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1. E&SME (CXO)

A gEA TS EES A CRO, CMO/CDMO, CSO =1NATS, SBIRESFEZTIL

AORRR. 7= HE=KIT, TERERARARIN. £, HEIM,

2. HeStHEZERIMEBRSSHN (Contract Research Organization, CRO)

N LR Contract Research Organization(CRO), EfFfFAMHASRIMIIRSHIM,
FEEISEF RS RIARMFFBIRRARKRSE I A5, CRO BJ7ERERIEIA
HLRE—BEEEETIAINEEFEIRAREEAIGRARIG, FaebHEEAF

AWRIEEZEA.

3. BEEFHLR (Contract Manufacturing Organization, CMO) :

EZHANTNET, R REFIRREERNSIRS.

4, BRAREFEHL (Contract Development and Manufacturing

Organization, CDMO)

Contract Development and Manufacturing Organization, }5RIEEET IS FE
#l. ARSE B—MEETEFHINAAIMEL. ESELES M IERE
xd#E MIERRIRARRIE AR, 42 EHmEMEEF-EE, AR T ERERIE

FESRE SRS, T2AARSE R AR T DU,



CRO XENBEHANTMEMHIZSRELSYAIN. IGFREIFAR. IGFRNIEISHZ5H
BEARRS, T CDMO Z2EAGRERAAEE, EENEEHGZEIWLR
EMRARRNTNRMED, 1SRRI IZHANGIE. T20U. EMAIeIEE

7%, EHRAERSHNE. COMO LLTE R, BIEHEANSLEEK.

5. SEEEMEIRSE (Contract Sales Organization, CSO)

CSO: Contract Sales Organization, EREIHEIIMIRSE, BESHATW, HRH
ENMEANEE, RHESYHEE. maEHERS. N: miEHR. Bm%KL. 751

EfE. RITHEREERS.

6. IIfFRifI&HEHE (Investigational New Drug, IND)

IEFRRieEH, FTERRMEBERIEBLMEAHI TS LTS AIFHERRE RS

R BRIERS =R 2EER.

7. ##5EAkR (New Drug Application, NDA) )

FA LR IR R BZFEINS . 123X NDA BBiR&ER — CTD (Common Technical

Document)

8. ¥l _E5eRiR (Biologics License Application, BLA) :
AEYPHIRI LR IR R B K.

9. {A%lZ5ERiE (Abbreviated New Drug Application, ANDA) ,



10, E&5%Z5 (Over The Counter Drug, OTC) : [©2E FDA HiRAY
ElZyapN

11. ZBmERZE (Drug Master File , DMF) : BFmZEE FDA 2

RREX EMA ER3R,

12. Clinical Trial Authorization (CTA) : [@EEL EMA 12800524

FraTIRARIZICAY R,

13, Marketing Authorization Application (MAA) : [EEE: EMA

RRRIHE (BFEGHIZA) Lk,

14, Investigational Device Exemption (IDE) : EfrsEwr=maL

il

15, Permitted Dail Exposure (PDE) : SAAYEEE,

16. IGFRMER (Clinical Research Assistant, CRA)

BT LHR Clinical Research Assistant, PXHRIGRSER, EihEITEHRELE

30755 GCP BARLiEImARITIZAIA R,



IEREERIHDE SHRE ZENEERREA. EABBIGRANREEUR TG
WHNSRERMSSHRNETTEIEE. HREERNEESHNES. BFE0E
KW=, FERIVER)IEG, REAMEEERZIN, AEERILAYRIIGR
ARG AR ERIERARIGRIE S =R ERXRAT M. HEErIERIRN TR
RPN EINGZRRE, HIGICREREEIEER. BLR, R

BRCHENSEIEXEMN.

17, BHREZER (Case Report Form, CRF)

LR Case Report Form, fmfliRExR, REIGKRIEFHEALUUCRE—R

SN EENIOIRETRIER. MBI =TSRRI,

18. IGFKRIASIER (Clinical Research Coordinator, CRC)

T LFR Clinical Research Coordinator, IfFRATINEE. s RitERS

I

ERRERIEARIIRBALIESL TR, ARRRIGKARRE. REFHRHE

RlmARiRae TYEmES,

19, IMHERTENEZIE (Site Management Organization, SMO)

X 2FR Site Management Organization, 28IU7E1E TERIEZIIM,
SRR IFEITIARAR, MEsERICEEIEIIX . ZX, SMO 5
CRO 2BXAIRX3I, SMO 2RIMEEMAHEEIIIEE. —/AHE SMO A%

& CRO IRHERERINARE, B—HE SMO AREREIRAHARIE. 5



—IHgEE SMO 5 CRO Fuga] FEpkllss ERNEFRR, B 18ER SMO
SHREFTRIS ERKIR R, MBR—F, SEMAREILER SMO,

20. AYIRFRIIGEREEEMIE (Good Clinical Practice, GCP)

F£FR Good Clinical Practice, N EZFRA"EYInRIZICFREEENE",
—NNNFNR—BAMARIGRAEERENE (GCP) RlfRNEEIiTiER
IRERIE, HIE GCP RBNAETRIEIEARIIIRIEINE, EREFAE, R
PEAENON G RERZE.

