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WL 25 HiE (ABBREVIATED NEW DRUG APPLICATION,ANDA)

22 JLAbH 24 Fs ol 108 24 R TRl I R

Shortened version of a New Drug Application referencing data from other

NDAs.

HAESBVUEM(ACTION LETTER)

FEE Fr bt 2y i B A4 I NG pR, RN CREACHE R o AR . /)
FAERR I — 28N )8R o, PRI 2l BTt s A AL (7 g W
HHIE P KB A 7 2 I

A letter from the Food and Drug Administration to a sponsor indicating
a decision on an application submittal. An upprovable letter indicates
the product can be approved after minor issues are resolved. A
approvable letter describes significant deficiencies in the
application that require correction before the application can be

considered.

A IEIT (ACTIVE TREATMENT)

i RS A KPR Uik, R SRR, I SR 25 Wi B A
X o
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A treatment in a clinical trial where an active medication, known to
be effective, is used, usually as a positive control compared to the

investigational agent.

HBVETT (ADJUVANT)

AT T IR LSRRG IT i

Treatment used in addition to the primary therapy.

ADME

W, A3 AR RHE
Refers to the absorption, distribution, metabolism, and excretion of

a drug compound.

ITHALE (ADMINISTRATIVE LOOK)

a. Ao A IEAEREAT 1 AR GG UE PR 1 40 11 K3

b. Kyt IEAEREAT B AETE IS 08, T e s vt 20 Ml il B Y As
HRBIAS BB IEAEIAT HRK

a. Review of data from an ongoing nonconfirmatory study or

b. Review of data from an ongoing confirmatory trial that is used to
make administrative decisions about the design of future trials,
allocated manufacturing resources, and so on but NOT to modify the

ongoing trial.
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AR RN (ADVERSE DRUG REACTION ,ADR)

JMANE W (ADVERSE REACTION)
WARZ; (AE)

See Adverse Experience (AE).

AEZJF (ADVERSE EXPERIENCE, AE)

e RS 321 22 D AT AT AN RAEIREF AT, A2 ST a AR
o WA A RN, ARFAE 9WA RN (ADR) MIEIEH] .

Any undesirable symptom or occurrence that a trial subject experiences
during the clinical trial; it may or may not be considered related to
the study agent. Also referred to us adverse reaction, adverse event,

adverse drug reaction (ADR), and side effect.

BT RS (ADVISORY COMMITTEE)

e S E A 2 i A RISy (FDA) ZRATHIANI L KA, T2 A as 4
FDARRBI 25 FiTiE (NDAD o 2H e A 23 1 7 5T M-I 75 oK H #2444k o
FDAR &AW 51 NA S SUAN [R] 177 57 2 A 2 ToRUL iR 24 i, e
[ FDASE 18RI A
A committee of outside experts assembled by the Food and Drug
Administration (FDA) to review data from a New Drug Application (NDA)
submitted to the FDA. The committee consists of experts in the field
and meets as needed. Many advisory committees to the FDA exist and
differ for different therapeutic areas. The committee does not approve

an NDA but only advises the FDA on the merit of the application.
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BIEZ (AMENDMENT)

X T 2070 (IND) g R SR R AC 4 56 BB i 24 i 7 B =) (1 IND H i
(Y S el g, AR % B 7 R EOR R

XS T B 25 1757 (NDA) = FEAS ARIEAE AT 25 g HEAT DR 7S, W i) 2 kA
RSN O W UK & A 7

X T 75 FRESRBEITIRE T E AR .

to an investigational New Drug (IND) Application: A change or addition
to an IND filed with the Food and Drug Administration; generally, these
include a new protocol, a change to an existing protocol, or a new
investigator.

to a New Drug Application (NDA): A supplement to a pending NDA, such
as a safety update or data obtained from a supplementary study.

to a protocol: A change in a study protocol requiring an amendment to

the protocol.

EFE (ASCENDING DOSE)

TG 0 FH 2450 B L R BA e K 32 505 (MTD) 3l 78 TS HF 9T
Increasingly higher doses of a drug until a maximum tolerated dose (MTD)

is reached. These studies are generally Phase I studies.

F&Z (AUDIT)

XFGEE . U5 RAE S WFSESt . B B ST AR SR AT AN
B, DU E I 458 e AR, iR it 2 1 5 B

10
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A careful review of study data, protocol procedures, study conduct,
and interim or final study reports to determine whether the conclusions

are valid and whether the study has been carried out appropriately.

FEETEREE (AUDIT TRAIL)

FHMIRISCAT A5 B8 AL A SBIF TSIt R0 T AR 9 SORS 97 1 2 18 B 4
YR HAL KRS

Written record of documents, correspondences, and reports that
documents study conduct, such as study files, changes to Case Report

Forms, and drug accountability records.

H2k (BASELINE)

WESCTFLERTIE KBS, AF 0 5 A I SZ (1K) 2% .
Measurements usually taken at the beginning of a study to serve as a

reference for subsequent measurements or observations.

WZE (BIAS)

TERHGR YT J712: LA 1 e IR 26 it 90 45 SR 0 B 1) 52
Influencing study results by factors other than the treatment being

tested.

YR A E (BIOAVAILABILITY)

2 AN FE TR 2R G (BRI EALD 1,

11



ACRP.cn NAHHE. L4 R ) CRA M4 HIX

Determination of amount of drug detectable in blood (or other body

tissues) at various times after administration.
A% (BIOEQUIVALENCE)

MR — 25 75— DU b GEHOZE N EL R 25 s
—/NOAEHE BTG o WURBEUEW] PR A SRR, I8 AR 25 W)l
AN SEEA T O i AR G AR W 22 e PE R R T

Term used to describe comparable activity of one drug compound to
another (usually a generic product to a product that has received
approval). If bioequivalence can be demonstrated, the product does not
have to undergo extensive clinical trials to demonstrate safety and

efficacy.
1 25% (BIOPHARMACEUTICAL)

SR A S BRI A B A7) o

Refers to pharmaceutical products developed using biotechnology.
BIRA

Je A ST

British Institute of Regulatory Affairs.
®E (BLINDING)

B T AT R I 22 10 BETE (R A e R . XU IR, AT

12
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REWMAFIE EF RN ZWRGYT s ERR T, 838l #H AfniE i
SHGERARTT s —E R, O B IR AN RIIE VG T 2
TETBCE ARG )2 45 B A 24 5 N AR SN TE 232 RS2 MR T T o

Characteristic of a controlled study design to deter bias in
interpretation of reported results. In a double-blind study, neither
the patient nor the investigator knows which treatment the patient
receives. In a single-blind study, the patient or observer does not
know which treatment is being received. In a triple-blind study, the
investigator, patient, and sponsor all are blinded to the study
medication. The term open study refers to a trial where all parties

may know the treatment the patient receives.

CANDA

L I i B8 )T 24 S < G W O ) SE T 25 A BRR) (FDAD 4RA5H 2
IR BERHE .

Computed—Assisted New Drug Application; a method of filing a New Drug
Application with the Food and Drug Administration where much of the

information is transmitted electronically.

