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SR N A AT B 250 5 s T LB B L TR 80, (R AER 2SRl P, 1 257 {d A
(LA GER BRIV TT 2208 A e, B 25t FURBRIE S e/ MES AN, 0 — &7 sh
FT Py e AT ML BN TG A9 AEF . 523050 B 2 btk 25 S PO BR I, P2 2Pt s AR BEARAIS, %ot
SLHICM AR, REE DRI AW, (% R MR AT 2% B R 1R
TZK

HE L], BRI, (L, MR SRR RIS L P ik R,
WM Tolk i s oSte, A bR 258 H/AMES I BIERIE T 40, —Htagm, ik iR AT
SeJR R R AR B 2 B E P ROR RGeS T, & R FRASE R I 2547 b K
PP, RIRHR 2 B B, 25 B M R A B T RE h B B IRE 2 —. RN, 2%E
FHAERIG, REEANEH TR, GaREE R, 255 E XM ELELAE A5, 48
FIRASREM B A, (R (8 20 5 5 22 2 TG 2800 [ RS e R A v b 2 5% T H ke

—AMHLLDR, 23 2 kMBI R LT, EBH A BE M T B ar
thrza, (ER:, Rl 5 A8 T CHAT TIMEINRERE 5, &BEZ Tk Rk E KR X I a4
SWLAIFIEIBOR IR R LB TR, 2L HENSE D, RETEL LR, %4
HERA B, HLAk = kﬁﬁﬁﬁﬂ%m%$ﬁ@m%$&ﬂ¢$ A EA KBRS Hh &
o SEFBEHRIREID , B2 AT At i bt b BB ), BRCAIR T 76 SF i i SR 2 4D,

A I8 ) BORFIZHLAE BRER | TR I MY, oot W A Bl b0 A B L 77 Ao — R R i B m i, R,
25 Coll AE B AR 2 SR S BRI IR B, LA e RV (R 0T P b M R, Ry T
HMBA T, 2K, % TRFEGIRES TR, & EiE 255 A SRR R AR,
TEAE IS AE — [ A7l 24 5 T 78 M 5O, MRS T B 25 5 R b s A R 25 11
il

1945 4%, BkAr [ (United Nations, UN) 7636 [ [H 4 (L ar, SUMZ — R BAr e A 8 DR
TAEHR, 194844 7 H, 1EABAEM—Hs, AT A4 (World Health Organization,
WHO) Biar, BOhTAEABRTEHE N, Pl i i @ Fnie 8 > A (e . 1960 % 1970 4E4L,
&1l 25 3k [ W 25 i SR BB B FE AN B bR TR MR, bR B 1] 245 5 B A A
HERR TR R ARSI, 1980 4, {ERKINIL[FE (European Community, EC) JEH A, M i —
Zian i HEUR TR pTh, 1989 4E7E 22 WHO £ |, BNk Afk. B AR ELE T
N FIZ5 it o 22 =3B PR LRI, - 1l (61 s 1025 0 2 R H BB A g o o W B 25 5 1 B B B A A
HERYIRAR, 1990 48, A2 5 AR E FR 84140 (International Conference on Harmonisation of
Technical Requirements for Registration of Pharmaceuticals for Human Use, ICH) 7 eIt 15 A1 A
#EIRIESNE S HOL, ARZ SRR A T — N et .
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AE
ANDA
ANDS
APEC
API
ASEAN
AUC
BA

BE
BIMO
BLA
BMI
BMF
BPCA
CBE
CBER
CDC
CDER
CDRH
CFR
CFSAN
cGMP
CHMP
CIOMS
Cmax
CMC
CRO
CTA
CTD
CVM
DDMAC
DEA

AR5 v s FH B9 3E S s 7

Adverse Event

Abbreviated New Drug Application

Abbreviated New Drug Submission

Asia-Pacific Economic Cooperation

Active Pharmaceutical Ingredient

Association of Southeast Asian Nations

Area Under the Curve

Bioavailability

Bioequivalence

Bioresearch Monitoring

Biologics License Application

Body Mass Index

Biologics Master File

Best Pharmaceuticals for Children Act

Changes Being Effected (Supplements)

