FDA R K

2-(4-hydroxyphenyl) acetamide

2- (45K LW

AAA = abdominal aortic aneurysm

2 E Bk

ABCs = airways, breathing, circulation

B PR IR

ABI/ACS = Automated Broker Interface of the

HaiENL RS T ) B siaa N F(CBP A

Automated Commercial System ENEYD)
absorbable collagen sponge W WAL A Dot e 4

absorption rate constant/absorption rate
coefficient Ka

MR MR 5 B AT R A 5

abstinence symptoms TR R
accelerated approval BT inlid
access to medicine (ATM) B2 al{E

ACCF = American College of Cardiology
Foundation

KHELR A2 EEeR

accredited school

accuracy

HERA

Accutane, a brand of isotretinoin

FUEER AR, dE AR S 4E IR, (RIKR

ACE inhibitors = angiotensin converting enzyme
inhibitors = ACEI

A B R e A A 1 7

acetaminophen

PR G 2k (xian) & Ry

acid reflux BRIV
acidified food TR A B

ACR-20 improvement criteria (American College
of Rheumatology)

2 [ R 27 2 8 KGR 1 98 5038 ) 36 A 5
SR ik o6 T Bk =200 K o6 7 Eeb
=20% fn_PAR T2k =257 =20%

acrylamide R 475 T e

ACS! = Automated Commercial System SN EX
ACTH = adrenocorticotropic hormone 'S R R R
Actimmune (Interferon gamma-1 b)? T EMT— 1b
action letter TR E T FN

active comparator

TEVEXTR 259, IS PEZG X IR

active control = AC

PR, 3 0 e

active ingredient

%)

Active Substance Master File (ASMF)

RRHH 2454 225 AF

Actos (pioglitazone)

SERTH (VRS FUAR) (H A< ] 2422 7] Takeda
FRIHE R 2590)




acute myocardial infarction

SR OHLEESE
2

acute tibial fractures PN E AT
adalimumab (Humira) B[ IA A BT

adaptive design EPEIVAZaAs

adaptive randomization H & N BEAL

ADE = adverse drug event A R
adenoviral vectors JII 7 2 A

adequate and well-controlled studies TR B IR 5T

ADHD = Attention-deficit hyperactivity disorder

VE R IR 2 shiehS, VR A R BE; 23
i

adhesion barrier product

DIESE AT

adjuvant

Bh#); #£57) auxiliary;

adjuvant therapy

Pe2hyrik, MBIk

ADL = activities of daily living

H A s s s g

ADME = absorption, distribution, metabolism,
and excretion

L3RI, A AR HEE

ADR = adverse drug reaction L/ EN =Y
adrenal cortex BB
adrenal cortical hormone B R R R
adrenal gland i
adrenaline B ERER
adulterated devices B
adverse drug reaction = ADR A R
adverse effect RIEH

adverse event = AE AR
adverse medical events ANREZF
adverse reaction (adverse event) 3 A RS
advisory TR

advocacy and support groups* EETIB-EARILLN
AE = adverse event ° AR

AERS = Adverse Event Reporting System NRBARE RS

aflatoxin

EUES S iEE S N

african sleeping sickness

FEHH B ; I

AFSSAPS = Agence Frangise de S&urité
Sanitaire des Produits de Santé

5 E DA e AR R ih R o IR E BT
A A JR)

after effect

Jr BN

agency

HHERT (45 FDAD




AHA = American Heart Association

SR LS 2

AIP = Application Integrity Policy® also Fraud B 0 5

Policy

air embolism Sz

air handling A

air lock RH R ==

alanine aminotransferase = ALT’ WRR AR
ALARP region (as low as reasonably practicable) | &£ 2 a] 4725 1
Alb = albumin H & H

Alcohol and Tobacco Tax and Trade Bureau TTB | {HiE#i & 14 5 5
ALD = Approximate Lethal Dose I =
ALF = acute liver failure ST R IR
alkaline phosphatase® = ALP TPE R
allergenicity B

allergic shock AR
allograft? transplantation [EPERTENE 2N
ALOP = Appropriate Level of Protection TR
ALP = Alkaline phosphatase T PE T R

alpha spending function THFERR L

ALS = amyotrophic lateral sclerosis; Lou
Gehrig’s Disease

WIS BEM R AL, #TERAE

ALT = alanine aminotransferase AR R L s
Alzheimer’s Disease AR B JR PR R T
amino acid sequence AT
aminoglycoside antibiotics RAEPEERPUAER
amphetamines ZJEAR A
amyotrophic lateral sclerosis = ALS L2 4l Z Ag 4k
analysis of covariance (ANCOVA)* WA BT

analysis sets Guit oy MR AR
analyte Gk

anaphylaxis T RO S

ANDA = abbreviated new drug application TRifL T 24 | i

angina pectoris OB

angioplasty balloons MEBES%E

animal trial LY N

anotia T H; R To H-l
antibiotic prophylaxis Tl P e A Z A




antibiotic resistance PrAERPUE
anti-inflammatory agents R Y
anti-metabolites THAR 254
antimicrobial resistance TR 245
anti-nutrients IN=E 15
antipyretic, analgesics and anti-inflammatory fREIR TR 2

drugs

anti-TNF agent; TNF blocker drugs

DU IR SER T i) 571

anti-TNF therapy

Bt TNF-0 VBT

AORN = Association of Perioperative Registered | 2 [E HF Ay M Lihe
Nurses

aortic disease F BNk

aortic stenosis F B kR A

APEC WRE G EEHR
APHIS = Animal and Plant Health Inspection NHEY) BARE R

Service

APIC = Association of Professionals of Infection
Control and Epidemiology

5 B R Gz ) Fimt AT =k e

APIs = active pharmaceutical ingredients JI=§ 3%

aplastic anemia AR RIS PETY
Appropriate Level of Protection (ALOP) &4 R K
approval EpRea

approved drugs CttHEZGY)
approximate lethal dose = ALD (Ve Ol alhy
aprotinin ikl

AQSIQ = China's General Administration for
Quality Supervision, Inspection and Quarantine

] 2 o M E AR IS AR S R AR SR

archival copy

A7 FH B A

Area Under the Curve = AUC; area under the
plasma concentration-time curve

AT 2T AR 24 94 R - I Th) i 2 T AR

ARGNB = antibiotic-resistant gram-negative i 24 8 22 AT 1
bacilli

ARMU 2

arrhythmia ODERAF
arsenicals = arsenic compounds L&Y

artificial discs NIEFHE

artificial heart valve N O JUE R
artificial pancreas N T JERE




AS = ankylosing spondylitis R EHME AR
ASCO = American Society of Clinical Oncology | 32 [ IIf J&< e 222
ASD = atrial septal defect 5 1) g 45
aseptic packaging Jo TR %%

Asian Harmonization Working Party = AHWP

Ry A LI i 2

aspartate aminotransferase = AST*?

PNRES NI B 2

aspergillin ith %% B R
aspergillus flavus ik
aspergillus ochraceus 7 it 75

ASR = alternative summary reports

assay constancy CA o e e P
assay sensitiviy AS For e R
assistant investigator = Al BRI E
assurance'3 It AR5 VAT

AST = antimicrobial susceptibility test

25108 = PR 25 WU

AST = aspartate aminotransferase

RINZBRBIE el

ASTM International (ASTM), originally known EEME 5K e
as the American Society for Testing and

Materials

AstraZeneca Baf 34 ]

as-treated analysis™ B I09T o0t

atopic dermatitis = AD SRR %

atorvastatin

B % 4th 7T Z%1 cholesterol-lowering drug

ATR = attenuated total reflection

FEIR A S

attenuated total reflection = ATR

FEIR A S

AUCss = area under the plasma concentration-
time curve at steady-state

R M 245 B2 — I T il 457 ThI AR

audit!® ik

audit or inspection e / g

audit report FEEmRE

auditor A 5

autoimmune disease, AID EEEE R
autologous marrow stem cell transplantation H AR EBE T4 A
autologous structural cells H A 45 1) 40 i

Automated Broker Interface of the Automated
Commercial System = ABI/ACS

SR NSNS P2 YN ]

Automated Commercial System

H AL R4




availability of water

A ROKY

Avandia (rosiglitazone)*®

Fdh A SCHEME; B4 PRSI

Aventis Pharma Nk R PP
average concentration/average concentration SRR
value = Cav

B. Cereus = Bacillus cereus IR ZE AT
B.atrophaeus FLEE AT B R A
bacilli ZF AT
Bacillus anthracis IR 2 MO AT
bacterial endospores N 2
bacterial spore H R AT

bar code ESUALE]
barbiturates (=73
basal metabolic rate FEAACUT 2
baseline Hok

basiliximab (trade name Simulect)

FEOR, T H R R

batch production

fiLEAr"s b~

batch release

HIBAT

Baycol (cerivastatin sodium)

FEIT 2 VG SLARARTT; B AT B 245

Bayer Schering Pharma

FHERE

BCG Boston Consulting Group ¥ n I AS:| /AT

bench test S5 == A

benefit 2t

benzodiazepine!’ RERFFEL R R R R B2
benzoic acid ZREER

Best Pharmaceuticals for Children Act 2002

(HdFry JLE R 2 ik 5D

beta-blocker

B-SZ A BHL it 1]

Bextra (valdecoxib)

Pt 255 (BUR SR Z54)

BfARM = Bundesinstitut fir Arzneimittel und
Medizinprodukte

o (R H 24 ot RN = ST R PR R

BHC = Bayer HealthCare HHEAREARAH
bias™? Pl fe

bicohort study KA F A 7

bilirubin R

BIMO Bioresearch Monitoring Program A= MR AT s )
bioavailability (F)2 AR
biochemical drugs AL




biocides

HEA I, AR

biocompatibility?: AR,
biodegradable W53 i
bio-engineered, transgenic food IR EY)
bioequivalence; bioequivalent (i.e., performs in WS

the same manner as the innovator drug

biofilm?2

2 T TR, SRR

biologic® A=)
biological response modifiers BRM?* A R T 7
biological therapeutic agents HEDIETT 2557
biomarker? VIR EY)
biometrics MGt AR AR
bion stimulator AR A
bionic knee iR
biopharma: biopharmaceutical products RN
biosimilar?® LR
bipolar UK JEA

birth defect ARG, B ) LBRERA, 26 R BREH
BLA = biologic license application AR VAT S
blank control 7 0 R

blend uniformity analysis RGBS i
blind?” Hik

blind codes ETRHIREPES

blind review?® BHAHZ

blinding method Hi%

blinding/ masking Hik, ®EH

blister packaging T B AR KR
block B

block size FEBKE
blocked randomization X HFENL

blood thinner MR ARE 2

blood urea nitrogen = BUN REA

BMP = bone morphogenetic proteins HEREHA

BMS (Bristol-Myers Squibb) ElNES b e
BNF = biotechnology notification file V) TAR IR R