% it (CASE HISTORY RECORD)

BFEZAE LM LGt 25 BB B B . By R & Al k. “U8
SCAE” SRR W 49114 15 3 A R4 JE PR B S P
The hospital chart, medical office file, or patient record containing

medical and demographic information on the study subject. The ”source

13
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document” used to verify the authenticity of the information recorded

in the Case Report Form.

SRR 4% (CASE REPORT FORM, CRF)

e A6 42 G T 56 % 1T et Hl Rl et — B0 32 il 15 B &A%, CRF
Hh s SR AR R 7 SR A

Form designed specifically for each protocol to collect data on each
subject enrolled in a clinical trial. Information collected on the CRF

is determined by the study protocol.

BRIERXZE (CAUSALITY)

J7 e E A RFHA IR 4P 8 R (an: Bx, nlRefa xR, H) .
Relationship between the adverse experience and the test agent in terms
defined in the protocol (e.g., not reasonably attributable, possibly

attributable, or reasonably attributable).

CBER

AN VE SRR, SR B 2 B R T T .
Center for Biologics Evaluation and Research, branch of the Food and

Drug Administration.

CDER

=]

2y VP S ETE L, SR 2 B R IR T

14
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Center for Drug Evaluation and Research, branch of the Food and Drug

Administration.

CDRH

AR AR S R sy, SR R 2 BRI T
Center for Devices and Radiological Health, branch of the Food and Drug

Administration.

CFR

5 B PRI

Code of Federal Regulations.

IEREFST (CLINICAL INVESTIGATION)

PR & [P VA AL (CFR 21 28 312. 3 #843) , IR TR — a2 AR
SR 7 AT FH — 2 I S5

According to Title 21, Part 3 12.3, of the U.S. Code of Federal
Regulations, “means any experiment in which a drug is administered or

dispensed to, or used involving, one or more human subjects.”

GRIF3T# (CLINICAL INVESTIGATOR)

SHEHRRE

See Investigator.

15
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s RSB (CLINICAL RESEARCH ASSOCIATE, CRA)

H I A i (VA SRR I R A e i R AT B AN N, 2 R B ES T B
WFFIE I VA A . AR A IMRIF LK (CRS) , B2 5T B E (MRA)
A A 5

A qualified individual working with the sponsor to oversee the progress
of a clinical trial; the liaison between the sponsor and the
investigator/site. Also referred to as Clinical Research Scientist

(CRS), Medical Research Associate (MRA), and Monitor.
ERFFSL M R (CLINICAL RESEARCH COORDINATOR, CRC)

bR Al W (R b /NS B R TR 511 k= e N M o] )7 R T R
BRI B ER, RAEDISOCE, IR BIE TS o

Usually a nurse or other health professional, this individual is the
study site’s organizer of day—to-day conduct of study activities,
including completing Case Report Forms, maintaining study files, and

assisting the investigator.

RSP (CLINICAL STUDY AGREEMENT, CSA)

SHER,

See Contract.

16



ACRP.cn NAHHE. L4 R ) CRA M4 HIX

I RREE (CLINICAL TRIAL)

FIOEROT s OF 58 MIERAPEL (. Wi 25, &0 KRR,
SO BRI AL BT iR Clne TR, T8O BIRGEVEREST. i AR —
SIRRITINEVEN (%), FREE) , AR, KA a2 Wi vkl n] e
Ze I AR H 1

FEFIZ AT, W PRI — MO FR B 257 i BB 7 /e A O A\ s
JOS D PRHTRR SN, DU ISR S i A RO, B
PR BN A JEAh, I PRIRES PT BT SIS 29 A, AR
AR LR 250 B AH B
The systematic investigation of the effects of materials (e.g.,
investigational drugs, devices) or methods (e.g., surgery, radiation)
on a disease state conducted according to a formal study plan (protocol).
Generally, a clinical trial refers to the evaluation of treatment
methods (drugs, surgery, etc.), although methods of prevention,
detection, or diagnosis may also be the objective of a clinical trial.

In the pharmaceutical industry, clinical trials are typically a
systematic study of a medicinal product or device in human subjects
(patients or nonpatient volunteers) in order to discover or verify the
effects of and identify adverse reactions to investigational products
in order to ascertain the efficacy and safety of the investigational
agents. Also, clinical trials may study the absorption, distribution,
metabolism, and excretion as well as the pharmacodynamic interaction

of investigational agents.

17



ACRP.cn NAHHE. L4 R ) CRA M4 HIX

WAMARIRK[CLINICAL TRIAL EXEMPTION, CT(X)]

IRACTRIE DR (o 2977, sl MR IEE TS BRI Puad AL i R
KAt

A means of obtaining rapid approval of clinical trials by submitting
only summary data (chemistry, pharmacology, toxicology, and volunteer

studies).

Bui# s (CODE BREAKER)

AN BB ERAE, AR RE IR W S Oy, %
BB B S DU 25 S0/ B I BESRAT T

A sealed envelope or label that contains the identity of the test agent
for each study subject; should be opened only under emergency or unusual

circumstances, as specified by the protocol and/or the study sponsor.

SAYERFSYE IR & 5T#% (COINVESTIGATOR/SUBINVESTIGATOR)

BB SR G TT R I R0 B AE AT %8 B S A . FDA WEST AN e 6
i A (S 0L FDA 1672 A% o AR I EH K.

A physician or qualified individual who assists the Primary
Investigator in the conduct of the clinical trial; listed under item
6 of the FDA Statement of Investigator (Form FDA 1572).

Subinvestigator— is the preferred term.

18
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B4 1857 (COMBINATION THERAPY)

SR A A P b m PR ol LA A VRIS T8O S AT IR
oA

The use of two or more modes of treatment—e. g., surgery, radiotherapy,
drug therapy—in combination, alternately or together, to treat a

disease.

23 HZ5 (COMPASSIONATE USE)

5 [ £ it 24 ot A LR R T i HH AR R T e A Sl A R R 259
Circumstances under which certain Food and Drug Administration
regulations may be exempt to allow the use of an investigational agent

for a single patient.

M (COMPLIANCE)

A IRBF I TT R EOR AR 25 R AR

F s Fe RO S 9 D .

Patient: A term referring to the degree to which the patient has
followed the instructions and dosing requirements of the protocol.
Protocol: Refers to adherence to the procedures defined in the study

protocol.

IFHEIFSY (CONFIRMATORY STUDY)

oh 2 i W A S PIT  SE A 25 0 S A M T S (R IR PR 9 . RS

19
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FLZ N RE BEHLAT AL .
Any clinical study designed to provide the substantial evidence of
efficacy required for regulatory approval. These studies are typically

double blind with a randomized control group.

4 E (CONTRACT)

B IR T [CSAT, G PRI 56 L [CTADD

Clinical Study Agreement [CSA], Clinical Trial Agreement [CTA]
WE5EE (EUAR) MR AR IR H R SO, iR 1k
P43 1] RN 5 AT 73T o

A document signed and dated by the investigator (or institution
representative) and sponsor representative that delineates agreements

on financial matters and delegation/distribution of responsibilities.