Center for Biologics Evaluation and Research (of FDA)
Centers for Disease Control and Prevention

Center for Drug Evaluation and Research (FDA)
Center for Devices and Radiological Health

Code of Federal Regulations (of US)

Center for Food Safety and Applied Nutrition (FDA)
Current Good Manufacturing Practices

Committee for Medicinal Products for Human Use (EU)
Council for International Organizations of Medical Sciences
Maximum Concentration

Chemistry, Manufacturing, and Controls

Contract Research Organization

Clinical Trial Authorization (EU)

Common Technical Document

Center for Veterinary Medicine (FDA)

Division of Drug Marketing, Advertising, and Communications

Drug Enforcement Administration
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DHHS
DMF
DMC
DP

DS
DSHEA
DTC
EA
EAC
eCTD
E

EC
ECG
EFPIA
EFSA
EFTA
EIS
EMA
EMEA

EOP
EPA
ESG

EU
EWG
FBI
FDA
FDAAA
FDAMA
FDASIA
FFDCA
FOIA
FT

FTC
GCC-DR

Department of Health and Human Services

Drug Master File

Data Monitoring Committee

Drug Product

Drug Substance

Dietary Supplement Health And Education Act (1994)
Direct-To-Consumer

Environmental Assessment

East Africa Community

Electronic Common Technical Document

Efficacy

European Community

Electrocardiography

European Federation of Pharmaceutical Industries and Associations
European Food Safety Authority

European Free Trade Association

Environmental Impact Statement

European Medicines Agency

European Medicines Evaluation Agency, European Agency for the Evaluation
of Medicinal Products

End of Phase

Environmental Protection Agency

Electronic Submissions Gateway

European Union

Expert Working Group

Federal Bureau of Investigation

Food and Drug Administration (USA)

Food and Drug Administration Amendments Act (of 2007)
Food and Drug Administration Modernization Act (of 1997)
Food and Drug Administration Safety and Innovation Act (of 2012)
Federal Food Drug and Cosmetic Act

Freedom of Information Act

Fast Track

Federal Trade Commission

Golf Central Committee for Drug Registration
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GCG
GCP
GLP
GMP
GRAS
GRASE
GDUFA
HPFB

HHS
HMPC
HV

IB

IC
ICH

IDE

IEC
IFPMA
IMP
IMPD
IND

IRB

IVD
JPMA

M

MAA
MDUFMA
MedDRA
MHLW
MHPR
MHRA
MOA
NAS/NRC
NCE

Global Cooperation Group

Good Clinical Practices

Good Laboratory Practices

Good Manufacturing Practices

Generally Recognized As Safe

Generally Recognized As Safe and Effective

Generic Drug User Fee Amendments (of 2012)

Health Products & Food Branch (Canada)
Humanitarian Device Exemption

Health and Human Services

Committee on Herbal Medicinal Products

Healthy Volunteers

Investigators Brochure

Informed Consent

International Conference on Harmonisation of Technical Requirements
for Registration of Pharmaceuticals for Human Use
Investigational Device Exemptions

Independent Ethics Committee

International Federation of Pharmaceutical Manufacturers and Associations
Investigational Medicinal Product

Investigational Medicinal Product Dossier
Investigational New Drug (Application)

Institutional Review Board

In Vitro Diagnostic

Japan Pharmaceutical Manufacturers Association
Multidisciplinary

Marketing Authorization Application

Medical Device User Fee and Modernization Act
Medical Dictionary for Regulatory Activities

Ministry of Health, Labour and Welfare (Japan)
Medicines and Healthcare Products Regulatory (UK)
Medicines and Healthcare products Regulatory Agency
Mood Of Action

National Academy of Sciences, National Research Council

New Chemical Entity
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NCT
NCTR
NDA
NDC
NDS
NF
NIH
NIMP
NLM
NME
NSAID
oCl
ODA
oGD
o1p
OOPD
ORA
OSHA
OoTC
PANDRH
PD
PDUFA
PFDA
PhRMA
PHSA
Pl