Board Certified rheumatologist

5 [ ] PN AR B0 I 27 K

Body Mass Index = BMI

(LSDTE =R




bolus amounts KH &

bone grafting HHH

bone marrow suppression A

botulinum IR 5 AT T

botulism A 55 H B

boxed warnings HEMEEE

brachytherapy seeds TR PR Y5 R B R YT
bradycardia OIS 2%

breast implants, Polyurethane-coated FEEAY), B 25 L2 b
bromfenac R R

BSE = Bovine Spongiform Encephalopathy; mad | Jx(4=5% : 2F 5 25 D i 0
cow disease

BU = Business Units =832V

bubble leak test PR WOM5 Y

BUN = blood urea nitrogen JRER,

Bureau of Customs and Border Protection = CBP | 2 [EHiff = 5B 5P R

C. botulinum (proteolytic) = Clostridium
botulinum

WEEARIRZF AT (R EFUKARED

CABG = coronary artery bypass graft

TREARBNIK 55 B A, T ARSI FE AT TR

CAGR = Compound Annual Growth Rate

AR

calcium antagonists Tt

calcium channel blockers = CCB 515 T L 77
calibration RHE; broE
campylobacter AT A
campylobacter fetus RG2S AT P
campylobacter Jejuni B R
cannulas =

CAP = corrective action plan by drug sponsor A EAT B R
CAPA (Corrective & Preventive Action) system | 2 IF 5 i[5 15 i 2 4t
Capitation? TN AT
carcinogenic risk assessment, procedures for o XS YRS R P
cardiac arrhythmia OFRE

Cardiac EP (electrophysiology) O E g A
cardiac resynchronization therapy AR FZBAIRTT
Carelink Monitor Carelink i3
carryover effect ARG VA

Carticel

AR TP BIITIE




case history ]

case record form = CRF iR 5 R e R
case report form AR S

cash curve P 4 2

cash trap MAFERE IeEE
categorical variable IR

catheters T

cathlab bypass S =M

Cav IR

CBE supplement “Changes Being Effected”
supplement (FDA)

“IEERATIEECRN TR HIE

CBP (U.S. Customs and Border Protection)

5 R S B R R

CCDS® = company core data sheet

ASIE AN E/E

CCFAC = Codex Committee on Food Additives
and Contaminants

B AR IR S ik R 0y 2

CCFH = Codex Committee on Food Hygiene BN PAERERS
CCT = controlled clinical trial Sof BRI PR IR A
CD = circular dichroism ] o

CDER = Center for Drug Evaluation & Research

24 ity PRI T 0

CDR?! Challenge-dechallenge-rechallenge

EH-1R2- FIRSG 2

CDRH = Center for Devices and Radiological B B hE SRR O
Health
CE mark® CE A\iE#Frid

Celebrex (celecoxib)

PR COX—2 Rp A7), 28k

Center for Biologics, Food and Drug
Administration

A= ] it

Center For Food Safety and Applied Nutrition =
CFSAN

Bih A 5N HE IR

CEP = Certificate of Suitability to the Monograph
of the European Pharmacopoeia; Certificate of
Suitability to the EP

W 24 3 3 o AR I 45

cephalosporins SRR RRIUER,
cerebellar atrophy ANE=

cerebellar malformation AN E ANy A=A
cerebral infarction I A 2

Cerezyme

FRORFRME, 6T 5 DL (= 5 EOR)

Certificate of Suitability to the EP (CEP)

R 24 S F PR E

cetuximab; Erbitux3?




CFG = Certificate for Foreign Government

B EBUFIESS

CFR = code of federal regulations

(EED BANER,  (GEEBAVE BL&H1)

CFSAN = Center For Food Safety and Applied
Nutrition

b 2 SR E IR

CFU = colony forming unit R S AR A
cGMP's = current good manufacturing practice PAT AP o P
CGMS = continuous glucose monitoring system | zf2s I 4 W )

Chagas disease (also called American
trypanosomiasis)

SCYNEE S, Ha b

Challenge-dechallenge-rechallenge = CDR

MUY FIREG

channeling bias YR TH i oy

CHB = customs house broker WRAT
chemotherapeutics in seafood (aquaculture drug 23]

residues)

Chi-square test/Chi-Square Goodness-of-Fit Test | -k 75
Child-Pugh Child-Pugh 72 kit
chlorambucil KT RETT
CHMP = Committee for Medicinal Products for | AJHZ5 &R R4
Human Use

cholestatic hepatitis JE AR AR B %6
chromatography i

chronic obstructive pulmonary disease = COPD 1214 FH 2 1 i 95
Chronic Wasting Disease (CWD) FEAS PRV FEVE R

CIOMS = Council for International Organizations
of Medical Sciences

[ PRER AR A AR =

circular dichroism® = CD [ — i,
cirrhosis JFAEAL
citation A 0

CJD = Creutzfeld-Jakob disease - FEI
CL = clearance rate THRRZE
claims BN
Cleaning Validation TP IRAIE
clearance rate = CL THRRZE
cleft palate iEES

CLIA Clinical Laboratory Improvement
Amendments

I R SR8 = e BE BT &

clinical (human) data

I R EH

clinical endpoint

I R 2% 5

10




clinical equivalence

R 4

clinical hold it AR 22 45 30
clinical investigator® I AR A 583
Clinical Pharmacists It R 24 )i

Clinical Research Coordinator = CRC I\ R BT 78 1 &
clinical study I AR 55

Clinical Study Application = CSA Il R BT 7% HE 15
clinical study report I AR (1) s S5 4R 15
clinical trial® I R 1

clinical trial application = CTA Il PR ARG R i
clinical trial exemption = CTX I PR RS B T
clinical trial protocol = CTP I PR RS T 2=
Clinical Trial Report = CTR Il PR RS TR
clinically significant results HimEE X

closed loop system ik R4
Clostridium botulinum A 53 AT T
Clostridium sporogenes PR,

Cmax U E

CMC = chemistry, manufacturing and control

(AN S N ko

CMS = Centers for Medicare & Medicaid
Services

2 BT ORI S0 5 55 N BRI R 2
RSSO

CMS = Compliance Management System

(FEHBR 25 DR AE AT PR 22 7] )R E A B AR 458

CMS = Concerned Member States

AR A

CMV = Cytomegalovirus B 41 s B¢

CNS abnormalities HX RS0 H
COA = certificate of analysis A HTIER
co-administered drug HIHZY; S5HEAMBE MR
coating W

Codex Alimentarius PR ik s 4
coexistent physiological state T PRI

COGS = Cost of goods sold FENV S A
cohort®’ A

cohort studies FAFIBIF 5T
co-investigator = ClI HE
colonization (of bacteria) EhE

colony- stimulating factors (CSF, GM-CSF, G- LR B A 1

CSF)

11




colorectal cancer (CRC) o H e
combination product 577
combination therapy HE M2, BeE HERYT
commercial release FEMERAT

community-acquired bacterial pneumonia

DX SJATHE: 200 T P i ¢

community-based clinical trial = CBCT3®

FEFHEIX 1 AR 1

co-morbid condition

FEAEBIA, LB

COMP= Committee for Orphan Medicinal FHAGR RS
Products

comparison PO

compassionate use3® P s A

competitive labeling Pt bR 2
complementary and alternative therapy“° AL IR T
complete response TR

complete response letter

SE4 (AN R (FDA AN LI %)

compliance AR AR R SRR LU
compliance, patient T N

composite variable S5 E
compression test JE i e
computer-assisted trial design = CATD THE N BALR BTt
con meds = concomitant medications BE M7y
concentration = C W

cone beam CT, CBCT HEEHR CT
confidence interval = A X ), B A5 XA
confidence level BIEKF
confidentiality regarding trial participants* NS 5 EF R
congenital analgesia Je RICHH

congenital anomaly Se RNVE R
congenital long QT syndrome JoRMK QT 44 1E
consignee Wtk

consistency test o Y A

context of vulnerability*2 Jifyea (1) T G L R FR 8
contract research organization = CRO & a2 LR
contraindication* AT ARE
contrast agent IE R

control Xl Het

control group* X HEZH

12




controlled clinical trials

s R HEE S

controlled trials*® Xof e
convulsion P50 Y R
coordinating committee YRR
coordinating investigator = COlI PrET
CO-Oximeter, pulse ok 481 4 T
COPD = chronic obstructive pulmonary disease 1214 FH S 14 i 2975

COPE = International Coalition of Pacing and
Electrophysiology Organizations

] e B A 5 e A B 2 A 2

coronary artery disease TEL R B K7
coronary heart disease = CHD JERIwy sl

coronary stents I A8 37 48

coronary vascular disease ERNIINER LTS
cortical stimulation R =

cost overrun AN S B RS

Covington and Burling, LLP limited liability
partnership

PR WA R AT S5 P

COX = cyclooxygenase Y A S AL I

COX-2 inhibitor COX-2 #ifl3l; e.g. &' 4-E A
coxachie virus F % 73 9 75

Cp = Process Capability*® TLJFaE

CPAP = Continuous Positive Airway Pressure

FEESIE IE R IESIRTT (1)); for sleep apnea;

CPDER = Center For Post-market Drug
Evaluation and Research

BRGSO BT T

Cpk = Process Capability Index*’ TFaefitadt

CPMP = Committee for Proprietary Medicinal LSRR PR A
Product

CPP = Critical Process Parameter FKHET S

CQA = critical quality attribute o

cranial nerve P22

CRC = colorectal cancer S H W

creatine?® = Cr VLR

creatine kinase = CK JULIR Wity

creatinine*® = Cr/Crea JLETF gan

CRF = case report form R
Crimean-Congo haemorrhagic fever virus o BRI — WS Y I A 7
critical path R AT

13




CRM = continual reassessment method S AL
crossover design LTt

cross-over study X

crossover therapy ZRTT
cryptosporidium parvum INERFE AT HR

Css = steady-state concentration R M 259K %, Faalk I
CT Computed tomography THEHLT EH AR

CTCAE = Common Terminology Criteria for
Adverse Events

AN RS AR bR

CTD = Common Technical Document®! 38 AR S

CTP = Comprehensive Toxicological Profile SR 2R SRR
cure P

CVMP = Committee for Medicinal Products for | 225 L F 2
Veterinary Use

CVTE = cardiovascular thrombolic events O I A AR A ZE A
CyA = cyclosporin A M A;

CYA mentality (Cover Your Ass) BHT AR B RO S
cyanosis®? e i)

Cyclospora cayetanesis [5] 773k i
cyclosporin A = CyA M A

CYP = Cytochrome P450 (abbreviated P450, 4 s . % P450
infrequently CYP450)