& FFFEAL (CONTRACT RESEARCH ORGANIZATION,CRO)

55 03 BT A 1) O BE AR HH I PR 1 56 S5t o R v F 8 0 20 DA A A S L
4. 21 CFR 312. 3 figH, CRO FEBEHN AN HIFRE 7K 4H — Tl ol 22 IR K AT 55 (Al
B IRy 5 R AT ST PR R . AER RIS AT A FDA I IR BT
BD BN KB

An independent organization that contracts with the sponsor to assume
some of the sponsor’ s responsibilities for conducting clinical trials.
According to Title 21, Part 312.3, of the U.S. Code of Federal
Regulations, “means a person that assumes, as an independent contractor

with the sponsor, one or more obligations of a sponsor, e.g., design

20
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of a protocol, selection or monitoring of investigations, evaluation
of reports, and preparation of materials to be submitted to the Food

and Drug Administration.”

2% SOIE(CONTRAINDICATION)

ANHERF AL A 25D I FRAE BRAS
An indication or condition in which it is recommended that a drug NOT

be administered.

%4 (CONTROL GROUP)

FREZAMEVR YT B R s 4L, g R 58RI 1 “l 5K
N7 M

The group of patients receiving the standard treatment or placebo used
for comparison to results obtained in the “treatment group,” the group

of patients undergoing the experimental treatment regimen.

XiF FR G R R K (CONTROLLED CLINICAL TRIAL)

Rl 25 ) 55 22 SR B A A 0GB U e, 32l BEAL o)
LRSI

A study design that compares the investigational drug with either
placebo or with another treatment known to be effective against the

disease in which subjects are randomly allocated to treatment groups.

21
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B8 #L (COORDINATING CENTER)

78 22 iR 56 H 47 T B TR RN 508 A 2 1 R i b
A clinical research site that will coordinate activities and data

management in multicenter trials.

AR5 # (COORDINATING INVESTIGATOR)

Z i b 47 ST RS [R50 I 50
Investigator assigned to coordinate other investigators at different

study sites in a multicenter trial.

A X ¥ (CROSSOVER DESIGN)

REAL AN Ao N A R & (P42 52 PR A sl B Fh LB 3897 I 5T 150t
A study design that has each patient participate in two or more

treatments in a specified order.

f&i 3 (CURRICULUM VITAE,CV)

WHotE B S RIS R me ) gh, AT DI .
Prepared by an investigator to summarize hisher training and expertise;

similar to a resume.
T (DATA)
M AR Th3RAS 145 S, 18I0 K ARl A 38 (CRF) BlIm PR SE 56 % FL -+

S

22
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Information obtained from a clinical trial, usually recorded on a Case

Report Form (CRF) or clinical lab electronic file.

BRI NME R4

(DATA AND SAFETY MONITORING BOARD,DSMB)

X BRI T SRAT I B AT A, PPAb I R U R T R AL LR o
I SR PRI H B R S, B A LR R VR &L, DSMBHR AT
{5 1R % . DSMBULFRIDMC, Bl Bkl 24 2 DA 4%

An independent group that will review data from ongoing blinded
clinical trials to evaluate excessive risk or profound efficacy. The
DSMB can stop the clinical trial for excessive toxicity or if evidence
is adequate to show treatment is beneficial. A/so called 1DMC,

Independent Data Monitoring Committee.

I A (DATA AUDIT)

P22 LA SRS 1) R AR5 5 B 40 22 o 49 4 o5 38 (R Bl a1 22 5
Comparison of source documentation of original data to the data

transcribed on a Case Report Form as a check for discrepancies.

B iE w4 (DATA EDIT)

AN Lk B b, Ml s s 8, DA lEuE E ) mE .
Comparison of data, manually or automated, to detect incorrect

information for the purpose of clarification and quality control of

the database.

23
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IR (DATA MANAGEMENT)

AN TARBE T A £,  MBCEE s 215 o A A R B A e 7
All data—processing activities, automated and manual, beginning with
data collection and transcription through the generation of tables and

charts.

/R 3535 3= (DECLARATION OF HELSINKI)

i

[

X HRFE

See Helsinki, Declaration of

DHHS

it e 55 k23 iRk 557

Department of Health and Human Services.

XA (DOCUMENTATION)

FlB e R AR S R R R DB B i s CGCfF. B SCPRRDE
EOAE) ARSI ) PR R BRI It

A1l records in any form (documents, electronic files, and optical
records) describing methods and conduct of a clinical trial, as well

as factors affecting the trial and action taken.
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718 R 41 B PE(DOSE-LIMITING TOXICITY)

PRI K L) B AR 2 R R N Poe R &= .
A dose at which the level of toxicity is a factor in determining dose

modifications.

BV FE AT 57 (DOSE-RANGING  STUDIES)

PO AN [R50 2 (R0 25 P 7 250RH / B 2 Pk A G ot o
A study design to evaluate the effect and/or safety of different doses

of an investigational agent.

& (DOUBLE BLIND)

/83—

See Blinding.

Jii 7% % 5 (DROPOUT)

I R I S R P R BE 58 e A 7 S8 L SR (PRI S JU 52 i 4
A subject who does not complete all of the protocol-required parameters

for a clinical trial.

DSMB

ORI D12

25
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Data and Safety Monitoring Board.

EC

WM ] 4

European Community.

I (EFFICACY)

I RERE IR B TR R o
A measure of a drug’ s ability to ameliorate the signs and/or symptoms

of a disease.

EFPIA

KRN 2 I 2

European Federation of Pharmaceutical Industries and Associations.

EMEA

A ESEY/ MR I

European Agency for the Evaluation of Medicinal Products.

2 5 (ENDPOINT)

KRB AR BUE F0E (RIS , RmRaEs GRE, B =
eI A IR B VR KR o
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A predetermined event (per protocol) that indicates a patient’s
completion of the trial, either by disease state (cure, progression)

or by completion of all study visits.

eHEZE RS (EC)

B 2 VN GURIAR B 7 B N B3 ZH BSOS, FEoR B R DRAIE I A 1
2 e LS R AR i 32 R O G . 2 B RIS B S i S 3
NARBATAT RIS AT LR B OO W A6 B2 oo il 2 T S [EA LA
AL (IRB) .

An independent group of medical and nonmedical professionals whose
purpose is to verify that the clinical trial is performed safely, with
integrity, and with respect to the rights of the human subjects. Most
countries require that an EC provide a statement of its opinion on any
research involving human subjects. The Ethics Committee is the European

Union equivalent of the U.S. Institutional Review Board.

EU

EER

European Union.

A PFHr & (EVALUABLE PATIENT)

SERLFF A RIS 7 SRR, w] T PR 6 24 4 2 A P A R i R
Patient ina clinical trial who has satisfied all protocol requirements

and may be evaluated for safety and efficacy in the analysis.
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BEWE (FRAERM) [FINAL REPORT (by Investigator)]

BERLAIT ST T SR I AR IR AT S 4 RS ALAL o A 2 b 25 [TRB] 1) HL A4 B
KD, JFLAR GRS A4S TRB AT /3 .