PK
PLA
PM
PMA
PMDA
POC
PPACA
PREA
PSUR

National Clinical Trial

National Center for Toxicological Research
New Drug Application

National Drug Code

New Drug Submission

National Formulary

National Institutes of Health

Non Investigational Medicinal Product
National Library of Medicine

New Molecule Entity

Nonsteroidal anti-inflammatory drug

Office of Criminal Investigations

Orphan Drug Act (of 1983)

Office of Generic Drugs (FDA)

Office of International Programs (FDA)

Office of Orphan Products Development (FDA)
Office of Regulatory Affairs (FDA)
Occupational Safety and Health Admination
Over The Counter (Drugs)

Pan-American Network for Drug Regulatory Hamonization
Pharmacodynamic

Prescription Drug User Fee Act

Pure Food and Drug Act

Pharmaceutical Research and Manufacturers of America
Public Health Service Act

Principal Investigator

Pharmacokinetic

Product License Application (of biologics)

Post Marketing

Premarket Approval Application (of devices)
Pharmaceuticals and Medical Devices Agency (Japan)
Proof Of Concept

Patient Protection and Affordable Care Act
Pediatric Research Equity Act

Periodic Safety Update Report
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PtC
PTO
Q
Q&A
R
REMS
RFID
Risk MAPs
RLD
Rx
RTF
ROW

SADC
SAE

SC

SFDA
SOP
Tmax
UK

UN
UNCTAD
UNICEF

UNECOSOC

UNIDO
US(A)
USDA
USP
WG
WHO
WIPO
WTO

Point to Consider

Patent and Trademark Office (US)

Quality

Question and Answer

Revision

Risk Evaluation and Mitigation Strategies
Radio Frequency Identification

Risk Minimization Action Plans

Reference Listed Drug

Prescription (drug)

Refuse to File

Rest of World

Safety

Southern African Development Community
Serious Adverse Event

Steering Committee

State Food and Drug Administration (PR China)
Standard Operating Procedure

Time to Reach Maximum Concentration
United Kingdom

United Nations

United Nations Conference on Trade and Development
United Nations Children’s Fund

United Nations Economic and Social Council
United Nations Industrial Development Organization
United States (of America)

United States Department of Agriculture
United States Pharmacopeia

Working Group

World Health Organization

World Intellectual Property Organization
World Trade Organization

IX
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S5—35 ICH A f aw AP i

BE—TEHLIEA, T/ EE, HEZNHBEHEFENPRXHR LK T, LFEfE, Irf
B Zy_L 7 A I Of A 1A B T AT B A THERE R Head H . i3 — 1=l A< i,
B, B LR ™%, HEFEE TR, Prllitidl. HEHE ik, RABBIT 714,
HHET

“This study will be conducted in fiill accordance with the GCP approved by ICH and any

applicable laws and regulations.

------

E—wiy “ICHHLERIGCP” |, FiE iy “ICHFIGCP” , BAEEEHH, —&, XHH
G R MR G, AR, BRI BEECEFAMELANE T L. HEARAE
XA PVDE E THIZIAE, AL FTR IR
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ICH {3 2 FF A& International Conference on Harmonisation of Technical Requirements for Reg-
istration of Pharmaceuticals for Human Use, %A “ A 2550 WS A R 00 E Br hiHHER” .
ICH &—ALAEE ., B H A =705 BURRI LS S b, DAB =05 254 b A O B Y,
UBLRBEZ2 0 RIE, AEHARZG S Bl TrIHERE. feM. ABERNARE, CARk
EMHE&FEASE R E N E PR EMAAZ . 72 1990 SERAL 280, ICH A TIEZ —& BERER
P FEM AR, BBA T “Conference” fEZFRE.

ICH BFF AR LA X F 8 “1, C, H” BMIE— M — M HRLENE, RIRNER
AR DA RS, hEMBRHAENE D, KER4EE “ICH”  “harmonization
for better health” J& ICH 905, Hfril—RE THRAMHHILET R 2 L, ®RiAT ICH f£23k
LM, A AR SOk IE s AR R m i TEB4r (B 1) .