CYP 2D6 poor metabolizer CYP 2D6 55/Ri5#
CYP probe substrates CYP B HREF KA

cystic fibrosis = CF

cytokine il aleS e

cytokine storm £ e R RS
cytostatic 4 B A ]

cytotoxic drugs Y EE 250

data mining EACTE Rt

Data Safety And Monitoring Board = DSMB®> e A A A
DBS = deep brain stimulation G 7R 3508 RIS s A

DDMAC = Division of Drug Marketing,
Advertising, and Communications

A A E R AL

de novo acute myelogenic leukemia

e Sk RETE F I

de novo process®®

dear doctor letters

BT RAEN AR —EHMF

14
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dear healthcare professional letter T IRMEN RE

deep brain stimulators TRl T ) i 2%

degenerative disc disease HEMR)HIRAR,  MERIBILPR
delayed effect Ay, AN

deli meats AP

demographic risk factor N VG v 27 A PR+
Dengue virus TR

denominator Bk

dental reconstruction

MR A A

denture cushions

B A 2

Department of Health and Human Services NERCERF/AVINI &
depression AR CAE)
depyrogenation FIJR

dermal fibroblast LR AT 44
DES = Drug Eluting Stent; a.k.a "drug coated 25 I S 48
stents” or "medicated stents™

descriptive statistical analysis RS br

design space®’

B

design validation — customer requirements

BRI S R

design verification — internal testing

Boitfih: AR LR

destructive analysis MR PE 3 #r
detention eSS

detergent B35 751
development value chain TERAME
developmental toxicity RE#ME

deviation i 2

deviation/ Out of Specification (OOS) procedures | {i#Z2/00S (A& FEF
device listing R IT A Bl i Bl
DF = degree of fluctuation®® W Eh R

DFS = disease free survival o A7

DHR = device history record =97 2 0 7 sad %
DIA = Drug Information Association 25 E B b
diabetic foot ulcer WE R 95 A2 1597
diabetic neuropathy B PRI 42 9 A
diagnostic imaging 2L A &S
diagnostic trials IZ1 R E AR
diagnostics Z W2

15




dialysis fluid FEHTIR
diazepam; valium Hh P PR (2 5E)
dichotomies —
diclofenac WASTIR
dietary supplement ==l

Dietary Supplement Health and Education Act of
1994 (DSHEA)

kb T bl e 5 HH VA

diethylene glycol = DEG —HEE
Differentiation Znk; 5 AN,
Differentiation Marketing Z e

Digoxin Hh iy

DILI = drug-induced liver injury 251 345

dioxin 722
direct-to-consumer advertising = DTCA B n EEAE

discretionary good

Al A L Fe) Coffee is closer to a staple than
a discretionary good

discretionary power A

discretionary rules AR AERHUN; B eh A ;v i 1
disinfection JHE

distributor LA

Division of Clinical Trial Design and Analysis I A i 38

DLT = dose-limiting toxicity5® 7] PR ) B
DMARD = disease-modifying antirheumatic W R AE25;
drugs

DMARD-nawe patients KA# ik DMARD [ff) 53
DMF = drug master file 24 A4S0

DMSO = dimethyl sulfoxide T HATR

DNA sequence DNA /751

dolomite HzA

dopamine % B

dosage form A

dosage regimen BUTTR
dose-ranging study®! FIEJLET I
dose-reaction relation FE— VKR
dose-related adverse reactions FIEAH IR A R N
double blinding WE

double dummy?®2 PALED

16




double-blind study® EWR
Double-Masked Study: See Double-Blind Study. | XUE 4%

DRGs = Diagnosis Related Group System YR 12 WA o= 20 4H.
drop out® JIit 7%

drop test W A R
drug eluting coronary stents 254 i S 22

drug product 290

drug substance JE k24

drug-drug interaction®® 225 A LA
drug-food interaction 2iW- AR EAE
drug-infusion systems AR

DSC = Differential Scanning Calorimetry ZoRERERUX

DSMB = Data Safety and Monitoring Board

Hm e MR R =

DSMICA = Division of Small Manufacturers,
International and Consumer Assistance

NG B B B 1 B o e

DTA = differential thermal analysis ZEROHMT ZE R BT

DWPE = detention without physical examination | [Fzh418; AN 256 B A 41 84 7= 5
Dystopia LK 77 b5

E. coli K& KA IR

EBIT = Earnings Before Interest and Tax BBHTFE

EBITDA= Earnings Before Interest, Taxes, KRR BRI 37 IH B4 wi i A
Depreciation and Amortization

Ebola virus PR B

EEPS = Electronic Entry Processing System PR AL RS

effectiveness 7L

efficacy RN E

efficacy (Of a drug or treatment)

HR ARIT R

EFPIA = European Federation of Pharmaceutical
Industries and Associations

R ) 245 TV IR 2%

EFSA European Food Safety Authority

WM EL i 22 42 )

EIR = establishment inspection report by FDA R R
electrical impulse Ha ik

Electronic Data Capture = EDC HTEERE RS
Electronic Data Processing = EDP H - Eds A FR

Eli Lilly FL KM 245
eligibility criteria®’ EER 2N

elixir of sulfanilamide tragedy 193758

1937 SR (yi) 771 — H i) FiF



http://www.clinicaltrials.gov/ct/info/glossary;jsessionid=B981B0C781B9556A59D30454F18A945F#double
http://www.clinicaltrials.gov/ct/info/glossary;jsessionid=B981B0C781B9556A59D30454F18A945F#dsmb

embolic stroke

R ZEE X

EMEA = European Medical Evaluation Agency;
European Agency for the Evaluation of Medicinal
Products; European Medicines Agency

WP LR, RGO IR 24 il i B )=

emergency envelope

IVASSELLS

Empiric Bayesian Multiple Gamma-Poisson
Shrinker

20k I RIE (N VEAA 7 AT ki)

empirical 2 U

Enbrel TR TE Y (FDA HEAEER JB 99 515 R Z59)
encephalitis G
end-of-life care I 4 PR 4
endogenous system NI R R
endoscopes WiZ%E
endpoint®® 2

endpoint criteria L2 K (= 12)
enlarged prostate (ilipZl)i e
enterobacter sakazakii B 025 B AT B
enterococci W ER A
entrepreneurs Bk
enzymatic browning e AL
enzyme replacement therapy WitE 5 AT v

EPA = export application

2GRS CHIAE L AN At v e 56 [ A B 1Y)
2yt

ephedra JR BT

epidemiology WAT I

epiglottis N

epilepsy TR

epinephrine ' ERER

epitope”® PUFRAL P € 7R
EPO = erythropoietin (ARG TS
equipment qualification L Al

equivalence SERNE

equivalence trial™* E ST

erectile dysfunction hE T REFERS
ERISA Employee Retirement Income Security i BRI N ARy
Act of 1974

erythropoietin R AE K&
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esophagus i

essential documentation DR A

Essential Tremor R B

established name € A4 R
Establishment Registration (A= BRIT S8R ) ) S0 Sl
Etanercept WA TEE v TT R
ethanol LEE

ethics committee (L SARS

ethyl alcohol, ethanol LEE

ethylene glycol LW HEE
etiology I [A] 27

Eudract = European Union Drug Regulating WK B I PRAR 56 B35 1

Authorities Clinical Trials = European Clinical
Trial Database

EudralLex Wi R I 2 72 A A AR
Eudravigilance = European Union Drug WK BR 25 WA,
Regulating Authorities Pharmacovigilance

excellent 2K

excessive daytime sleepiness W [

excimer laser 0t
excipient’ WRIE ;245 Ptk
exclusion criteria HEBR bR
exclusion/inclusion criteria HEBRI N AR 1E
exculpatory evidence FE RS

expanded access™ NG
experimental drug RIGTEZY)
Expiration Date 15 FH A RO

explant B A QT E ik
exposure data 24 i P 1R O B e
express preemption 7Rt SGdE ] (law)
external auditory canals ANES

external low-pressure air device AMTAR B S AE B
externalities AR

extrusion Prih

facial dysmorphia Ji: S e I

FACP = Fellow of the American College of EZEARIE T4 R

Physicians
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factorial design UiRFSR any

factorial trial v PR

failure TR, R

Fair Packaging and Labeling Act (1966) NS FTRR 25
False Claims Act By AN S SR V%
false therapeutic claims B iR BT 250 B
FAS = Foreign Agricultural Service FE ANV AN R
FCA = Field Corrective Actions F= A IEATE)

FCE= Food Canning Establishment

T S St i AL AR BT — > FCE %55 Al
MR ER S

FD& C Act

SR A 2 R AL i

FD&C Act of 1938 = Food, Drug & Cosmetic ) R AR

Act of 1938

FDA ERUE R, EEEMLAMERR
FDAAA = Food and Drug Administration BN EHE RS IR
Amendments Act of 2007

FDAMA 1997 CE A2 B R BRI S
Federal Import Milk Act (1927) 2 ) gt 19

fee-for-service 155 9 e 55

FERN = Food Emergency Response Network BMEE R, N N N2
fibrosis EaZidie

field correction F= i IEAT 3

field notification 7 fb I

final point 2R

Final Report = FR SEAE i

finfish fi& 1 qi yu

FIP = Federation International Pharmaceutical

[ PRy 2k G =

first dose effect = syndrome of first dose = first
dose phenomenon

RO, SRR R4 Al s UL R

first line therapy

— BT 2

Fish and Fishery Products Hazards and Controls
Guidance

CIESASPETNG Yt Skl

fixed-dose procedure

I 5 77

Flector Patch (diclofenac epolamine superficial
patch)

Flector 4 T°5 XU ZF BR UG < A BUR 245>

Flex-Foot BB AT e RV
flexible endoscopes wANE
flocculation 2kt
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Fluoroquinolones

R T B 2K 245 antibiotic

flurazepam; (marketed under the brand names
Dalmane and Dalmadorm)

L (R E)

FMEA = failure modes and effects analysis

AR MR 7 A RS R e AR
A R 73 B

FMECA = Failure Modes, Effects and Criticality

AR M B SE T

Analysis

folate - h

folding, protein EARES

follow-on biologics = biosimilars A=W A1i ) 2

follow-up bET; 18R

food additives B A

food adulteration B

food alerts BTYER

Food And Drug Administration = FDA EEEH S MERE
food borne diseases IR

Food Canning Establishment (FCE) BT RSk
Food Chemical Codex bk

Food Code i AR

Food Contact Notifications = FCN B fdim 2

Food Contact Substances = FCS B A R

food contaminant BTG R

food technology i L E

food-borne diseases IR

Force Multiplier FA RN 0 T N
forced titration SER 17

Foreign Agricultural Service (USDA), FAS A AN R

formulation, drug 2T

Fosamax HEE 3 B TR AAE 25
Francisella tularensis T

fraudulent intent HIER

fresh-cut produce )RR

FSCA = Field Safety Corrective Action PEE AT IEAT )