Fach investigator is required to summarize the clinical trial (per
specifications of their Institutional Review Board [IRB]) and submit

it to the IRB and sponsor in a final report.
MR E g% (FINAL STUDY REPORT)

B EFREHRYE (Final Medical Report)

T B 5 Bl RIS 1) e A A 8, AR R, ik
SR WoRAIVEY,  GEvE A A g R S 1 e

A complete and comprehensive description of the completed study,
including descriptions of experimental materials and methods,
presentation and evaluation of the results, statistical analyses, and

a critical discussion of the results.
EEERAGSEHS (FOOD AND DRUG ADMINISTRATION,FDA)

S R BORF IR T, BT TR M 2 SR 1
The federal agency responsible for regulating the sale of food, drugs,

and cosmetics in the United States.
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HYGR R R EEHMIE (GOOD CLINICAL PRACTICE,GCP)

I RIRIS VTt SERANIR A AR dE, DU ORI B R RE 2k, IR B2l
(AR . 2 HESE R IBOAA M 21 58 50, 56, 312, 314, 600, 601, 812 J 813
A standard by which clinical trials are designed, implemented, and
reported to assure that the data are scientifically sound and that the
rights of the subjects are protected. Refer to Title 21, Parts 50, 56,

312, 314, 600, 601, 812, and 813 of the U. S. Code of Federal Regulations.

SIS E R ESEMTE (GOOD LABORATORY PRACTICE,GLP)

SEES HEMEIT I E BNG . S IESE EIPAERN 21 2 58 K.
Regulations pertaining to research laboratories. Refer to Title 21,

Part 58, of the U.S. Code of Federal Regulations.

HEAEEREEESEMNTE (GOOD MANUFACTURING PRACTICE,GMP)

DR 24 it 8 2 e ) 7 T O 5 G T Y e R 7 it R ) o A
T ORAE . 2 IS EIHVARE 21 5 211 3K

That part of pharmaceutical quality assurance that ensures that
products are consistently produced and controlled in conformity with
quality standards appropriate for their intended use and as required
by the product specification. Refer to Title 21, Part 211, of the U.S.

Code of Federal Regulations.
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/R EHH = (HELSINKI, DECLARATION OF)

I3 A TR 56 H S Tt A2 2 7 [ o P S A
International document concerning the ethical conduct of clinical

trials.

ICH

NN E e

International Conference on Harmonisation.

IDE

ik PR 0 4

Investigational Device Exemption.

IDMC

E BRLZLENERAR

See Data and Safety Monitoring Board.

JE£2(INDEMNIFICATION)

O S BRI D AR AR =y B MRS, e PR A 3 4R S 1 %
AT, AZSCAE AT LLORGIFGEE AN/ BB e s S LA B 40 32 21 32 10 (BoR
J& D $RHH R R ) R o
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A legal document indicating protection or exemption from liability for
compensation or damages from a third party; usually protects an
investigator and/or hospital or institution from claims made by the
study subject (or relatives) that harm was caused to the subject

as a result of participation in the clinical trial.

& NAE(INDICATION)

PRI 25 WU E BEVR T 5193 B 2 ] i
The disease state or medical problem being evaluated with the study

agent.

5 BEIT (INFORMATION AMENDMENT)

TR AGIEREB 50T 98 G BT OF IR — R %), S ftb e fs
SR IF IS o

Refers to an amendment to the Investigational New Drug Application (not
necessarily to a specific protocol) that provides additional

information, such as the addition of a new investigator.

51EFE B (NFORMED CONSENT FORM)

FARAIE S 32 2 H S il R (K4 A% o AR < (1 B £ S b5 B
() VB R R RS 521 IR R 45 A iR REH 2, 523 (T )
A 2R R, A EANBGEE BN - F0 RS A B2
Lo B VR o VP 2 D1 2 W A Atb

Form used to confirm a trial subject’s willingness to participate
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voluntarily in a study. The subject or legal representative signs the
form after all appropriate information about the trial, including
objectives, potential benefits and risks, and subject rights and

responsibilities, has been explained and all subject questions have
been answered. The Informed Consent Form and information must be

reviewed and approved by the Institutional Review Board.

FEZ(INSPECTION)

FelH 2y BRI L B URE R /B I T (B AR A R S R
HA, HH MR TR S AR T U7 8E, BU4E GCP EERR SE i
(16

An official audit conducted by regulatory authorities of the Food and
Drug Administration, sponsor, or cooperative group at the site of
investigation and/or the sponsor. The purpose of the inspection is to
verify adherence to applicable regulations and guidelines, including

those of Good Clinical Practice.

P EZ R4S (INSTITUTIONAL REVIEW BOARD,IRB)

R S FE ISV 21 25 56 R BRI, HBE S Tb N LA B 22 Ll
N ARSI, LIRS DR AT 20 A ARG 1) 32 180 1) 22 A AT
fio

An independent body of medical and nonmedical members established
according to requirements outlined in Title 21, Part 56, of the U.S.
Code of Federal Regulations. The IRB, usually institution specific,

is responsible for the initial and continuing approval of research
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involving human subjects, as well as for verifying the protection of

safety and rights of those human subjects.

RE Y (INVESTIGATIONAL AGENT OR PRODUCT)

ISR RICITT I 259 R A bk -
A pharmaceutical product, placebo, or device being used in an

investigational clinical trial.

WL HEH Z5(INVESTIGATIONAL NEW DRUG)

FIRSCEIRIRVE R 2155312, 25K MR, WFFEMERT 248 40 HI T~ IR R WE 3 (R0 8
2y PrERSCEDSI, B RSN E R A

According to Title 21, Part 312.2, of the U.S. Code of Federal
Regulations, “means a new drug, antibiotic drug, or biological drug
that is used in a clinical investigation. The term also includes a

biological product that is used in vitro for diagnostic purposes.”

BrZhatst (IND) i

INVESTIGATIONAL NEW DRUG (IND) APPLICATION

I0) 56 [ £ i 24 i 7 B Jm) FROS T SUBT 2578 N ARBEAT I ARG L 7, 05 24 B
o ATEL BB PR AT ST A RS BRI ST S

In the United States, process by which investigational new drugs are
registered with the Food and Drug Administration for administration
to human subjects in clinical trials; includes information on

pharmacology, chemistry, toxicology, previous clinical studies
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results, and future study proposals.

9 (FEHF5E) INVESTIGATOR (Principal Investigator)

VERBRFUA ST N, EETE GRE RS RIEA) 25T
e ARG 1) S5 it I RS2 K (1) e AR A o BEAERIE 0 B B4 (FDA
15728 ) o MRS EPITEI 2158312, 238K MlE, F BT L TR Bk
SEHRARTETT (Wl FEME BERTR R MRG0 ka2l #) A
No A Rim RIS — 2 G2 S, WFEH R XA st N, XA
'CNRVER AR TEE

As the leader of the investigational team, this individual (usually
a physician or dentist) is responsible for conducting the clinical
trial and ensuring the safety and welfare of the study subjects. The
investigator signs the Statement of Investigator Form (Form FDA
1572). According to Title 21, Part 3 12.3, of the U.S. Code of Federal
Regulations, “means an individual who actually conducts a clinical
investigation (i.e., under whose immediate direction the drug is
administered or dispensed to a subject). In the event an investigation
is conducted by a team of individuals, the investigator is the
responsible leader of the team. “Subinvestigator” includes any other

member of that team.”