)’ ICH

harmonisation for better heaith

P 1. ICH MR Ebri RIS
(CKJR: http://www.ich.org/about/logo.html)

ICH #rii “Health” —id], A 2yifila HBLESERR H = BOAF Y25 SR ML RIBRIR b, KM
TRt AR, _

ICH s EZRIfE a2 K E, BRI A ARNBUFEENAMZ A, DRHR LHERRTIZ
ol RV AL AR B, S0k A FH 25 50 77 B 4 Ko B e A B TR SR RO B Aot , Houssh &l W FRODIY “H
Afg2EN"  (Guideline) , ICH HEARHEFEN S AR, Lotk AAMMEAHAKE, REF
HFEREE IS (Good Manufacturing Practice, GMP) F1 R #fIm K iR B H#L7E (Good Clinical
Practice, GCP) gt ICH HIITH-ZARHY, AHIZ50L & FAmmE AR SR, E=FZ08RRA,
B2 A M A TR NER R B ICH K AR, B RIBARE S R NIER2 2 FF 30, "TEAM
ICH Wi b %% T8, ICH f&FEARf e RRENEEPRICE AN, *HRIUEZS &I & IE T IER [
A7, RUEBLREZS TIHFRERAKR R, &3 THRAEZMSISUER, BAHIZ LA IARIE
Brbnit.

ICH H 6 N~ ThRe sk (B 2)

o ZX¥IrSZFE 4L (Steering Committee, SC)

o 2FREAEATEH (Global Cooperation Group, GCG)

o ZGHEMPIFRHEE FARIEEIFH S (MedDRA Management Board)

e J5icdkb (Secretariat)

e i (Coordinators)

e ICH T.{£4 (ICH Working Groups)
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Steering Committee |}
Global Cooperation Group ' MedDRA Management Board

ICH Working Groups

QOSEM

Bl 2. ICH 4181558
(CRJR: http://www.ich.org/about/organisation-of-ich.html)

ICH AL HLI AN IR E RS K, AL E. FXFEFE S (Steering Committee,
SC) SR/ ICH WTEH R, FEXHEFERASILRA 10 G 17 46, RARERERE T
B2 sh e AL, Bl b S R DS EI PR Z.

1990 fE e K AL R ST ICH 19 6 A~ il (EU, EFPIA, MHLW, JPMA, FDA, PARMA) , £4-{}%&
ICH RO BE A , h— B A ICH BYL [F] = p s BT AI5%, & 2 L. X 6 DML R,
—HRBUF RN, — 2l MR 2 Tl A0 2 S A AR B BEAA B T
NEAEE, WfE ICH KIE b, XD REIEFRENILE BFR0% D, RiFERREZ Tk
EANREERAIITR, P H B A FRORER, FURSRSRIEL,

Besh, fEICH (EKHRRZEREH, A 3 MWL RA (WHO, Health Canada, EFTA) %4
—A AL, R (IFPMA) HRAREGL, (HERARRR (K 3) .

WHO

Health Canada B v ~‘"
EFTA .
IFPMA . :

PhRMA

EU

EFPIA

MHLW

JPMA

FDA

P 3. ICH BRIIFSZ 12 (SC)
(K. http://www.ich.org/about/organisation-of-ich/steering.html)
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Bk I 3 B AR B (European Union, EU) M 1957 4E4561, F 2010 424045 27 AN R ENA
ETESRMF . bLRIR:, RFNE, iR, fEw. 1R, BRI, 752%, . EE. 7.
R, B/R2E, BAH P4, Srkase. AARE. DHA, fiE. K @aE. PEREIL,
Wity Wik ORI, WEEES ., st JeE. RIERCGE L, AEMAREMER, BAESF
F [R] il RO

Wk S, RN 25 4 & )R (European Medicines Agency, EMA) i 5% 8 A& A H 25 4
FERR B R R E A BT, #hibdE LR S EA T BEF M2 —, R R G A .
EMA )G P i fERE E#e s, MRARGME RGN EhEE, AMEZA®ZE RS (Committee
for Medicinal Products for Human Use, CHMP) & EMA W& 1 A HZG S it A SR
FIERI T