21, EfFASIY (ICH)

2R International Conference on Harmonization of Technical
Requirements for Registration of Pharmaceuticals for Human Use, (FB#5
i EHRANEERMERIN), BN, BARREE=SAnEEIRR=7
FZEIVEETIM, 51990 FHERE, X¥W=717ERARLDMEMRARE
RIEERHITIENERRMEESR. EEXEERRNEREEATINAYIRE.
ZEMURERERIFENT, EBINEEIGFHZSRIA R L.

22, RER(EMEE (Standard Operation Procedure, SOP)

E LR Standard Operation Procedure, TRER{IENE, RIEEXEER
MRS, RIAEBEES HRAVERFRRRESRILAFRIE SOP, M—ERE IR
WL RS HRAAE SR 54 T L SRR ERER T, WEEE



B—L, FmBnnE, MERRAREISTEXIRMELRITANL, SN,

My, ENFINHRNERREESFRE FTAREEERNASTELR Y.

23. ARZ=EMH (Adverse Event, AE)

W EFR Adverse Event, AE, 1R AEIGRREZHERST —MAMREHI

MAREFSG, B FA—ESATBERRXA.

24, EEARZEMH (Serious Adverse Event, SAE)

X EFR Serious Adverse Event, IRRINIEGIRERRENEER AT, EK

{ERRdIE]. 57k, MM IAFREN. RREMEIL. SESCRBISFHM.

25. {CHZERE (Ethics Committee, EC)

I EFR Ethics Committee, AEFTWAR. ZREHRIIAFES ARAR
AIRSZAEAR, HIRSR ZEIRARRNS ZAMEREETER, AAZEMN
RIRIE, BRZHENZ 2, BEIINEZIRF. ZEZRMVERFI—IE
AR Z GRS RFISEREE RO THUEIN0.

26, 5i%/i88 (Blinding/masking)

2R Blinding/masking, RIBZRIXARMNE, ERRERZAIALL
S5MRISHESARE, SEMEXRTIEARIES N E WS BEEAHG



REIRE), FRNRAMMMEAERENRES AP OMERER

RIFES, MMEERI I IGERANERRA ST,

27. HItBEE (Informed Consent, IC)

=Y 2FR Informed Consent, IEESZEEANMIMIESAXELZE, FRITEE
ERSEARBECHTWERE, EiClNE. TR, SEEnardE. ia
THEENR. BirMRANERUARRZERISEINRES, LFITIEA

BHHRREEGRZETNATT.

28. HIBAE+® (Informed Consent Form, ICF)

X 2FR Informed Consent Form, ICF, B2E{USHERTBESIE X
ISHUSTHIERR, AR E v aESAEZ R MR, X E/. aTeEn=EH
=) MEAIZHEAIN

|mit

fela. AtEARIEMSTTEURSE (HR¥E

MM SE, EF2NERD THRERAERE.

29, {EE/Hit (Audit)

R EFR Audit, FRIEHAERSMNRAIARFEITII—MRSEMSRE, L
THMIVIERISERE. EURRICRIMNATES SIS R, WEREEUR Y]
AR IRBRIERERABRT.

30, % (Inspection)



RN EFRE Inspection, min B SRR IX—TUIRRINIERIE RIS, RHE.
ICRMEEHEHTESHR, MRATLENR. HOEREtE SR

FRABRFENHIT.