FSIS = Food Safety and Inspection Service BHEE5KER

USDA

FTA = Fault Tree Analysis e AR 43 B

FTE = full time employee

LR 5)
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full analysis set™ (FAS) ESUAR IS

full factorial design 2 Rk Ee ik

fungus FLBE

furan AL

Fusarium moniliforme R R A

fusion systems BHER G R
G-6-PD 71 %5 -6- T R i S
GACC = General Administration Of Customs Of | 1 [ 7 56 & &

The People’s Republic Of China

gamma glutamyltransferase™ = GGT y-7 It (xian) i 72 1
GAMP = Good Automated Manufacture Practice | R4 F a4 r=#i50
gangrene WH

GAO FEE I AE

GAPs = Good Agricultural Practices RIF e

GAQgPs = Good Aquacultural Practices K4 /K P FR I S

gas chromatography-Fourier transform infrared
spectrometry = GC-FTIR

U 1 — AU AR

gas chromatography-mass spectrometry = GC-
MS

SR — TR

Gastro/Uro Stimulators B Wl R 2 5t
Gastroparesis SRR
Gaucher's Disease A G ELS))

GC-FTIR = gas chromatography Fourier
transform infrared

S R — R 20 ARG

GC-MS = gas chromatography-mass
spectrometry

POl — R

GCP = Good Clinical Practice

25 SRR B L

G-CSF (granulocyte-colony stimulating factor)™ | 4 ff 52 7% i) Je4 K]
GD = Global Development EERIT R

GDD = Global Drug Discovery Y eI

gene expression’’ Y NEESSPN

General Administration Of Customs Of The NSNS

People’s Republic Of China = GACC

generic drug

Pl 2 b, ARG i 38 44 24,

generic name e 4R
Genetech R 2R
genetic toxicity tests AL RV R
genetic vulnerability B g Tk
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genotype’ 2PNt
genotypic resistance’ PR YT 245
Gentamicin RKBE %
gentamicin sulfate MIRIK KR

GFI = Guidance for Industry

ATk R Bk R

GHTF = Global Harmonization Task Force

GEREEST SR E R P 2H 27

GlaxoSmithKline (GSK)

FIEY N

global assessment variable

EJRIN AR, &R R

GLP = Good Laboratory Practice/Good non-
clinical laboratory practice

25 AR PR B R B

GLU = glucose 1

glucose = GLU 1

glucose monitor 144X
glucose monitoring L AR A
glucose test strip IR
glycated hemoglobin A RARE A S|
glycerin =R H
glycosylated hemoglobin AN AR S|
GMO = Genetically Modified Organisms R A

GMP = Good manufacturing practice

25 7B R A

Good Clinical Practice = GCP

Good Laboratory Practice/Good non-clinical
laboratory practice = GLP

B(eh
25 i PR 16 o R P
25 AR PR B

good manufacturing practice = GMP 2y A A F N
good non-clinical laboratory practice = GLP 259 3E I PRI 7 5 7 BV

Good Review Practices

B A R LT

GPF = general project frame T B AE S

GPOs = group purchasing organizations 14k S M 2H 21
GPS = Gamma-Poisson Shrinker NFES AR 5340 i ka2
GRA = Global Regulatory Affairs ERRINEFES
gram-negative bacilli B2 BB
grandfathered drugs?® VERATHEIEZY
granulation tissue®! I ZF 2

GRAS = generally recognized as safe WINE A

group sequential design B Ry BE T
GTP good tissue practice R IF TG
Guanarito virus JRYN R FEI F
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Guidance for Industry Botanical Drug Products Y250 38 5 E
guiding catheter F92E

HACCP 8= Hazard Analysis and Critical Control | 15 2= 4 ¥ =845 1] 5
Point

HAI = healthcare-associated infections 2= b5 SR
hallucinogens L7

Halophiles WEER Y

handling and storage fitife o fia
Hantavirus DR

hazard function 72 i R B8 L ot R B
HAZOP Hazard and operability studies f& FERAT AR BT
HbA1c® = hemoglobin Alc M4EH Ale

HBV = Hepatitis B virus IR R

HCC = hepatic cell carcinoma JH- 240 P e

HCV = hepatitis C virus B 0 5

HDE = Humanitarian Device Exemption PN CEE Y
health claims {8 B ThRSCERR

health economic evaluation = HEV (EIE 20 2= iy
health science analysts TAFRLEE ST R
heart failure IS3
hemachromatosis JilIRER TS

hematopoetic it 1.

hematopoietic growth factors i& IR
hemodialyzers MRE T 4
hemoglobin A MeaEE A
hemolytic anemia I BT 1
hemophilia I A

hemostatic 1E i

Hendra virus F RN

HEOR = Health Economics and Outcomes BAEZGE R T
Research

Heparin 28

hepatic cell carcinoma = HCC JH- 440 P e

hepatic coma JH Bk

hepatic necrosis JHIRE

hepatitis C [SEEYiE
hepatocellular injury JH- 4 M 457 1
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hepatocellular jaundice JH- 4 P By
hepatology JH A5 2
hepatotoxicity JH

Herniated discs HETA] AR L

Herpes simiae virus (B virus) WEIE 295 5 (B T 5)
Herxheimers reaction ik S N

Hgb = hemoglobin MeEH

HHS = Department of Health and Human F [ A5 A AR 556

Services

HICPAC = Healthcare Infection Control
Practices Advisory Committee

I 5 g Jok e ) ot i) 2% 4 2

High intensity focused ultrasound HIFU ook AR A R A R
Hip Replacement DG 4
HIPAA = Health Insurance Portability and RSB S SRR

Accountability Act

HIS, Hospital Information System

IEIKJD{CI IS EIE% }E

HMO = health maintenance organizations i B2 41
HMPC = Committee on Herbal Medicinal WR NS
Products

holder DMF #f# &
homologous ENERER e
HOPE (Heart Outcomes Prevention Evaluation) WS SRR h
Study

Hospice (LS SN
Hospital Epidemiology @[ﬁﬁﬁﬁr‘;%
HPAI highly pathogenic avian influenza 5 3805 1k B U Bk

HPLC = High-performance liquid
chromatography 8;also sometimes referred to as
high-pressure liquid chromatography

R AR ET, ST A ER

HQA Hospital Quality Alliance

Pe e Jo B KA A

HR Hazard ratio U B

HSE . 4. IR
HSV = herpes simplex virus BAAIR I R
HTA assessment health technology assessment PAF ARG
HTN = Hypertension e I

hub L2

Humira (adalimumab) RATIA A LT
HVAC = heating, ventilating, and air HE 18 25 1
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conditioning

hydralazine It JeE 2R

Hydrocephalus I 7K Jieb, SR SR 7K B K oA

hydroxychloroquine A% giang3 lUkui2

hygroscopic W

hyperglycemia e IfLAREAE

hyperlipidemia e i IfAE

Hypoglycemia I AR

hypokalemia R A E

hypothesis it

hypothesis test o

hypoxia imaging OILZE BB

IB = Investigator's brochure fift 5034 F Mt

ICD implanted cardiac device RN 20 T 23k

ICDs = Implantable cardioverter defibrillators BBV E R es: AU IFRRE 2
(ICDs)

ICH = International Conference of
Harmonization (of Technical Requirements for
Registration of Pharmaceuticals for Human Use)

] B b i 2185 A28 R ISR 2 5K [ By

iES

ICH Q10 2 i J R R AR R

ICH Q9 JoR R B

IDE = Investigational Device Exemptions T 77 24T 8
identity B B0l Rtk
idiosyncratic reaction RS U N

IDMC = Independent Data Monitoring T EIE ISR G2
Committees

IFN = interferon T

IFPMA = International Federation of
Pharmaceutical. Manufacturers & Associations

PRl 2 Ak ik G 2>

IFU S FH B
IHNs = Integrated Health Networks LA B 7 AR A Y
IL-2 = Interleukin-2 H4Hfs 2 2
imaging agents BARH
immediate release drug JHEEF

immune modulation g T
immune suppression TP
immuno-compromised A 5230

immunogenicity®®

B, RPERE; S itk
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immunosuppressive cytokine therapy oI FH 40 B R T VR
implantable defibrillators N R T
implantable diagnostic recorders AWt L R RS
implantable drug pumps AR

implantable gastric stimulation systems A E R RS
implantable neurostimulation systems ARXE R RS
implantable sacral stimulation systems *E)\iﬁﬂ%‘ﬂﬁﬂ?iﬁ%?}i
implantable shunts PR AR B AR K I
implantable stent grafts *E)\iﬁﬂﬂﬁﬂﬂ}'iyk
implantable stents PN

implied preemption BoRPLAEER (law)
IMPs = investigational medicinal products I AR REG A 72 24

in utero stem cell transplantation 1 I 40 i N F A

in vitro diagnostic = IVD PRAME BT

in vitro reagent PRAIMAF

inclusion criteria NIEARE
inclusion/exclusion criteria®® NI HEBR AR HE
incremental exposure FoT T N NG
incubation period/latency period VTN

IND = Investigational New Drug W R 28 357 25

INDA = investigational new drug application NDA i FF B B
indemnity insurance T A% DR

Independent Data Monitoring = IDM M7 H A 5

Independent Data Monitoring Committee =
IDMC

MR IR R =

independent ethics committee = IEC PRSAGERTR 2
indications VAT

Industrial chemicals Tk A

inert surface (CREEIT]

Infant Formula Act of 1980 B LTS i
infectious agents JERL i
Infectious Disease ST
Inflammatory pain KAET

infliximab

LKA E AP 7 5% N Remicade; $i28 X
24— PR S 1 B T R SR BE R 7 o (TNF-
o) FIN BUR AT e B DA

Influenza virus type A (subtype H2, H5 and H7)

FARLRAT M E R BE(H2. H5 K& H7 IE7Y)
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informed consent

informed consent form/informed consent
document = ICF

INFOSAN = International Food Safety
Authorities Network

[l B B i 22 42 24 JR X 2%

infrared = IR LLAMRIO
infusion pump H R

infusion sets LR En =N
inhibitory cytokine 0] 2 24 i R
initial meeting Jasheil
in-licensing agreement I i FRALA AKX
INN = international nonproprietary name bRAEEH &L B
innovator drug JEBIHT 24
in-process testing AR
inspection Mz / Kt