W 2547\ th 2 B iR A& 2 (European Federation of Pharmaceutical Industries and Associations,
EFPIA) & 1978 S|, LARGIZ5HIRE R AZERIAYHIZG T A2 . ERYEER IR T EEFI & #f
MEER, RITAZXERGHSMEIZGATRAERR, BFET 31 MERP 4 KRG AFE., R
% % [ il 25 75 4n Abbott, AstraZeneca, Bayer, Boehringer-Inelheim, Bristol Myers Squibb, Eli Lilly, Esai,
Novartis, Novo Nordisk, Pfizer, Sanofi-Aventis #[}/& EFPIA Y5k i1, EFPIA 7ZERCIN Y & A B+ F 63
TALLE, RARKMESFHES FREE MG,

[EA:3 7548 (Ministry of Health, Labour and Welfare, MHLW) & H ABfFfnwiEIT. LA, 18
FIATREHOIA, AT M, BITSEMFLGREER. T 2004 FETRIZ 5 R BRIT 8 mE
HiJ5 (Pharmaceuticals and Medical Devices Agency, PMDA) , £ MHLW A it A Hig Ediruzy
¥, i ICH H AR FENAIHI TR T K E L,

HAE 25 HL&E s (Japan Pharmaceutical Manufacturers Association, JPMA) | 1968 4E g% AT,
BREL TEHARLAR AT 68 41254 7], JPMA Hi& ICH filliT & 248 F M AV EZE Bk
Rz

EERMZMNER)S (Food and Drug administration, FDA) 4 A J& 3 El f# e 5 A ek 55 #0E
FEIERFBBORYLAL, A 100 ELL LG, 1Eh 2Rk RIIEZE BB, FDA st &E
£E LHHIBAES . FDAH 15 5 T ALEAREF BB L RKARA K, 25d % PF R
75 H1,(» (Center for Drug Evaluation and Research, CDER) #1447 85 °F & W97 .0 (Center for
Biologics Evaluation and Research, CBER) 1137 A 255t A9 & TRy il 2 fodh T, 5 ICH fyHR
RN TIEARABUINAIERR.

EXEELHWR5EHER IS (Pharmaceutical Research and Manufacturers of America, PhARMA)
A& 1958 SE AL, 67 A RBFZ &N 24 /> A=Y i 300 & w6 b B R bR . 23R LR i E
K25 R &R PhRMA [k iR, Tl 35 E 7 28 AR E G HiEAA 2R RENEM.
PhRMA . ICH IR RS ARSI Tt T BRI SOk, — LK 2 w40 Abbott, AstraZeneca,
Bayer, Boehringer-Inelheim, Bristol Myers Squibb, Eisai %, 34 EFPIA, JPMA &} PhRMA o1/~
LA R

ERHICHERESZE RS MEE K 2 — 15 T A 41 41 (World Health Organization,
WHO) , ZEAEFERETENSE, A 194 0K AE. M ICH Bz 2], WHO Xt ICH

5



BT

i LA E B FIEM . 1621 thad (@ el 2 EREAY 4K, WHO BR800 Tt 255l
5 k& Je v B SRR OR G, SR TAETT R Sl b BAS I RIS, N JE S ILIERTE 5K
HBhGE ST B 257, A D 250 S b [ ZR S .

ICH EXIZE A& i) 7 — A gL pl A& hnds K A% (Health Canada) sk T2 A Hi2
S RIEFBBFh EAE A DA, g R DABOLT 1996 4, ARE) 1 i, B2
FEME KR LT, BaiLat gk DA T IRr ™ 5 & &k (Health Products & Food Branch,
HPFB) fyeifitidial, K ERARE ICH (U0 i, (B fEAE Eifdjaiydid, ™
Fe i B ICH B ARTR SN A il 9 B, e 2 PEFnAa e A Thndt .