MR EHFH(NVESTIGATOR'S BROCHURE)

A7 ARG 25 VAR Il RS0 1T CA5 B RS 45, AR R AT ot b=z
it REAETORL S RNARIN ARSI s s s BRI
IRBIFFUE IR o X SEH s nf A i AR o 22 A VP A sl 1 I i e e (5 AR A0
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SRS & S F T ERSNTTRN Tk

Collection of all relevant information on the investigational product
known prior to the start of a particular clinical trial, including
preclinical data such as chemical, pharmaceutical, toxicological;
pharmacokinetic and pharmacodymamic data in animals and in man; and
the results of earlier clinical trials. The data should support the
justification for the proposed trial and evaluate safety or precautions.
The brochure should be updated on a continual basis as new information

is gathered.

SZ = AE B (LABORATORY CERTIFICATION)

SCHS B ASUE D, UF XS % BRI Aoz F AR Y R T R A SE
DEAKUE 575 2 W A% . U5 FOF A, R — 4 IR E AP IR

A certificate given to a laboratory indicating that the laboratory is
capable of performing all tests as required by use of a proficiency
testing program. The certification is usually renewed on a biannual

or annual basis after appropriate inspection and testing.

LW HE (MARKETING AUTHORIZATION APPLICATION,MAA)

ERR L FR BT I 5 R O MU SR AT e R AE B, Rtk s

i3t AR RIS o

A complete dossier of information, including chemical, pharmaceutical,
biological, and clinical data, which is sent to a regulatory authority

to support a request for marketing authorization in the European Union.
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B RZHE (MAXIMUM TOLERATED DOSE ,MTD)

AR AR IAN AT 52 1) g4 (R d5 R 25 25 77
The dose determined to be the highest dose to give subjects without

unacceptable side effects.

7 B (MONITOR)

S RRWZEENE (CRA )

See Clinical Research Associate (CRA).

& (MONITORING)

FIPTT S CE B A i Z A IR RN, AR BRI R et g .
A contact by the sponsor with an investigator or member of the
investigative staff that serves to further the progress of a clinical

trial.

MOU

TR e FR G 2 A BRI R A PR LA 22 W) S VAT EL AL 52K 3C
s

Memo of Understanding.A document between the Food and Drug
Administration and other regulatory agencies that allows mutual

inspection.

36



ACRP.cn NAHHE. L4 R ) CRA M4 HIX

% R (MULTICENTER TRIAL)

HH 22 AT 1) 22 N BIE 9 4 B TR — A 7 58 3 ) STt 1) T R
A clinical trial conducted according to a single protocol at various

investigational sites by various investigators.

BHZIHIE (NEW DRUG APPLICATION,NDA)

Ir) 56 [ £t 24 A B JR) R TG 25 L i A B N P AT B e S B R
BFEYIE . iR AR R R TR

The complete dossier of information submitted to the Food and Drug
Administration to request marketing authorization for an
investigational agent. The contents include chemical, pharmaceutical,

biological, and clinical data.

FrFseik (NEW MOLECULAR ENTITY,NME)

(R R BT 22 544 [NCE])
X HE T ENARA TS 4 iE ) .
An active ingredient of a drug preparation that has not been previously

marketed in the United States.

NIH

B DARETERE, R S IS5 T & M — AN BRI, 2 AR
AN R, BT Al R b AR A 5T
National Institutes of Health. A federal agency under the Department

of Health and Human Services that is composed of several institutes
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and centers dedicated to specific areas of medical and health research.

JEIERIHFSL(NONCLINICAL STUDIES)

E EREISER

See Preclinical Studies.

FFRERFFT(OPEN LABEL STUDY)

W E R R IRIT T R 19T AR 45 257 &= 19T
A study in which the treatment schedules, drug treatment, and doses

are known to both the investigator and the subject.

OHRP

5 N EWEFUORY ) o

Office of Human Research Protection.

%5 5 (OUTCOME)

F T PR R 25 9097 R B 2 0 BRI 45 3 RS A
Aresult, condition, or event associated with individual study subjects

used to assess efficacy.

25 Tt B 5 (PACKAGE INSERT)

AL B2 dh AR5 5 SR T4 25, e e PEATIE MAE 5 NS S
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Refers to the prescribing information supplied with a marketed
pharmaceutical product and summarizes known information about dosing,

safety, and indications.
SEATHT R ¥ tH(PARALLEL STUDY DESIGN)

TR RIS L R LA L — 4B T AR ot (5 A8 Wik Al
=) .
A study design where subjects are randomized to one treatment plan for

the duration of the trial (as opposed to “crossover” design).

B E(5 HE(PPATIENT INFORMATION SHEET)

FERRAE S TAn s 4D e kI TR A R I
T OSEEES, | IO H IR 2R

European Community equivalent of Informed Consent Form; may also refer

to the information provided to subjects prior to signing an Informed

Consent Form. | See also Informed Consent Form. May also refer

to instructions to patients for administration of investigational

agents.

255 (PHARMACEUTICAL PRODUCT)

FHTR AR TR e W, AR NAREPEThRE, JF 6l & & IE
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25 I AT ) sl 590

Any substance or combination of substances that has a therapeutic,
prophylactic, or diagnostic purpose intended to modify physiological
functions and presented in a dosage form suitable for administration

to humans.

%% (PHARMACODYNAMICS ,PD)

A BRAN Z5990AH B F 0 25 B2 ST AR
The science involving the pharmacology of the interaction of drugs in

a physiological environment.

7R3 1% (PHARMACOKINETICS,PK)

WY, A AT ANHEM CADME) 1248t
The science involving the absorption, distribution, metabolism, and

elimination (ADME) of drugs.

WA T F I F(PHARMACOECONOMIC STUDY)

MR T J7 155 G5 R s A O 1 25 R
The study of a specific treatment in relation to the economic benefits

of the treatment.

Z5RAT R 2% (PHARMACOEPIDEMIOLOGY)

WFTC LA NAEAN R LR R AR P A8 1R 22 7
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The study of the use of drugs in the general population and large numbers

of specific group types.

2 22 (PHARMACOLOGY)

WEFTYRYE . PRAR Ae TEPER & R 25 R
The science involving drugs—their sources, appearance, chemistry,

actions, and uses.

| BAIEIR(PHASE 1)

BT ST R 58 R St I 2 IR, H Rl D R R AR R A
A R ALY |G o & Y A A = o3 L il 48

E EEBRFEM 21 58 312.21 Ko

The first clinical trials conducted after filing an Investigational
New Drug Application. Generally aimed at establishing safety,

pharrnacokinetics, and doses in a small number of normal volunteers.

See also Title 2 1, Part 3 12.21, of the U.S. Code of Federal Regulations.