Institute of Medicine = IOM

B=2£0F 55 e (National Academy of Sciences
FRFFFRE N8O

institution inspection LRI ARG 2

Institutional Review Board = IRB® M EERRS (BHERE)
Insulin delivery [ZEESEUN

insulin pumps JoR B AR

intended use FiHA %
intention-to-treat analysis® = ITT analysis GRIT) BRI
Interactive Voice Response System = IVRS HAEENEZ RS
Inter-American Institute For Co-Operation On 2R Rl 2L
Agriculture

interferon T

interim analysis® A AT
interleukin-6 H4HE 2-6
intermediate HH ] 4

International Conference of Harmonization =
ICH

NZ5 AR ZR b A B2, W
B 22

Internet-based information technology system

BT HIRMIE B A ARG

interstitial cystitis V) Joi2 2 J% P 2
intervention®, TPt i
Intravenous infusion and blood transfusion EdineESEfil
invasive fungal infection A5 7 A TR
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investigational new drug = IND

I AR 728 24

investigational product® gm0 WA 259
investigator WF 5535 (I RIS
investigator's brochure = IB Wt 7 & F

iodophor germicidal detergent solution AR VH 2R

IPC = in-process control (A= i ) Hh ) e R 4
IPO = Initial Public Offerings B IR S

IQM = Integrated Quality Management LR RS

IR AR LVSIni

IRB = Institutional Review Board N EER A2

IRR = Internal Rate of Return NEERES

Irradiation LEEh)

ischemic/viable myocardial tissues B /AETE O L

Ishikawa Diagram; Cause and Effect Diagram FRESNE]

Isoniazid S

isopropyl alcohol 2-TNBE; NI

ISPE = International Society for Pharmaceutical = B 1 25 TR 2
Engineering

IV push [EdlnCjiREs

IVD device = In vitro diagnostic device RSN W4

IVDMIA = In Vitro Diagnostic Multivariate
Index Assay

(LYINZ] TE 2SR

Japanese encephalitis virus

Al #9755

JECFA = Joint FAO/WHO Expert Committee on
Food Additives

WA R ZH VNI 5 AR 44T f & RS
e E AR

JEMRA, the Joint FAO/WHO Expert Meetings
on Microbiological Risk Assessment

WEYIERE VR R A 2 W

JIFSAN = Joint Institute of Food Safety and
Applied Nutrition

B i 2 AR S FRI ST TT R

Johnson & Johnson FEEH5mA

JPMA = Japan Pharmaceutical Manufacturers H Al 245 Tl oz
Association

Junin virus Ty 7 I B

Ka = absorption rate constant Wz WAL i 26 4
ketoconazole ViR P

kits A

Kogenate AR VI

KOL key opinion leaders IR B T L A A
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Konjac

B

Koseisho

HAREAS

KPI: key performance indicator

Al SRR SR AR

Kyasanur Forest disease virus

S BE R BRI 25

labeled amount PR~ &

LACF = low acid canned foods AP T B2 B
lactobacilli FLR B

larynx U3

LASIK® = laser-assisted in situ keratomileusis

HE THOC IR A B A, SOLHBh A i
R

Lassa virus

EORUG o

last observation carry forward = LOCF®

gk Bl UOWESEHR A RUCIN
{EEEE P

late stent thrombosis 24 SR NG S A
LCC = Low Cost Country [ p W NEE S
LC—MS UM 3 — st 1B
LD = longest diameter xKNHER&E

LD50 FHBEOCHE

lead arsenate ilirgets

lead compound Je FHE

leak testing R/

Leflunomide FReAE KRR

lethal dose,50% = LD50 LRI E
leukemia 1 197
levofloxacin hydrochloride Levaquin IR/ A I R
LFTs = Liver function tests JH- Ty e Aar iy
librium; chlordiazepoxide PR T HA R
licensed pharmacist Frolk 2

licensing authorities RAEHLAL

ligand LS

Limit of Quantitation® = LOQ E R

line extensions, product FE Y R

lipase ligili]

lipid oxydation iifiFEzRea

lipid virus RN

lipitor SR (PIFEARARTTES ) B A A i 2454

Liquid Chromatography Mass Spectrometry =

-
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LC-MS

Listeria

2R

Listeria monocytogenes

PR AN MG 2 2 IR I A A R A 2
FF

listeriosis 2 [P

liver assist devices JFF I B o 2

liver biopsy JHF2H 25 A

liver death; hepatic death JH BT

loading dose UARCIRlh NP (== | AN Bl P < | 2T
JEE T IA 3 P i B2 1Y) Css

Local Quality Representative (LQR) oo AR

LOCF = last observation carried forward RIRMEAE 45 1%

log rank test I A 56

logic check BRI

Long QT syndrome = LQTS % Je R MK QT A1

Longitudinal patient reported surveillance a) B E ARG IS BT H

program

LOQ = Limit of Quantitation E B R

loss to follow-up FeV5

low molecular weight heparin = LMWH K THE

LPN = licensed practical nurse FRUERRME A+

lumbar tapered fusion device JREE A AE (5] i 2%

lumen =4

lymphoma M

M. bovis Ao BB

M. tuberculosis s |

MAA = Marketing Authorization Application BT G

MAB = monoclonal antibody B B AR

MACE = major adverse cardiovascular events FEA RO

Machupo virus L RKB T B

macroconstituent Ci8-90'%y

Macronutrients WEEFRITER

MAD = Multiple Ascending Dose studies T 18 R 22 25 791 B VA FEE

MAH = Marketing Authorization Holder WV

maladministration HZAY

malignant hyperthermia = MH T R RRE

malpractice claims PR T It R 2R
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managed care EHAET
manipulated autologous structural cells (MAS 2R FE B AR g5 R 4 i
cells)

MAO (monoamine oxidase) inhibitor A S A B 7
Marburg virus R BRI B

market basket survey. TR s
market clearance Wi AHEAESE
market exclusivity, periods of T35 AN
marketing L]

marketing approval/ authorization = MA EERAE
marketing authorization application = MAA ERivEe
masked wWHE

Mass Spectrometry = MS R

mass-balance Jo Al

MAST = Minimal Access Spinal Technologies WAPER A MolEfHEEER A
matched pair UINTHIS

matrix protein R

maximum tolerated dose = MTD B K 5271 &

MCO = Managed Care Organization PR yT i A 21

MDFP medical device fellowship program

MDR = Medical Device Reporting

PRyT s iom 1 7 R 4t

MDUFMA = Medical Device User Fee and
Modernization Act

PRy 7 a7 o T ATELA A i

MDUFMA = Medical Device User Fee and LT 2 R B A 2Rk
Modernization Act
MDUFSA = Medical Device User Fee T PR P 3 Hfa

Stabilization Act

mean absorption time = MAT

(ALK PR ) P 20 AT 18]

mean disintegration time = MDIT

(ZAEAR YR ) - 250 A At 1)

mean dissolution time = MDT

(AL P B) T RO 18]

mean residence time = MRT

(ZADAEAA Y D) P35 37 B 1)

measurable disease

AR AR

measurable lesion

AR AL

MedDRA% = Medical Dictionary for Regulatory
Activities

] P = 2 P 0 ] it 24 305 B A A B o R
fiz

Medicaid

TEM By T AMERIEE s RN B R

medical device®”

BRIT A

Medical Device Amendments

BT 2RI IER) 1976
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medical governance FpZpEE]
Medicare BAERIT ARSI s BRIRE R AR
medication guides (for patients) 7548
Medicines Control Agency = MCA L [E 2 5 5B R
MedSun = Medical Product Surveillance

Network

Medtronic XA
MedWatch? e AL I H
Melamine —RE
MEMS = Micro Electromechanical System T HIR RS
Meniere’s Disease £ Je R K
meningitis I JEE 2

Merck /AN

Merck Sharp & Dohme = MSD, part of Merck

ELEBRW A (Merck) #1124

meta-analysis

TEo T EAR

metabolite REND)
metastatic HEg
metformin FHAR B OUAT gua B PR 24 [ pE 24

metformin hydrochloride

R —HXUIK (gua)

Methicillin

HE PE AR

Methotrexate, MTX

SR I VARE S = 1117 IN; NG AN
N AV E 2L S B G VRS U R R oS e
11 L ETIAN ESE Y]

methylmercury

HEE ok, K

methylphenidates Wik 15 HH i
MGPS = Multi-ltem Gamma Poisson Shrinker e IEENEY AT, R
MHLW = Ministry of Health, Labour and (HAR)EA578hE

Welfare

MHRA = Medicines and Healthcare products
Regulatory Agency

o 24 i AT 7 i B R

MI = myocardial infarction

OUUESE; LU

MIC = Minimum Inhibitory Concentration S A T
microbial flora TR PR
microcephaly /N SK T
micrococci TWER
microneedles et
microphthalmia /IR B
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micropumps R

minimal effective dose s/ NEE T &
minimally invasive spinal surgery TEIAEHET A
minimum inhibitory concentration = MIC BRI e
Ministry of Health and Welfare = MHW H A BAERR R B
minocycline KB E

MIS: minimally invasive surgery PENANBLFE AR
misbranding HiRbRes; B
miscoding iR
missing value 1AENEN

mixed effect model TRA RN
MLD = minimal lethal dose /NS =
MoA = mechanism of action®® Y& FMLH; AR AL
MoA = memorandum of agreement*?° MER LT
modem WA A
modernization 5 ok
modified atmosphere packaging (MAP) A A
modified fats R g
modified release capsule ER IR
molecular characterization A FHRE
molecular diagnostics A
molecular pathogenesis B0 1) 5 FHL
molecular targeted therapy Sy FREIAYRYT
monitort0l WA 7
monitoring plan AR
monitoring report AR
monkeypox virus e i 2
monoclonal antibody LN ZTIREN
movement disorders BEh RS
MQSA = mammography quality standards act FLo5 X Rt s AR B ARk
MR = moderate response SRS

MRA = Agreement on Mutual Recognition A H AN
MRI = magnetic resonance imaging WE AR %

MRSA = Methicillin resistant staphylococcus

70 P PR < o 0 ] B R

aureus
MRT = mean residence time P55 B B[R]
MS J i
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MS-MS o % - 5T B EE

MTD = maximal tolerance dose B K 5271 &

MTX = methotrexate FHZ RS jia an die ling
multicenter trial 2 iR

multi-drug resistance R 21k
multi-kinase inhibitor e (Al

multiple arm trials ZIRIT IS
multiple sclerosis = MS % RAEREAAE

mutual recognition procedure (EU) M EANFER
mycobacteria g 2t

mycobacterium tuberculosis (multidrug-resistant)

1% 0 BT i (i 2 249)

mycotoxins

HEHRHRH TR,

myocardial electrode

LAY

myocardial ischemia

OLBEMAS 2, SR

NABP = National Association of Boards of
Pharmacy

ESEIEERAE g ENARS IS

NAI = No Action Indicated T KT
Naproxen Caps 2R

narcotics FRR I 245 i

narrative summary TO AU 2

National Formulary EEROyE S

National Institutes of Health = NIH 2 H [E R PAE AT
Natural History Study2 ERAY 30

