
B FDA Dr. Kelseyid A Z2 i e G IR ER E R A 2
rePREEY) =M - iz EERER
m iR AR B EEMR 2B ] - FDATNEF IS
B 19615 iE - AR EAS Thalidomide &
SERBE (B3YUk) 2 kBT
B AEEREEBMBHRIVHTEZRA - FE=BIES
QR Im SR



http://www.youtube.com/watch?v=bJSKxUfK3cA&feature=player_embedded

iz O3 A5 TH —
2% nn = 38R EE ()
B 1962, The Kefauver-Harris Amendments

“The Groundwork of Modern Drug Approvals”
B ThalidomideSB A BHE 72 2 29 2% mp B2 B B IR B A TR EVRED
FEAEE R
mEI VR SN BRI BFE0RARERFDARES - BIOJE1T L™
W 19625 - EFHIF=EEE " EmEY I mERE L NELE
7§|E< (Kefauver-Harris Amendment to the Food, Drug, and Cosmetic Act)
n ERANEIR PR A BRI SR OERTREN  BPES
B EHEZEMEANM
m FDATTEEEHBER 2180K
m A& RES EE WA ERR T ol £
m ZE R B OIFDATR I ZEm A R EEHN

FDAZEE T T evidence-based iy ZE gn 3¥ (i 1

AR 1963FFRAIBEKEMEMGCGMP - DIEFRZEmmE




BEEEHEE?!

“Fatal DEG Poisoning of Medicinal Syrup Ingestion”

1995-1996 Bt - ZIERERFEMERIE - SOAFET

1990-1998 ffR3E - EEHFIE  EIE - R Flts - LERREIET
2006 BEfE + #BE300AFETT nito/wwwnytimes.com2007/05/06/world/americas/0époison himl
FHECME . BERRIRA Y 2EDEG)5 BV H M ARV TE R T

SRR RS AR AR TR oK B B HmIRBBE T IR
LRI MKEE Do (R B IR (R AV 2 W50 7& (certificate of analysis, COA) + {BLEED
e~ VBB PTFRR - WIFAR IS H R e i

E 2007 FDA:

“ Guidance of Industry— Testing of Glycerin for Diethylene Glycol”

YR ER ZEEMN

EINEGMPIEH - FBRYRNZEERR - FSERGMPEX




Quality, Efficacy, Safety

E “WHO’s goal in medicine is to help save lives and
improve health by ensuring the quality, efficacy, safety
and rational use of medicines, including traditional
medicines.”

B “Our vision is that people every where have access to
the essential medicines they need; that the medicines
are safe, effective, and of good quality; and prescribed
and used rationally.”

- WHO’s Goal in Medicines
C )=
e
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2238 /IR AR o LIRSS MR

o ZH))(PK/PD/BA/BE) (bioequivalence, BE) BXf{
o b PR:d BB 2 B PR ¢ B PR 5 B

o EEBBIEEH ( Chemistry, Manufacturing and
Conftrols, CMC )

e GLP, GCP, PIC/S GMP

Labeling ( direction of use )




e PN &
28% o B Bt / fam B

>1<

EEE
B ZEHEUER
m JERRIRELER - BRIKELER(_E ™M AUpivotal studies)
n REEHRmE(CMC)tEREE
m FHRATE—MERZRE
B BUA
B _FheERE s
m N ENEERRRSE 0
m B 7 HE RT3 ER (batch release)
m EHhEmEEEEEE
m {7 PR ek 322 BN n JE 3 4T B R A B
m EEEE

A

hll ~ R - mER TR

Tk




BIiEE

258 o B BEE mE: GCP/GLP/GMP

B aREERmE - STEMEOEERR
m ElBEnnE: GLP, GCP
mIERRIRE B © BRPRELER - BA/BEGH SR
B 3iSmE: GMP
B - AIFEE (pre-approval inspection)
B _FH#FEE (post-approval inspection)
$EiHE 1 GDP
B RERERTEHFT - EHA
1S DR

ERBIAEDP

0
i
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#E oS E IE-ERGMPHI B

B 1982%F - EtmERZEZmEEEA (GMP)

E 19955 E
mIRTERZMEESIZZE ( current GMP )
B —PEEERIEE

1 20075512}%@ - T’EE)JV

\
/

=13

\O
<t

FmGMP*“-iE- (P

cGMP
PIC/S GMP

cGMP ~
—PEERTERY

1990s’ 2007.12~


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

B A 24 iy &= 32 -GMP

B HET158KGMPEE
B 145X GMP b 22 25 fR
B 3BT
B 10RGMPYI KR
B SXERRIEM
B HEFMZEMENPIC/s GMP 4
B AXGMPRAZREE
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] 5 2 g = 3

P BE 055 RE N E R AR i %)
X . HohEt757RBIBPIC/S GMPT %
g B[R
rre PRI
. €& I-—-—- eAt4 I .
SHHIEIEEE 3% e w
n THERPVAERSES L Ko
N I o -
B BB 01EE o s i M A
oy, BAAI 8%

HEtEZ216M39E X
B EiZER

B FEEGEE

B RETEHMRE(101FE)

m F2-4F 1T

m 1015512553
(2= HAEMER)

7%

[(BINERM D . Ef4et22012.10.31]

oo 50= JE=3M 33

BRI 1222
=)
B 3%




2% Bt = &= IE-GDP

P EmEPIXEZENRFEERBARED  EmmERIIMEERIERZZENE
BHEZIEN - FEAWBAZEEZAE

B AREtESsEEL  REEHLELEH FREmn2Z2EEE - JBLESEIFE
=2 EHBREEmMOoERTE
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E GDPHIER : BUBREFmMETEZA - ARFHIRESIERKENA
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® Pharm/Tox
® PK/PD/BA/BE
® Clinical Trials

gE

(GCP/GLP)