1 B BR(PHASE 11)

75 T WK 5 O St FID W25 0nt B ARG ROIE B8 17 & — USRS
20" G 128 e AR /D B R EA T REA LT BT

W EEERFEM 21 58 312.21 Ko
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After Phase I studies, Phase 11 studies are the first look at efficacy
in a given indication. They are usually randomized, tightly controlled

studies using arelatively small number of carefully selected patients.

Seealso Title 21, Part 312.2 1, of the U.S. Code of Federal Regulations.

NI IER(PHASE 111)

P RARE VL, AGEARAERE 58 O S ST 2 WA i N A P 1 A
B, WATTERF IR AT, W ARV JLE

W EEERFEM 21 58 312.21 Ko

Clinical trials where the number of subjects is expanded and the
inclusion criteria are less stringent to gain experience with the
investigational agent in a large number of patients. Also, specific
patient populations, such as geriatrics and pediatrics, may be

investigated.

SeealsoTitle 21, Part 312.2 1, of the U.S. Code of Federal Regulations.

VIl R (PHASE 1V)

IV RIS g “ EWE0is” , SEit st s R 2, . itk
ity A SO B SE il 25 ) 2 B S WE ST AR BRI SE. FR 20 )
R BB I8 NRE DA AU T/ 1T 3 A

Phase IV trials are often referred to as “postmarketing studies” and

are done for a variety of reasons: to place the drug in the market,
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to make marketing claims, or to conduct pharmacoeconomic studies and
quality-of-life studies. New formulations of the drug or new

indications must be investigated in Phase [ /Il clinical trials.

Z R FI(PLACEBO)

TEIR AR 5T b 55 G 2590 () 71 B R AH (7], (HC 25 BV PR i o, 85 T
556 250t I
An inactive substance made to appear identical to the test agent in

appearance and taste used as a control in clinical studies.

PMA

ETRTVE R RIS . FRIAS AT N H .
Premarket Approval Application. Refers to devices and application for

marketing.

L E RN (POSTMARKETING SURVEILLANCE)

et B, FAE IR 2 A I AR A RS DL, OSP4  A R
%44:0
Monitoring by the sponsor of the use of a drug in the general population

after approved for marketing to evaluate adverse events.

I R BT 5% (PRECLINICAL STUDIES)

FE NI RS AT IR, HE IR BT 295 B, wbolie, Ay AR,
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M FEERESUENE . R AR LS, IR ATHT T AT 4R ST . Al
PR R AR IR ST o

Studies done prior to human clinical trials and aimed at establishing
information about a new drug, such as absorption, distribution,
metabolism, elimination, toxicity, and carcinogenicity. Preclinical
studies may continue after studies in humans are underway. Also

referred to as Nonclinical Studies.

FEHF 57 (PRINCIPAL INVESTIGATOR)

See Investigator.

& (PROTOCOL)

W2 1697 R BUR RN TEAIIE ST R 15 . TR S5t Mdls A H
HIBEAT U], R EARBERS 7Ot mBet . ik HEURSEiTg Hl .

A detailed plan for the investigation of an experimental agent,
treatment, or procedure. This document explains the background,
rationale, and objectives of the trial and specifically outlines the
design, methodology, organization, and condition of conducting the

study.

TI RV GHRD ATBALEE

(PROTOCOL-SPECIFIED (PLANNED) ADMINISTRATIVE LOOK)

BT BALEE, 207 ARy
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An administrative look at the data that is planned as an integral part

of the protocol.

BEHLIL(RANDOMIZATION)

52 R e 2 FEE R R T A i —Morik.
A method by which study subjects are assigned to a treatment group to

obtain equal, comparable treatment groups.

BEHLEZ(RANDOMIZATION CODE)

MR B2 1A H H S ] 25 BE L e ) — e r 4l . s iidist ke
o R AR, RIRE WS TN RN dl, BEPL I
144 BPORE 2 Al e 2 B HL BB L b

Investigational agent randomization to a treatment group by subject
number. Inaddition to indicating the randomization on prepackaged drug
for individual subjects, subjects may be randomized to a treatment arm

by prerandomized numbers sealed in envelopes or randomization cards.

DX gl R AT S B B

(REGIONAL CLINICAL RESEARCH ASSOCIATER,CRA)

PRI XIHATINGE | H T SERAFZRENEE ( CRA )

Monitors located in geographic regions.

See also Clinical Research Associate (CRA).
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BB -W 25 L (RISK-BENEFIT RATIO)

L TIRIT BB S RS SIS R . MU FF &5 25 i 4s (IRB) A, WESTH
AR BTN ) I B A7 AR XU o

The relationship between the risks and benefits of a given treatment
or procedure. Institutional Review Boards determine that the risks in

a study are reasonable with respect to the potential benefits.

24P (SAFETY)

TaUE N T 22 VeV . WnT T 2 2 T st sl e i 2
I a2 4k 5

Refers to the evaluation of the safeness of a drug when used in humans.
May refer to establishing safety of a new drug in an investigational

trial or surveillance of the safety of a marketed drug.

YEE A R EM (SERIOUS ADVERSE EXPERIENCE,SAE)

FRAEATHRHIE . ZERE . BIVE BT i3, AFEAE AN IR T AR S (1
e LA AT KBS BB B VR T B AT BE i [ . T34,
FeRVEFRH R AN I B R 2 2 P AN R A

Any experience that suggests a significant hazard, contraindication,
side effect, or precaution. This includes, but is not limited to, any
experience that 1is fatal, life—threatening, or permanently or
significantly disabling, or that requires inpatient hospitalization
or prolongation of hospitalization. In addition, congenital anomaly,

occurrence of malignancy, and overdose are always regarded as serious.
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Ell/EF (SIDE EFFECT)

B FREH (AE )

See Adverse Experience (AE).

BAH (SINGLE BLIND)

I igE.

See Blinding.

JR 44535 (SOURCE DATA)

PRI

See Source Document.

J5 3 (SOURCE DOCUMENT)

TR E R S R AR B H AR BT RO Al s R R g
WEEEEE B o PSSO R T AZ SR AR ot 2R P o NI

Trial subject’s medical chart, laboratory report, nurses’ notes, or
any official record documenting original observations or activities.
Source documents are used for verification of the data entered on the

Case Report Form.
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J5 A% 2 (SOURCE DOCUMENT VERIFICATION)

Rl & (CRF) A A 5 SO BB TR, DU DR 119
EESGROE{CTEE RSt b uN e

Process of assuring the validity and completeness of the data recorded
in the Case Report Form (CRF) by comparing the information in the source

document to that recorded on the CRF.