ol E B 52 54 (European Free Trade Association, EFTA) & ICH ZEXIZE i &I X —~H
L5 1. EFTA kB, 53 @Bcb% . Mbdcfnsi £ 4 A JEwCR B AL, 280 A |5 5 r9ES
BUFARA, BRI =@ R (Swissmedic) & H fiif EFTA 4E ICH U,

[l Br s 25 & pa h & 642 (International Federation of Pharmaceutical Manufacturers aﬁd Asso-
ciations, IFPMA) & — /A~ E& FIPE R EBUF IR 25 h SIS 412, TFPMA BT 1968 45, &
SRTE ICH IR 5% 15 WL IFPMA P R UL, (AL AR T A B0E 2 1 ik [ 5N & Je v (]
KOEZG S, HI 2k i LA A A2 i fil 25 f A il 23 w5, DASCRs WHO i0iGah o4 %
TAE, IFPMA &4 ICH S5ix S5 R 52511 Mk Z RO, 1B 257 ok i i Bk N (e ek
Al AR T ARCHEEZIER.

IFPMA 5HkA E R rgR £ 8801, anti 5t A4 40 (WHO) | A il = A28 (World
Intellectual Property Organization, WIPO) | & [ JL# 2 4> 25 (United Nations Children’ s Fund,
UNICEF) | BtAEA S 5K EZ 12 (United Nations Conference on Trade and Development, UNC-
TAD) . BEAHELF 5% E# 4 (United Nations Economic and Social Council, UNECOSOC) .
A E Tk BHL (United Nations Industrial Development Organization, UNIDO) | {55 54
#0 (World Trade Organization, WTO) %4 %)k &, HEE IFPMA [k 1 22—, IFPMA fEdbst
XA DFEL,

ICH w55 —A~ B A il vE A ThEE i fd “2FREME A 1E4”  (Global Cooperation Group,
GCG) ., 1E4n ICH fE 20 FR4EL8 &4t rh, SIUHMIAEMIZIEFri:  “If you want to go fast go alone.
If you want to go far go together.” X/MEZIEREL “go together” AfE “go far” |, s&ifR& K%
ERBEEM D EREREHEIE AT, ICH (92 Bk S A 1EH F 2 X PE— /4R “go to-
gether” I EIPRALZ,

£ 1999 SR ST 240, GCG kLA 3E H K =75 Z /P E R, #E™ ICH X 2547 LAY &
WH A FEM, EATEBIRZ —. AA, RET 100 2 EFFH X ISR, 204mE T E
FKIEM  (Association of Southeast Asian Nations, ASEAN) . Wil A EEEL KA 1ESIL (Asia-Pacific
Economic Cooperation, APEC) | Zi EdL[a|f& (East Africa Community, EAC) | {8 dr.0 245 ShiE
M2 i1 & (Golf Central Committee for Drug Registration, GCC-DR) | 4> 3 ¥ 25 25 725 30 B 18 ™ 2%

(Pan-American Network for Drug Regulatory Hamonization, PANDRH) | pgiE% B3 [ {& (Southern
African Development Community, SADC) A T GCG fIiE5) .

2007 AEAEAS R il 25l rh AT WF S 25 ok i, R ELIEAESSE ICH HOARAR RN, 7y 2 1wl [l B
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SetARMERT 8 ME KM, (RAFNE, B, hE, Gk, BN, sE, P, Fing) |
BRI A GCG Ik i (E 4)

Australia Brazi China Chinese Taipei India South Korea Russis Singapore

Pl 4. ICH iy 25k A& 4l
(¥ http://www.ich.org/about/organisation-of-ich/coopgroup.html)
HREFHMIREEFARIEEHFS (MedDRA Management Board) , & ICH Gt B EH T
it b ARFIRTHE SO, BTEEEARIEN —AE AL, BRI EER AR T ICH# 6 M
DRSS, DEFEIRES W SRS R E SRR (Medicines and Healthcare Products Regulatory,
MHPR) FjngERPA# (Health Canada) , HEF AL (WHO) {EAMEER G, IFPMA ZE
REER (BS) .

P 5. MedDRA 25514 B R bR ¥ R IE R T2
(EJE: http://www.ich.org/about/organisation-of-ich/meddra.html)