NCE = new chemical entity e

NCI CTEP = National Cancer Institute Cancer
Therapy Evaluation Program

] S Fe RE R FE I (R AE VR T VA R

NDA new drug application'®® s
neoplasm e

neural interface WA RS
neurodegenerative treatments PR IRAT 15
neurogenic pain Uz G
neurological stimulators CUEZYAIN €
neuromodulation?%* e
neuromodulator CUEZS D

neuron LT
neuropathic pain e 22 55 FE A R
new chemical entity = NCE SR SAR
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new drug application = NDA i

Nexavar = sorafenib tosylate e

NF = national formulary % E EF A TTE

NIH = National Institute Of Health 26 E 4 E PAEN R AT
Nipah virus JE B B
nitrazepam16 fil VU P (R 2 %2 5E)
nitrite WASER 5

NME = new molecular entity B TSk

NMR spectroscopy = nuclear magnetic 1 HE SR i

resonance

NOAA / NMFS

K RVE B R /B SRl R

nociceptive pain

(GEREES

nociceptor 1B IR A
nominal significance level 2 R E KT
non-dose-related adverse reactions FEAF A B
non-enzymatic browning e R AL
non-inferiority margin®’ A RN FHE
non-inferiority trial'% e[S LERARE
non-lipid virus K
non-parametric statistics ESH G ik
non-significant-risk (NSR) JERZE M fa ke
norovirus Vi DL
nosocomial®® infections & B Jak G

notified body NB NN

Novartis Pharmaceuticals A 2 FRA
NPV: net present value HUE

NPWT = negative pressure wound therapy 5 05 RIETTRAR

NSAID = non-steroidal anti-inflammatory drug

AR PR 25, AR BESEAIIH R 25

NSE (non-substantially equivalent) letter

AR S5 S8 [R5 F) £ B

null hypothesis*?

TR B, BN AR B B R AT
T AR EWCER IR T LSO A B

numerator T

nurse practitioner NP PHEAE

Nutrition Labeling and Education Act of 1990 BB N B
OA = osteoarthritis BT %

OA\I = official action indicated RS EITS

OASIS = Operational and Administrative System

OASIS # I SZ R BT R S
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for Import Support

OBD = optimal biological dose!* B A 2
obedience M

obsessive -compulsive disorder o 3 JiE
obturators Rk

OCI = Office of Criminal Investigations JBIEHE A E

OCTGT = Office of Cellular Tissue and Gene
Therapies

FDA 4 fa 20 2L RFE IR IT Ih A &

ODE = organ drug exclusivity

W E 25T A A

ODS = Office of Drug Safety

M EEIAE

Office of Surveillance and Epidemiology = OSE

23 i W ARAT I A I

official = pharmacopeial = compendial i), VEER BT

official compendium FEEii (EEFR USP. NP)

off-label use!’? N L

off-the-shelf components %At Je A4, Commercial-Off-The-Shelf, 7 H B
U3

OH = orthostatic hypotension (DAL VAT

OLT = orthotopic liver transplant R AL RS A

Omsk haemorrhagic fever virus SRA T 7 1T 3% B

oncolytic agent 988 240 )

OND = Office of New Drugs HAHAE

OOS = out of specification NG

open-blinding/open-label E[=]

open-cell foam VAR {RIZRZS

open-chest Surgery Devices TF AR 244

open-heart surgery perfusion and stabilization TR F-AREEVE N Fa i€ R Gt

systems

open-label FE

open-label trial'1? R RE R FFCE e

operating margin B

opportunistic infections GIRE eSS

optical sensor A R A

optional titration Wit = i o A R

ORA = Office of Regulatory Affairs WEHLHIANE

oral solid dosage forms 1 e ] A 7 23

ORD = optical rotatory dispersion JiEt e

organ replacements and assists

BAG R E
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organic impairment

R R

organoleptic quality JRE K

original medical record JRAREEIT 0%
orphan drugs!®4 g 2,900 L2
orthopedic implants BILAMEHEA
orthopedic surgery HIE AN R
orthopedics HE

orthostatic hypotensionm = OH AARASE PEAR I
orthotics ViBIA

OS = Overall survival MR

OSA = obstructive sleep apnea

WL 2 114 e PP S 2 £

OSHA = Occupational Safety And Health Act
[administration]

HRNb 22 45 5 AR 251 [ BRI

osmophilic yeasts Rz Svid-an:
osteoclast 108 B 4411
osteomyelitis HRER

OTC drug = over-the-counter drug E| Y]
ototoxicity Hag ik
outcome RPN

outcome assessment 45 RGP
outcome measurement A e
outlier BRHE
outpatient 1z

outreach A
overactive bladder B I Ik P s B

oxazepam; (marketed under brand names
Alepam, Murelax, Oxascand, Serax, Serepax,
Seresta, Sobril)

YDV (R PR R L, 87T

oxidative stress ER A AR

P/E Ratio [RGES

P4P = Pay for performance systems TR GRS B B
pacemakers OIS 1

package insert (for physicians) = label AIEIE T

package seal 0,2

PACS = Picture Archiving Communication [ BAR AR AN T R G
System

palivizumab (Synagis) WA 2R FL AT
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palliative care unit

Iy £ LS5

palpitation O

pancytopenia 2 120 s /D i

paracetamol X B xian & EERy CIFRANAE IR, SR
)

parallel group design AT

parameter estimation SR

parametric release 115 ZHRORAT

parametric statistics ZRG Tk

parasympathetic nervous system (autonomic B SIS R 4T ( HIEEME RF)

nervous system)

parathyroid hormone deficiency FR S IR R s =

partial response H o G i

Pasteurization B IROK BV

PAT = Process Analytical Technology16 TR T HAR

pathogen VLGS

pathogenic cocci i JE PR T

patient file ENEES

patient global; pt global o N SRR

patient history Wil

payroll tax*”

A R B E S AT R B R L %R, HErZ
JiE TS UON GRS B FHBRAT AR 3% FH 2 AT S
BK) 1) 7.65%

Pbo or Pla = placebo 2R

PCB = polychlorinated biphenyls EA NS NEENY)

PCR assays; polymerase chain reaction PCR i ill; 58 Bl S v

PD = pharmacodynamics'8 LIV BN 775 TR R

PDA = Parenteral Drug Association FH Y4

PDCO = Pediatric Committee INUBLFR 2

PDP product development protocol*!® PR Y

PDUFA = Prescription Drug User Fee Act 1992 | 2 [ kb J5 25 H R £ 3712,

peer review? L FIPH

Pegasys (peginterferon alfa-2a) IRk, B TR 0-2a 1 FHE (to treat
hepatitis)

pegylated interferon alfa-2a RO TR alfa-2a

penicillamine H

penicillium verrucosum RN
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pennsaid

Pennsaid X & 25 RN

peptides Jik

per protocol ( PP) analysis!?! RSl

per protocol set (PPS)122 R 5%

perchlorate AR

percutaneous transluminal balloon angioplasty 2 17 s N R FE LA R AR
perforated ulcer LM

perfusion W

perioperative antibiotic prophylaxis [T AR AP 258 a4
peripheral disease JE 320 105 9597

pesticide residue R

PET = positron emission tomography 1E R ST 2 AR
Pfizer it B 1) 245

PFO = patent foramen ovale B9 [5 FLAR P4

PFS = progression-free survival TP 13 AT %

PGE = patient global evaluation I3 N R TP

PHA = preliminary hazards analysis TS fa 6 o A
pharmaceutical equivalence 2R

pharmaceutics Zipiilea

Pharmacia TN

pharmacodynamics!?® = PD

IR B 715, TRIFR 2 R0

pharmacoepidemiology

2IRAT IR

pharmacokinetics = PK?4

2R 1% TRIFR 28

pharmacology

2T 2

Pharmacovigilance? VLYK S5
pharmacy Hic 247
PharMetrics claims database PharMetrics 2 b 24 2
pharynx L

phenergan JETRHR; S AR
Phenol ENU

phenotype!26 et

phenotypic resistance?’ R 24

PHF = potentially hazardous food AR &
phlebotomy F ORI AR
phocomelus'? HER )iy
photodynamic therapy PDT20 IR WAL RV
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PhRMA = Pharmaceutical Research and
Manufacturers of America

SEZY RS H =

PIB dosage form: powder in bottle

PIC = Pharmaceutical Inspection Convention Zinke e
PIC/S Pharmaceutical Inspection Cooperation B E S EHR
Scheme

pillar procedure, struts IMEBIEHEAR
pipeline assets TER ™ il

PK = pharmacokinetics'®

A 715, 2ishis, ZiEl s

placebo R

placebo control LR R

placebo controlled study RGN R 5T

placebo effect el

Plavix (Clopidogrel bisulfate) W de; SRS B R E SR
pleiotropy BN 2 3k, % 1

Plt = platelet /AR

PMA = premarket approval

ETTRTVERT; A 6 AT

PMCs = post marketing commitments*3!

ARV 24 b L T i ARSI T

PMDRA = Post Marketing Drug Risk
Assessment

BT A 2 RS A (T )

PMHx = past medical history REAE 5
PMN = premarket notification B 55 T3
PMS = premenstrual syndrome LU LR EE
POC (proof-of-concept) Clinical Trials'®2 Mg B
POC = point-of-care testing PR 555341
Polio A K 5T
polymer wafer = TR R
polymyxin EZ U
polyphenol oxidase Z Wy A AL
polytomies EXIES
pooled analysis = PA R
poor motor coordination 12 B P A
PoS = point-of-sales R
postmarket surveillance e R

post-marketing surveillance; postmarket safety
surveillance

W (Bl ek

posttranslational modification, PTM

4SRRI A
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postural hypotension JERVA RTINS

potency R

powerl33 4R BE; far e sk e

Pp = Process Performance®* TF8

Ppk = Process Performance Index'%® TFERdRE

PPO = preferred provider organizations et 21

PR = partial response B> R

practolol affair O T A

prazoxin ol SZARBR A7 WRMEEE pai zuo gin
PREA = the Pediatric Research Equity Act JUBHIT 7 i
precautions TER; RS
precision K%

preclinical (animal) data 15 PR BT (S 40 S2 56 ) B 4k
preclinical study It R HITAIT 5

predicate device = legally marketed device that is
not subject to premarket approval (PMA)

MO EVEE T L& K AT 2 PMA“H
R

prednisone

Wers CEH RN IRJEFASE B R /)
T2 N FH B e P A 77

pre-market approval (Application) = PMA

ETTRTVERAT CHRE)

premarket notification b T I
pre-marketing surveillance e (R AT
preparing and submitting T BRI A R
prescription drug Wb 75 %
preservation (S

prevalence SRS

prevention trials TR e

primary (coronary) event JE A5 A2

primary endpoint FEAL

primary mode of action = PMOA?36 B
primary variable FEA R

principal investigator = Pl TR
Principles of Qualification Mk CBRAE) JE
prion Jieim 2%