B 773 (SPONSOR)

TDT A A LN PR PRI () N B 23 ARl 55 [ SR A 21 56 312. 3
HIIE, HIPBE IR IO AR IRIRTETTI N . B T LA N 24 2
Al BURHURE . AP RIBIH A S k. HHIpE A28 A ST
CRINE-WIFCERRIN) o SR — A ERE DN KRETEIT TN GE Hp 2, A
WIS, R U
Individual or organization that takes responsibility for initiation,
organization, and management of a clinical trial. According to Title
21, Part 312. 3, of the U.S. Code of Federal Regulations, “means a person
who takes responsibility for and initiates a clinical investigation.
The sponsor may be an individual or pharmaceutical company, government
agency, academic institution, private organization, or other
organization. The sponsor does not actually conduct the investigation
unless the sponsor is a sponsor—investigator. A person other than an
individual that uses one or more of its own employees to conduct an
investigation that it has 1initiated 1is a sponsor, not a

sponsor—investigator, and the employees are investigators.”
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H 1 -BF 51 & (SPONSOR-INVESTIGATOR)

MRS EIFRVERE 21 5 312. 3 3K, W& -WF 9 e da SO I se e 5T N,
AR e S RISt s DO EIT . AHANELIE BRI N BLAMRAT AT AR o 3
TG AP AR EEK, L& ] T I8 -0t 9T 3

According to Title 21, Part 312.3, of the U.S. Code of Federal
Regulations, “means an individual who both initiates and conducts an
investigation and under whose immediate direction the investigational
drug is administered or dispensed. The term does not include any person
other than an individual. The requirements applicable to a
sponsor—investigator under this part include both those applicable to

. . ”
an investigator and a sponsor.

A4 (STAGING)

FRPE LI 73 TN 2R AT I AR I () el
A process for categorizing the extent of disease for enrollment into

a clinical trial.

U EIAE(STANDARD OPERATING PROCEDURE)

S R 6 ) VR AN S TR R

Detailed, written instructions for the management of clinical trials.
FUEVETT (STANDARD TREATMENT)
H AT E 9897 5@ NAE H O E G 31697 ik

The treatment currently being used for an indication and considered
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to be of proven effectiveness.

WRE A (SO # (B) FDA 1572 %4%)

[STATEMENT OF INVESTIGATOR (SOI) FORM (also called Form FDA 1572)]
FDA FL5E R STt B A Wi R A A AR ST A, 2 56 BB 2500198 (INDD) FRTE T
W) — 80873 o W98 25 40 s A R R UG, PP B YR FE ) 2 EE DA B4l
B WFUE M EESHERIE R

FDA-required document for all clinical trials conducted as part of a
U.S. Investigational New Drug (IND) Application to register the
investigator to do research for the IND; signed by investigator to
indicate hisher acceptance of key responsibilities of the clinical
trial; contains information about the trial, investigator(s), and key

responsibilities.

4} Z(STRATA/STRATIFICATION)

HLL N2 SR LERFAE R 52 (1 32 1 W4

Subgroup of subjects selected by certain variables usually at baseline.

WFFT4(STUDY ARM)

WFFL— R 2 B AR T 70 4l

One part, segment, or specific treatment group of a study.

WF5L i 572 (STUDY COORDINATOR)

JE WEERFFERDIFER (CRC )
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See Clinical Research Coordinator (CRC).

W5 Z59)(STUDY DRUG)

AR BIG T 298, A TERS . S EVRA (s BRI AR
The investigational agent(s) being studied in a particular clinical

trial; may be in solid, liquid, or gas (such as anesthetic) form.
RS2 (STUDY FILES)

I R IG: HP A7 JBCAE A 9 3 3 p AF 5 3800 s 1R S A
The files located at the study site that pertain to an investigator’ s

documentation of a clinical trial.
R E 1S VE5{E (SUBINVESTIGATOR/COINVESTIGATOR)

FUAT P 32 SRS STt R 0 B8 BN, T e P AR B P

TE SEHRE/ RRTAR A HaEE ( TEHHZE )

A qualified individual (usually a physician or dentist) who assists

the Principal Investigator in the conduct of a clinical trial.

See also Coinvestigator/Subinvestigator.

and

Investigator (Principal Investigator).
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%A (SUBJECT)

AR N O NSRS D o Sl nl Bl
a. SRR R G

b. fERCRDLE WG IR TR
c. ARREIROLE RS 25W) AT ORI B
d.ARE I B B2 WK 52

AR 26 [ VAR 21 28 312. 3 3K, ZIRXF S WA, AR R
2RI AN IS WA AN, 2l al o R A A 20w A .

A human being (patient or nonpatient volunteer) participating in a
clinical trial. The subject may be a a.healthy person volunteering in
a trial, b.person with a condition unrelated to the use of the
investigational product, c.person whose condition is related to the
use of the investigational product, or d.recipient of the study drug
being tested or a control. U.S. Code of Federal Regulations, “means
a According to Title 21, Part 312.3, of the human who participates in
an investigation, either as a recipient of the investigational new drug
or as a control. A subject may be a healthy human or a patient with

a disease.”

B HHR(SURROGATE OUTCOME)

AR RREG Bl 5, AN — NI IR SR A A I ARG 1) 45 3
The use of a test or measurement instead of a clinical event as an

outcome of a clinical trial.
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Al #4572 (TEAR-OFF LABELS)

MRS 25 LI — Bl R bR 2, Horb— 3 vl i B JF n] RES A WH S I
TEAME R, 0. BENLgEY.

Refers to a specific type of label for investigational agent where a
portion of the package label can be torn off and may contain specific
information about the investigational agent, e.g., the identity of the

randomized code.

1RIT 1% (THERAPEUTIC)

HIPESFS

Pertaining to treatment.

FHZ(TOXICOLOGY)

WA DR 25 BT

The study of the toxic pharmacology of a compound.

1BITH(TREATMENT GROUP)

ARG IR T R A\ 4.

Group of patients receiving the experimental treatment regimen.

R F 2 H T ¥AIT(TREATMENT INVESTIGATIONAL NEW DRUG)

PRI B i 24 e BRI VEE B T i SV R TR A IA LA

A mechanism by which a drug is approved for treatment use and made

53



ACRP.cn NAHHE. L4 R ) CRA M4 HIX

available to patients before it has been approved by the Food and Drug

Administration for sale.

=E(TRIPLE BLIND)

Z ®E.

See Blinding.

JEX} B (UNCONTROLLED)

WA BB kS CfTiE O 4D X Ea oL,
A study where the investigational treatment is not being compared (by

study design) to a concurrent treatment as a control.

FETHA A R 244 (UNEXPECTED ADVERSE EXPERIENCE)

S [ B 24 i B E - B IOE ST 3 T BRI ST R XU A5 S AT 1Y
FT T T T ORI RV P ER R BUR AR AT A A R AR AR
TUHIAS R AT

Defined by Food and Drug Administration regulations as any adverse
experience that is not identified in nature, severity, or frequency
in the current Investigator’ s Brochure or in the risk information
described in the investigational plan or in the current

Investigational New Drug Application.
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e RIMEAT B EZ (UNPLANNED ADMINISTRATIVE LOOK)

P77 GBI RIME S TH R o BEAT BB 5 Bz . 0 2 6 2 R
M7 RO BRE R K I AT 108 A o AR ARV RIVEAT B 52 23T
HAR DR EAT, BT 805 45 R o gt s X

An administrative look at data that were not anticipated in the protocol
but arose after the trial was begun. Generally, this is done to analyze
the data if the drug seems to be extremely effective or toxic. The need
for unplanned administrative looks may arise occasionally, but these
should be done sparingly since they can interfere with the statistical

effectiveness of the results of the trial.