=2 EE emp)

o L& - iS5 - &=l
(CMC)

- o JZI:EHMM%EE
Efficacy Quality S ey

Drug product

= Drug substance + Excipients + Carriers + Manufacture
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L EF o1& R RYEGE

F SEEEZERBMME

B B ESHI K Phase IV clincal trials
B Ep ABNRERIER
B REARNERENZERG ZHE

E EmEBHmERNER

B B EIZETZE (well controlled process)

B EAmMBRAETENITEHEm (quality system)

B ZEMRRENASHBERZEIUW (stability protocol)
B FHEREE - £FEWE

B ERRIEE

/(\ Ve
B
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US FDA RY_E {2 & B iR FH 8

B SUPAC (Scale-up and post approval changes)
guidelines

B FDART I A E ZFNEE - BREEEY  TTHEEER
BRI S REFARTEIIR—Z51E5
PATRED - BN EHECS cMEmMETERR /mEH
LE -

B SUPAC-IR (Immediate-Release Solid Oral Dosafe forms): CMCs, In

Vitro Dissolution Testing, and In Vivo Bioequivalence
Documentation

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

P
® SUPAC-SS (Nonsterile Semisolid Dosage Forms): CMC, In- \@\

)

Release Testing and In Vivo Bioequivalence Documentation C

\/)
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2 in % &£ B2 R (Pharmacovigilance)

*Greek “pharmakon’ =drug
*Latin “wigilare’ = to keep awake or alert; to keep watch

W& - Bl - W - A SEIEHABURREBRMEL -
Y - EYRE - FE - BRFEASMEENARREE
il - FETEREA G E (harzards) SEIRVFTERN - TR ¥R
FBHEE (harm)

FUHEmZEERGIENER

n FHEAIES KON ERFRRENRENZEFA

n ER(EMERTRREEERZE L

W FERR I A R P A LB BRI 3R (risk factor) LUK DI BEROE P48

m ERERATRE/BREETHRE

alik
=

//\

&

)

bion
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Em EMRZEEE

o
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e ERBENZEEEE

(spontaneous reporting system)

reXii 1
ZEM DM R

PIRIB A RESHEm B ELE MR
w8 - L EEon 2 BR IR W m= K A b
( signal refinement )

=il

AEREBBASA

2% nn x4 HA TS 2 2R
ZEMWE

BB RS ER Y ARMIBRAL | |

BN ETH
Ba Il

BNz E

LG

[ B 122
HHERRSERE  RIEE AR
RS HE(OE BT - IRMREEFS - T 7h..)

e
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FTEIEY AR RIEBEHR R4

RIRIKIR | BEEIASH4A5R 21
ﬁ-;m%zq_a [z KB ¥R %A

Br E &2 Y) B 2 & (serious adverse drug reaction, ADR)

R EE T BRAER  BRKAMRE - /BB XRLE -
B AR ER A SRS R M T S ER KA S EE

FREE -

B B AGR

BT BREM  BEEBREFERSMHETHNBREREE
TERREZHEYNARRERER DL - WEIFFHEEY) R ol &

i - \WWHRR1ISHANEEE R -
/(\‘ »i;

m ZR RSN Z HEE1ISH AR E BTN -
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EREZEME - RERAHEZE -

mBRE 58"

OOFEAR LB 24 - WZE TG FORIE -
S£ZEEFDAZ Y A S5 Z B8 E (Therapeutic
Inequivalence Action Coordinating Committee ; TIACC)#&
TR - U EmBENASII LRSS -
98-101FHFE373HBMEN -

300 249
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# 250 |
" 200
# 150 |
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100 27 43 J
“| 1
O 1 1 1
984 99 1004 1014 Py
JBE B R 3B ARAF 2




‘ﬁg&x%‘-?ﬁ*ﬁ%ﬁ:%:'{amn

o ZEEEBBEE . 4 $1§{§ = Ej'f%llgf—%ﬁ(@
t

%ﬁ JRZ 5T 3 A B35S i é& ] Y B
F?z s BIERAERLR ) - BE 7@KTE§§Z§I/J\%—'&DEI':'
DEFDIRE E’Q\Eﬂ%ﬂéﬁ{éﬁs&ﬁﬁz@ZEauFm BERE

EEXERMHEMTIHEBEEE - Ws M HER

ABEBEIEDP X krdear doctor Ietter




@m EMEREEEIERTSE

Zimn DRI ITERARALER - RET D ZEVGERE - (ERLHZKE
BREERaETSRE - FIREEM 222 MERABR - #ABRSY
REBEZRERER  EeREENARKRE
HERZETERFHRERLMEERZZEMEE  UBEEEmE
FHEEEGF ZEFER - TIARREBRZAS - EYRTHEMRT
mZ T IR FEH - BARSH MR EMKERIREE
ZEEMRE

AL - RBUEEER LHREZZEHERE - BEEANTENZL

e
= =
MEEmMETE hmBEEKE -

MR B0

ZmEfEEEETE
AEER—BEBENAEZZAL B ZEE T B/E/R
£/ g b= 51 {5 (Risk-Benefit Balance)iB12 - 3K P& (K B %2 [E] &

US REMS (Risk Evaluation and Mitigation Strategy)
EU RMP (Risk Management Plan or Program)
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B BEERSEZMUDE(2EYEEm)
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