31. BRE(FE (QUALITY ASSURANCE, QA)

ZE2FR QUALITYASSURANCE, QA, 7£1S08402: 1994 (REEEMR
BIRIE) FUENE "ATIREEEINEERPLAEEREREER, ME
RESEAR LB RESEEH TN S BT IERANE" . B
L5517 1ISO9000 RYBRRIREIXFFRIER Jakisdfiz, faEs ISO9000 FrERrEEsK

RYEXRREMIENERRE, BIEXETFRIARBE QA AR,

32, iWXBEA%m (Investigational Product)

TN EFR Investigational Product, FRFImARIRIEHANNIGEY). RS mEL

LR,

33, ii&FB= (Protocol)

FLFR Protocol, RUAHWHIER. EICEMMBN, Higit, 75iEME
R, BRFFEER. MIRRITIISRRIRY. TROABSINIerI R
RE. ARTIMBNEEEHEREA,

34, tAREFM (Investigator’s Brochure, IB)



N LR Investigator’s  Brochure, EEXRWIHAMERITAKARKES

AYIGARSIFIEAREFF BT

35, #ARE (Investigator)

R EFR Investigator, SCHEIRFRIVIFIHIRFRITVICHIRE NN E T2
mIAEE. MREVARIFEHFE, BERIRRNERNTUAFR. KR8

‘L

o

36, HMEBEHRE (sub-investigator, SI)

X EFR sub-investigator, SI, BEfESIIAR, WP, BER. B,

37. AR E (Co-ordinating Investigator, COI)

T LFR Co-ordinating Investigator, COl, EZHOIERRIEFHENE

SINFHOMARE TR —RARE.

38, FEfRE (Principal Investigator, PI)

F LR Principal Investigator, Pl, #R#E ICH-GCP B9EX,, Principal
Investigator [& Investigator Sthr ER—[EIE, WNR—1MESYIRRARE
(ESMRJS Site) RE—HARE, HFRA Investigator, WMNR—MUTEE
HRE, BRAEERASEAIAFTEMIRA Pl, EfBFRA Sub-investigator (4



BfARE) . BEES/I Sub-l, PIEE Sub-1lIENX, EEINFEEW. —

RIERT, BHDSEER—IHARFTIEEDLE— Sub- EAEENRRE

RIEE.

39. B1EHRE (Co-investigator, CI)

Y £FR Co-investigator, Cl, FEfARE Pl IFEEENF.

40, BpE (Sponsor)

R EFR Sponsor, &E—TAIGRKNE, FXNZARAIEE. EFE, MSNE

BRFINE]. TWIEER.

41, Bm EHiFalFaA (Marketing Authorization Holder, MAH)

I LR Marketing Authorization Holder, MAH, ZR EriFaliFa A,
BEEREARKANARARIE. RIFAR. BmEFrEWEER, B
REZGm EMFa EEHRE A M EHiTaH, ANARREEEE Nt
[EEARNFEBEEERMERIFIE.

42, {S[EIEEL (Body Mass Index, BMI)

I 2FR Body Mass Index, BMI, BiEBAELFEHRUASEREIHEEH
HExE, EEIERLEEBNEEAREREEUNERREN—MIE.



43, HRPERLR (World Health Organization, WHO)

N LFR World Health Organization, WHO, EBEETEI—1NEI I
1, REREEIRTHANR, REFNERAESN, REMR EEKIBUEFE

BAEA,

44, HIRRZLUBERS (Data Safety and monitoring Board, DSMB)

F LR Data Safety and monitoring Board, AT 4RSS MAAIGRKIRIG
1) LAIFIREE, @V — MR ERBRIEZEEEERS
(DSMB) |, AZR AR EENBREIFESEAR T ReiE, FHESF

T TR ARSEERIEPRir .
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1. RA——Regulatory Authorities, Wi B & H ]