WHO

A B AEA L

World Health Organization.
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	临床研究协调员（CLINICAL RESEARCH COORDINATOR，CRC） 
	临床研究协议（CLINICAL STUDY AGREEMENT，CSA） 
	临床试验（CLINICAL TRIAL） 
	减免临床试验[CLINICAL TRIAL EXEMPTION，CT(X)] 
	盲码破译信封（CODE BREAKER） 
	合作研究者/次级研究者（COINVESTIGATOR/SUBINVESTIGATOR） 
	联合治疗（COMBINATION THERAPY） 
	慈善用药（COMPASSIONATE USE） 
	依从性（COMPLIANCE） 
	验证性研究（CONFIRMATORY STUDY） 
	合同（CONTRACT） 
	合同研究组织（CONTRACT RESEARCH ORGANIZATION,CRO） 
	禁忌症(CONTRAINDICATION) 
	对照组(CONTROL GROUP) 
	对照临床试验(CONTROLLED CLINICAL TRIAL) 
	协调中心(COORDINATING CENTER) 
	协调研究者(COORDINATING INVESTIGATOR) 
	交叉设计(CROSSOVER DESIGN) 
	简历（CURRICULUM VITAE,CV） 
	数据(DATA) 
	资料安全监测委员会 
	（DATA AND SAFETY MONITORING BOARD,DSMB） 
	数据核查(DATA AUDIT) 
	数据编辑(DATA EDIT) 
	数据管理(DATA MANAGEMENT) 
	赫尔辛基宣言(DECLARATION OF HELSINKI) 
	DHHS 
	文件(DOCUMENTATION) 
	剂量限制性毒性(DOSE-LIMITING TOXICITY) 
	剂量范围研究(DOSE-RANGING  STUDIES) 
	双盲(DOUBLE BLIND) 
	脱落病例(DROPOUT) 
	DSMB 
	EC 
	有效性(EFFICACY) 
	EFPIA 
	EMEA 
	终点(ENDPOINT) 
	伦理委员会（EC） 
	EU  
	可评价患者(EVALUABLE PATIENT) 
	总结报告（研究者提供）[FINAL REPORT (by Investigator)] 
	研究总结报告（FINAL STUDY REPORT） 
	美国食品药品管理局（FOOD AND DRUG ADMINISTRATION,FDA） 
	药物临床试验质量管理规范（GOOD CLINICAL PRACTICE,GCP） 
	实验室质量管理规范（GOOD LABORATORY PRACTICE,GLP） 
	药品生产质量管理规范（GOOD MANUFACTURING PRACTICE,GMP） 
	赫尔辛基宣言(HELSINKI, DECLARATION OF) 
	ICH 
	IDE 
	IDMC 
	赔偿(INDEMNIFICATION) 
	适应症(INDICATION) 
	信息修订(INFORMATION AMENDMENT) 
	知情同意书(INFORMED CONSENT FORM) 
	视察(INSPECTION) 
	机构审查委员会（INSTITUTIONAL REVIEW BOARD,IRB） 
	试验药物或产品(INVESTIGATIONAL AGENT OR PRODUCT) 
	研究性新药(INVESTIGATIONAL NEW DRUG) 
	新药研究（IND）申请 
	INVESTIGATIONAL NEW DRUG (IND) APPLICATION 
	研究者（主要研究者）INVESTIGATOR (Principal Investigator) 
	研究者手册(INVESTIGATOR'S BROCHURE) 
	实验室证明(LABORATORY CERTIFICATION) 
	上市许可申请（MARKETING AUTHORIZATION APPLICATION,MAA） 
	最大耐受剂量（MAXIMUM TOLERATED DOSE ,MTD） 
	监查员(MONITOR) 
	监查(MONITORING) 
	MOU 
	多中心试验(MULTICENTER TRIAL) 
	新药申请（NEW DRUG APPLICATION,NDA） 
	新分子实体（NEW MOLECULAR ENTITY,NME） 
	NIH 
	非临床研究(NONCLINICAL STUDIES) 
	开放性研究(OPEN LABEL STUDY) 
	OHRP 
	结果(OUTCOME) 
	药品说明书(PACKAGE INSERT) 
	平行研究设计(PARALLEL STUDY DESIGN) 
	患者信息表(PATIENT INFORMATION SHEET) 
	药品(PHARMACEUTICAL PRODUCT) 
	药效学（PHARMACODYNAMICS ,PD） 
	药代动力学（PHARMACOKINETICS,PK） 
	药物经济学研究(PHARMACOECONOMIC STUDY) 
	药物流行病学(PHARMACOEPIDEMIOLOGY) 
	药理学(PHARMACOLOGY) 
	I期临床(PHASE I) 
	II期临床(PHASE I1) 
	Ⅲ期临床(PHASE I11) 
	Ⅳ期临床(PHASE IV) 
	安慰剂(PLACEBO) 
	PMA  
	上市后监测(POSTMARKETING SURVEILLANCE) 
	临床前研究(PRECLINICAL STUDIES) 
	主要研究者(PRINCIPAL INVESTIGATOR) 
	方案(PROTOCOL) 
	方案-详细（计划）行政视察 
	(PROTOCOL-SPECIFIED  (PLANNED) ADMINISTRATIVE LOOK) 
	随机化(RANDOMIZATION) 
	随机码(RANDOMIZATION CODE) 
	区域临床研究助理 
	（REGIONAL CLINICAL RESEARCH ASSOCIATER,CRA） 
	风险-收益比(RISK-BENEFIT RATIO) 
	安全性(SAFETY) 
	严重不良事件（SERIOUS ADVERSE EXPERIENCE,SAE） 
	副作用(SIDE EFFECT) 
	单盲(SINGLE BLIND) 
	原始数据(SOURCE DATA) 
	源文件(SOURCE DOCUMENT) 
	源文件核查(SOURCE DOCUMENT VERIFICATION) 
	申办者(SPONSOR) 
	申办者-研究者(SPONSOR-INVESTIGATOR) 
	入组(STAGING) 
	标准操作规程(STANDARD OPERATING PROCEDURE) 
	标准治疗(STANDARD TREATMENT) 
	研究者声明（SOI）表（即FDA 1572表格） 
	分层(STRATA/STRATIFICATION) 
	研究组(STUDY ARM) 
	研究协调员(STUDY COORDINATOR) 
	研究药物(STUDY DRUG) 
	研究档案(STUDY FILES) 
	次级研究者/合作研究者(SUBINVESTIGATOR/COINVESTIGATOR) 
	受试者(SUBJECT) 
	替代指标(SURROGATE OUTCOME) 
	可揭标签(TEAR-OFF LABELS) 
	治疗方法(THERAPEUTIC) 
	毒理学(TOXICOLOGY) 
	治疗组(TREATMENT GROUP) 
	试验新药用于治疗(TREATMENT INVESTIGATIONAL NEW DRUG) 
	三盲(TRIPLE BLIND) 
	非对照(UNCONTROLLED) 
	非预期的不良事件(UNEXPECTED ADVERSE EXPERIENCE) 
	非计划性行政视察(UNPLANNED ADMINISTRATIVE LOOK) 
	WHO 