Prior Notice (PN) System Interface AER RS A m
private label s i A

private label distributor B EITHE
probability W %
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probe substrate REFIRY)
procedure trays R
process controls T &
process validation T 25k
product codes 7 S g

product differentiation

PR ZESEA, PR AR AL

product license = PL

T

product life cycle (PLC)%’ 7= i A i 3
prognosis s
progression-free survival = PFS ot A A7
progressive disease PD VR pri e

proof of principle study!% R B EUERT 5T
propensity score 0 1) 14 9T 53
propionic acid PR

propranolol W ZEIE IR
proprietary name LH LW
Propulsid (Cisapride) [N
prosthetics {53157

protein purification w4k
protocolt3 RIWITE; TR
protocol amendment 77 FAME
prototype design JR it
protozoa JRAEBI]
proven acceptable Range = PAR T AT 323
PSA = prostate specific antigen A F A 2 TR
PsA = psoriatic arthritis BGOSR

pseudomonas R R FE T BB AT 1
psoriasis G ; PR A e g
psoriatic arthritis PSA BRI R R
PSUR0 = periodic safety update report € HA 224 1 v TR 4
psychotropics R 24 i
psychrotrophic pathogens & Ve BUw

PTBA = percutaneous transluminal balloon
angioplasty

25 1 e Y B L AR R

PTC = product technical complaints 2R F
PTCA = percutaneous transluminal coronary 2 SR B I R TE A

angioplasty
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PTM = post-translational modifications

4SRNz EY A

PTS = probability of technical success HAR B IINER

public goods AFLF

Pure Foods Act 1906 1906 FEMUA Y (204 £ A 24 % 52)
PVAR = preliminary variation assessment report | #7453 22 P4 R 25
pyloric sphincter T THE LI

pylorus HAT]

QSIT = Quality Systems Inspection Technique % [E FDA Jfi E ik R A6 A e rE
QSR = Quality Systems Regulation JFEAR R EE

QT interval* QT [al i

QTc = Corrected QT KIE QT [i] 3]
qualification system for licensed pharmacist POV 245 VT A% N
qualified health claims A OR B A i R ELRR
Qualified Person = QP42 TR

quality assurance = QA R AR IE

quality assurance unit = QAU Jo7 B ORAES ]

quality control = QC pig=ctl

quality management systems ==l

quality of life trials or supportive care trials A TR

quality risk management = QRM o RS A
quantitative risk assessment AR PR
guaternary ammonium compound FHANEY)

query list, query form I FH B 7] 2%

qui tam143

R AR YRV BE ; BRI 11 S AR U (L0
Tl e HE RN 557 87)

qui tam relators, or whistleblowers

(VDAY IN

R & D portfolio

R&D IiH H &

RA = regulatory authorities

[RETETEAR

RA = rheumatoid arthritis FRERATR

rabies or rabies-related virus FERI B BRAE R B
radiation emitting products e e R
radiation-emitting electronic products A TS

radio frequency ablation RFA SR AT

radioactive pharmaceuticals TS 24

radiological health R PAE

radionuclides (radioactive contaminants) T A% 2=
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radiopharmaceutical TR 259
radiosurgery U 2EFAR
randomization BEALAL,

randomized trial BEAL A5
randomized, double blinded clinical trial BEATLAUE X HEF 5
range check 0l o 25

rating scale BR

raw agricultural commodities RN T A=
RBA = risk benefit assessment | ik i o

RCC = renal cell carcinoma ' 4 Jed

RCHSA = Radiation Control for Health and
Safety Act

1968 (FEilim i . MR R 2 2k

RCT = randomized clinical trials AL R a6
RCT = randomized controlled trial Bl B XS B
RDE: remote data entry P ERA G /L TP
ready-to-eat foods HIFE i
reagents A

real-time continuous glucose monitoring systems

S JE S8 MURE A I 5 4%

recall

#4181 9 [ U

RECIST = Response Evaluation Criteria in Solid
Tumors

AR YT R A AR v

reconditioning

B R ERE, Y EA

recycled plastics AT I EE AL ] i
reference listed drug Z A

reference product Z Ll

reference samples FRAERE

refractory solid tumors PR EL RN
regulatory methodology Jo A P A4

regulatory methods validation

G IEESAE (FDA X NDA 34t
TTIEREATRAED

regulatory specification

RS IS ARE (NDA 240

rejection

R

remission

remote monitoring system

R FR G A AR

REMS = Risk Evaluation and Mitigation
Strategies

IR DAt ok 22 ik s

REPFED = refrigerated processed food of

P2 IN AT it B DR A
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extended durability

replicate data sets HEWR MRS
replication A

rescue medication oy ]

residual risk o) 4= X
respiratory distress syndrome = RDS WP E B 2R A AR
respiratory paralysis I BRI

response rate SRR

retention samples FAFE

retinal implant PRI % A

retrovirus

R SR B (— T BUM R )

reverse engineering

Wi TR SOR AR,

review copy o 7 F I A

RF ablation surgical probes SR AT Rl AR R4
rhabdomyolysis MESUVLIE A
Rhinovirus, RhV BN

Rift VValley fever virus SLRFFE AR
risk % H

risk assessment (risk analysis + risk evaluation) PSR, e
risk classification PR 7335

Risk Communications Advisory Committee KA TR G R R
risk evaluation (part of risk assessment) RS PEATY

risk/ benefit analysis RN SE s &
risk-benefit ratio R/ A B
Ritalin HIfLAK;

rituximab, Mabthera, 35 %' 1¢ ]2z BT

RKI = Raf kinase inhibitor Raf 1771
RM = rhabdomyolysis'4 KRS e

RMS = reference member state!4® 225 IR

Roche T

Rogaine Wi BRI
Rosetta Y I

route of administration BAIELT

royalties LRI 5

RPN = risk priority number4’ ABEAR S $5 5

RR = response rate G

RSD = (intra-day and inter-day) relative standard

(H A E TR AR bt 22
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deviations

RSV = respiratory syncytial virus W 3 5 A 25
RTE (ready-to-eat) foods HIEE i

rugged individual Hoe#, DA

run-in {3

RVD reference vascular diameter 2% & B2

S. aureus = Staphylococcus aureus SO A TRE
Sabia virus % L 7 B

sacral nerve stimulation (SNS) IR A 22 5]

SAD = single ascending dose 44 28 R — 2 7 B YA FE WK
SAE = serious adverse event W N X

safety advisory AR

safety evaluation LAV

safety evaluators e LA PN
safety set LARVETE I E A 4R
Salmonella WK

Salmonella enteritidis J 9 Vb 1] IR
salmonella typhimurium AT VDT TIRE

sample size (number of subjects in a clinical trial)

FEAS &, FEAE, FEAK/D

SBA = serum bactericidal activities

L7 3% B9 2 20 A D00 R L 375 2% B R A

SBA = summary basis of approval = approval

FEAEARIE 2 = Ltk 25 5 (5 B

package

scaffold iS58

scale of ordered categorical ratings PSP S n (=Y Vi
SCFX!8 = supercritical fluid extrusion G SR sh B &
Schering-Plough e RAEHE

SCHIP State Children's Health Insurance JLE ETFAR IS 1R
Program

SCID = severe combined immunodeficiency T A s B IR

disease

SCID mouse SCID /M,
scleroderma T 17

screening trials i 12 1R 6

SD = standard deviation PR () 22

SE = substantial equivalence SEJF b SR

seal strength test B A e

SEC = Securities and Exchange Commission EFIFEARET SRR S
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secondary effect Y AA

secondary variable REAR &

seed brachytherapy JRUH PR 4 2R R BE S VR T
seeding trials'*® R

seizure 4

sensitized lymphocyte B L4

sepsis JSCHILR ; JH R

sequence (R RY AT

severe acute respiratory syndrome—coronavirus

T E ML PR R G L A E— e IR B

SFDA 15°= State Food And Drug Administration

] 5B it 243 it M B A L)

SG & A= sales, general and administration

. MR

shaft

ki

SHEA = Society for Healthcare Epidemiology of
America

KEEBRRATRY =

sheaths e

shelf life TRAF IR, TR 3]
shift table AR

Shiga toxin ERER
shipping test @,%é)zsi i ik

SIC codes = Standard Industrial Classification
codes

il
PRAEFE 7 A

side effects RIEH

significance level T E K

significant risk (SR) B R fak

Sildenafil P AR drug for erectile dysfunction; viagra

simple randomization

fi] L BEATL

simulation model 17 FLAY

Simulect 3 GEHERIZA R A
single blinding BE

single-blind study BEAR

single-masked study HEWR

sinus surgery devices BET AR

site assessment = SA I PEAL

site audit RIHAIFEE

SMDA = Safe Medical Devices Act of 1990 1990 A2z A PRYT FbRiE
SMF = site master file He PRI T S SO

SNDA = supplemental NDA TRk TR 2 b S
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sodium hypochlorite AR,
soft palate L

solutions beaS LTl

SOP = standard operating procedure PR EEAE IR
Sorafenib’®! = Nexavar w=hidEJe
sorbic acid th A48

source data = SD JR 26 H5 4
source data verification = SDV JR a6 Hts
SPA = special protocol assessment S S
specific antibody USRI
specificity ST

spinal deformities WY
spinal fusion cage HER] il & 2%
spinal implants/ biologics B RAENE AP 57
spiral CT scan 12 jE CT
spoilage g e

sponsor (of a new drug)

HpE, (FRTUFE T IR TE)

sponsor-investigator = Sl

HIMBIE T

spontaneous reports; voluntary reports

2 A B B IR

SPS = Agreement on the Application Of Sanitary
and Phytosanitary Measures

DA SHEY) DA S G fRTAR SPS MY

SSI = surgical site infection FAR A R
SSOPs = Sanitation Standard Operating PR ERR P
Procedures

standard curve it th 42

standard deviation Pt i 22

standard drug FrUEZY)

standard operating procedure = SOP PR E IR
standard treatment FRAEVATT
standards of care!®2 PSS 7ak N5
Staphylococcus 1 2] BR A )

startup companies N7

State Food and Drug Administration = SFDA E X a2 e
statistic Guit&E

statistical analysis plan = SAP Gt o Hr iR
statistical model it B
statistical significance gitaEm X
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statistical tables gtk