2. FDA——Food and Drug Administration, (3E[E) £ 524 5
I

3. NMPA——National Medical Products Administration, [& 524 5 1%

BEHE



4. CDE——Center for Drug Evaluation, (NMPA FJ&)) 2458
Hl

5. SFDA——State Food and Drug Administration, [E % 5 2 5
BEHR (NMPA &£

6. CFDA——China Food and Drug Administration, [E € 5245
BEHLR (NMPA RTE)

7. PDA——Provincial Drug Administration, 44 2% #4 )5

8. ICH——The International Council for Harmonisation of Technical

Requirements for Pharmaceuticals for Human Use, [E[x A 25 53

IEs T NN P

. B HEHER

9. IND——Investigational New Drug, & Zlu AT 58

10. NDA——New Drug Application, ¥z I 1i #i#%

11. BLA——Biologic License Application, A= 54 7] %

12. ANDA——Abbreviated New Drug Application, 15| 2475 M & i/
a4 B 2 g

13. IDL——Imported Drug License, i 12 5 EMHIE

14, ML——Manufacturing License, 474 A]iiE
15. PL——Product License, 7= ¥ AlilE

16. NEC——New Drug Entity, ik 2752k



17. MA——Marketing Approval/Authorization, 17 ¥ Ak

18. MAH——Marketing Authorization Holder, 245 Ei vl #5H A

=, R RRFE AR

19. EC——Ethics Committee, BHZ 514>

20. IEC——Independent Ethics Committee, M 7483 Z A4

21. COl——Coordinating Investigator, it 5T #

22. Pl——Principal Investigator, T E

23. Sl——Sub-investigator, HATH 5T

24, Cl——Co-investigator, &1EWF5#E

25. Al——Assistant Investigator, BhFE 5T

26. CRC——Clinical Research Coordinator, IIfiRAT 72 701 5

27. CRA——Clinical Research Associate, IIfiJ& i 7 5

28. SMO——Site Management Organization, i R4 178 B4
2

29. IDMC——Independent Data Monitoring Committee, Jh 7 %4/
RERE

30. CRO——Contract Research Organization, & [&#F 7% 2H 2

31. CDMO——_Contract Development and Manufacturing

Organization, & [FIff & 427427

I 787 e (P S

32. CS—Clinical Study, KA



33.

34.

35.

36.

37.

38.

39.

40\

41,

42,

43\

44

45,

46\

a7,

48,

49,

50.

51.

52.

53.

54.

CSA——Clinical Study Application, I 5T H %
CSR——Clinical Study Report, i RHF 7T 4K 1
CT——Clinical Trial, i KR %:

CTA——Clinical Trial Application, R4 B i
CTX——Clinical Trial Exemption, Ilfi<iR% % 3%
CTP——Clinical Trial Protocol, AR5 7%
CTR——Clinical Trial Report, I R 1
FR——Final Report, 45k

SA——Site Assessment, 7 PPAL
EDC——Electronic Data Capture, . 73#i-R5%E 2%
EDP——Electronic Data Processing, Hi. 1% 4b B & 4
CTP——Clinical Trial Permission, iR iRE L1
AE——Adverse Effect, R 3fF

SAE——Serious Adverse Event, J“EA K FH4f

ADR——Adverse Drug Reaction, )/~ R Jx v

ADE——Adverse Drug Event, ¥4 B
CRF——Case Report Form, 4k &5 %
BE——Bioequivalence (study) , #2555
IC——Informed Consent, %115 A&
ICF——Informed Consent Form, Z1t&RIZET

IB——Investigator's Brochure, #f5# F it

SOP——Standard Operating Procedure, FrEfEERAL LR



55.

56.

S7-

58.

59.

60.

61.

SD——Source Data/Document, J& 44 % #5460 44
CSDs—Clinical Study Documents , Iifi ARHF 5T S04
SD——Subject Diary, %Zi{#& Hid

SCL——Subject Screening Log, Zik# ik
SEL——Subject Enrollment Log, *Zil# \it%
SDV——Source Data Verification, J5f % EHZ N}

PV——Pharmacovigilance, Z5%%#

. ZY GXP AR

62. GLP——Good Laboratory Practice, 244¥3EIlfu AR 77 5 & 55 FE 0
S

63. GCP——Good Clinical Practice, Zj#¥ilf PR 36 i &8 B
64. GMP——Good Manufacturing Practice, 24 i 4E 7 5t & 45 F R 3
65. GAP ——Good Agricultural Practice , 2444 7 it 5 BTG
66. GSP——Good Supply Practice, 2454 E it & FITE

67. GUP——Good Using Practice, 24 5 i &5 FHTE

68. ChP——Pharmacopoeia of the People's Republic of China,
[ 24 i

69. USP——the United States Pharmacopoeia, 3% %4t

70. EP——the European Pharmacopoeia, iz

71. EDL——Essential Drugs List , FEAZY)H 3%

72. RDL——Reimbursement Drug List, Eff R&9Z55) H



Ny HE

73. URS——User Requirement Specification, Fi /753K ki 1]
74. CDS——Concept Design Specification, & ¥ i1 B
75. FDS—— Functional Design Specification, &g B
76. OTC——Over The Counter, JE4b772

77. Rx——JiH 7 T 18, #=[A Prescription Drugs, Ab77%4
78. QA——Quality Assurance, i FEA{R-IF

79. QC——~Quiality Control, i &= Hi]

80. BD——Business Development, V553 &

81. APl——Active Pharmaceutical Ingredient, w5425 k2 (R
%)

82. NA——Not Available, A~i&H

83. CS——Clinical Significant , IfilK& X

84, NCS——Not Clinically Significant, Tk & X

85. ND——Not Done, #fif

86. PM——Product Manager, ;=&

87. PM——Project Manager, i H

88. LM——Line Manager, HZZ%H

89. BMI——Body Mass Index, /4Jiif5%1

90. NMR——Nuclear Magnetic Resonance, %Itk