Statisticians in the Pharmaceutical Industry = PSI | #|Z5\ St it 24 FK Wh <

steady-state Area Under the Curve = AUCss FRAS 24l 22 T T AR RS I 225 9% B — B[]
2T A

stenosis e

stent grafts I35 PN S7 B0 A o iR S 40

sterile manufacturing facilities To A = Wit

sterility testing TC B

sterilization KA

steroid KR IR ED

steroid eluting electrode TR T AR R

steroid hormone AR,

Stevens Johnson Syndrome = SJS Stevens-Johnson ZRA1iE; 2 T BRI VELT 5t

stratified 7

Strattera = atomoxetine hydrochloride,

HERITEIIT-Z A EIR T 2

strength Mtk B EE (GRS RAL T & A BUR s>
D
strep test FEERER (- Wh4) iR, 0 SR B e S 7

Streptomycin

HEHER

study audit W rg A

study endpoint!53 T4 i

Study Personnel List = SPL SN EA
study site Bt T

study typel®* Tt Fi R
subchronic toxicity studies P B T T
subgroup RIZ4EN
sub-investigator BhyEa T
subject ane

subject diary = SD 2k Hid
subject enrollment ZARHE Nik
subject enrollment log = SEL ZIRANIER
Subject Identification Code List= SIC T E RANARD R
subject recruitment ZANHE
subject screening log = SSL ZIRH IR R
submission HIAR: BBAC
subspecialties, internal medicine TR AR

substantial equivalence to legally marketed

A AEAETT S LA S I HA T 20 PMA“H
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;

(predicate) device BT A AR L™ A SE R R S E]
sucrose FRE N

sudden cardiac arrest i =

sudden cardiac death ORI

sudden death W

sulfanilamide elixir

fisk i yi 55)

sulfasalazine = SSZ

MIZEEILIE bi ding

sulfonamides Tz K254
superinfection TG
superiority trial AR
supplier qualification AR 8 7R 55 4% B T
surfactant RS P77
surgical instruments FARZEME
Surgical Navigation FARIM ARG
surrogate endpoint55 BRA& S
survival analysis A7 T
susceptible population VYN
Sutent!s6 Hlewe
sutures HMRHFEARSEL:
SXRD = single-crystal x-ray diffraction B X — B R AT
sympathomimetic drug P AR 22 25

Synagis (palivizumab)

HARIER 5T, TR IR IRIE IG5 by

MedImmune

syringe pump ER N

system audit RGMEE
systemic infection 4 By R
systemic lupus erythematosus R TRIE
T1/2 = elimination half-life (of a drug) TR
tablets J

tachycardia IWSIpuBYS
tamarind color PHETMOR
tamper-resistant packaging [ e 2%
Tamper-Resistant Packaging Regulations FDA A (B &)
tampons (RasT S
Tarceva BN R YL
target variable Hir &

Taxol (paclitaxel)

filtsemk: SRAZEEHIFII R A4, 3 anti-

51




cancer drug;

Taxotere (Docetaxel)

EUTIUE S S N

T-BIL = Total Bilirubin PSS EEAN-

TBT technical barrier to trade FARME R 5 BE 2
T-CHO = total cholesterol S L[] 7

TDI = tolerable daily intake H RN &
TDS = total diet study MEE A
Technical Barriers to Trade (TBT) Agreement Fi AR B 5 B 22 il

tensile test

S AR K e

teratogenic

ey

teratogenic effects

Bk SRR (AR) RN

test and reference product = T&R IS iR
test product SR e
testosterone enantate BRIRSE IR
tetanus antitoxin WA R 3=
TG = thermogravimetry AT

thalidomide

IOSLFERE, SNiAS,  BRHZIRE R

thalidomide incident%7

"IN (UL FAE

therapeutic equivalence VBITEE30
therapeutic window?!58 BT

thiamin B (484 % B1)
threshold concentration IR

thrombin 5% 110, T
thrombocytopenia M/ s i
thrombolytic agents B
thrombolytic stroke T A A A R
thymus gland JHi

thyroid surgery CIRVNISEV/N

TIA = transient ischemic attacks L 3 1P I R I A

tick-borne encephalitis virus

18 (pronounced pi2) & i 78 I3 2

tilapia LoE |

time to tumor progression T g5 334 i i) )
time-to-event endpoint or survival time!59 A7 I I TA]

titration W 2

TLC = thin layer chromatography?¢° R ) A R
Tmax U st ()

TMS = transcranial magnetic stimulation 22 P i R
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TNF = tumor necrosis factor P JRE SR BRI ¥
TNK = Tenecteplase B
tocopherols HERE

tongue depressor JEEH, R
total diet study = TDS REEEA
toxicant il

toxicity P

toxicity scale BEARE

toxics BEPEZG

toxigenic moulds PR RN

TP = total protein MR

tPA = tissue plasminogen activatorl6! H LA R S
TPA = tissue polypeptide antigen HLRZRRPUR
tracer BRI
train-the-trainer program BRI
transcranial magnetic stimulation 22 J R e
transdermal patch 75 7 W71
transformation A B AR
transgene B K]
translational science!®? Ak R 24
transmissible spongiform encephalopathy TSE A% Gtk Vg 25 LR I I
transvenous catheter pacemaker Sk 3 A
traumatic pain AMEVEE R
treatment group a2

treatment IND TEIT AR IS P B 24 H
treatment trials BT IR

trial error RIS 1R

trial initial meeting RIS JE B2

trial master file LTSV EES

trial objective A H

trial site A
TRICARE T NEST 25t
triple blinding ="

trocars BE

troglitazone it 4% %1

TSE = transmissible spongiform encephalopathy

AR ARRIN 585 A% Gl AR RN I
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TSR = Total Shareholder return

i SYEIE

TTB = Alcohol and Tobacco Tax and Trade
Bureau

5% FE MRS AL A e B2 2 )=

TTM = Time to Market

IS 7 b AT A AR 46 31 T
It ]

TTP = Time to progression 21 3E g B[]

TVR = target vessel revascularization I A R A B P AR T
two one-side test X EAAN RS

Tylenol =i 1B Z

type I errori®3 [ iz

type 11 diabetes R PR

type Ilerrori®4 11 K5

TZDs = thiazolidinediones BEMELE (sai zuo4 wan2) —FlZE
UAE = unexpected adverse event RIS B S

UC = ulcerative colitis B S g %

ULN = upper limits of normal 1EH IR

UMC = Uppsala Monitoring Centre R AR L= =PI

unblinding WEwE

under reporting bias AR 72

unexplained syncope AN B JE R 2 ik

unresectable AREFAYIBR

Upjohn J 3 25

urinary retention PR B

URS = user requirements specification P 7 SR i e

urticaria

FRROZ PR KRB RIZHE . KBk
(52 AR, EARR— W)

US Federal Food Drug and Cosmetic Act of 1938

1938 ML E (HHE Ah. 2 AL i)

USDA FSIS (Food Safety and Inspection
Service)

5 B A b B Fr it 22 A AGL IR T

USP = United States Pharmacopeia

FEZAH (PO NF G IH—ZHBO

USP/NF = U.S. Pharmacopeia / National
Formulary

(CREELE VP iy Y

UV-VIS Ultraviolet/Visible

A=l I

VAC = vacuum-assisted closure B

VAI = voluntary action indicated MNiZH] T KEGEEATS
validation I&F

validation master plan OF 11
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validation of aseptic processing T LA

value chainl® UIRIERs

vancomycin resistance Xl BRI T
variability 35

variable A H

variola virus RAEIE small pox
vascular catheter LA A A
vasculitis I %8

vector sequences!t® BARIT S

vegetative bacteria (YT

vegetative organism TE AR

VEGF%7 = vascular endothelial growth factor A& W 2 A K
VEGFR = vascular endothelial growth factor M N 2 A K TR 32 A
receptor

ventilator IR AL

verification68 RN

veterinary products =20

Vibrio cholerae EaLINE

Vibrio parahaemolyticus ] I 5

Vibrio vulnificus BN EE

Vioxx (rofecoxib)

Jit%; @4 BHEEAR, COX-2 fMilFl; $it
KA

VIPPS = Verified Internet Pharmacy Practice Site

“ELIR A 24 B IE AR &

viral load T BB

virtual cath lab REL P =

virus inactivation Jp3 B K

visual analogy scale BT 4012
visual check N L

vital signs A ARAE

Voltaren gel FRAMR T R
VRE vancomycin-resistant enterococci i 77 25 2 W ER
vulnerable subject g9

Vytorin NEEWITEA (ezetimibe) F1EARARIT
(simvastatin) 15 77 25 5

W/D due to adverse events RIAS BN S 1 4 25

WACC = weighted average cost of capital NS SN NN

warning letter B E R
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warranty claims

PRS2 6

wash-out; washout period

Vet ] RISV, Vet

water activity'®® (Aw)

TG SE, MRRAENE, K

water binding agents 7K
water-for-injection system = WFI KRR
WBC = white blood cell H 2 A

Weber effect 170 FAa RN
Wegener’s granulomatosis FIME AN ZF I
well-being FER], AR
Wellcome E3Y:

West Nile virus v J 2T

WHO International Collaborating Center for
Drug Monitoring

(5 A 43) e 2 W Ml 54 o

WHO International Conference of Drug
Regulatory Authorities =WHO-ICDRA

WHO [ Br 24 s 2 24 /e il

WHO Programme for International Drug
Monitoring = PIDM

WHO [H Fr 249 W I 1114

whole grains BTN
withdrawal symptoms W25 R RER
withdrawal syndrome W e E1E
within-run precision b N R 5
wound drainage R 51
wound dressing 1) Th Ok}
wound management 13 13 2

WTO/SPS = Agreement on the Application of
Sanitary and Phytosanitary Measures

(St 1A 5 A A S it B )

xenotransplantation M

Xerophilic fungi R

X-ray X 528

Yellow fever virus LY

Yersinia enterocolitica N S5 i SR IR AR TR
Yersinia pestis BRIZ R /R AR B

Zenapax

FRJEIK; FT Tac F45T; HiHFST 24 anti-rejection;

Zeneca

R R

Zocor (simvastatin)

Zyprexa (Olanzapine)

EPRER 2 T SRR AE E R 24, SR AR ARy T
IR BECE; R 2L

al-receptor blocker

al 324 BH A 77
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B-lactames

AL

Laws & Regulations

Animal Drug User Fee Act 2003 CEZ5 AT )

Anti—drug Abuse Act 1988 55 s

Best Pharmaceuticals for Children Act'’* 2002 JLE AL v B LB IE 2 s
BPCA

Biologics Control Act 1902 He i L VR

DSHEA = Dietary Supplement Health and
Education Act of 1994

Rk T bl e 5 HH VA

Drug Price Competition and Patent Term
Restoration Act, more commonly known as the
"Hatch-Waxman Act" 1984

WO =4k 2 iER

Fair Packaging and Labeling Act 1966

NP AIR IR

Federal Food, Drug and Cosmetic Act 193872

b Zigh At i

Food and Drug Administration Modernization
Act of 1997173

5% bl AN 2 i BB BT

Kefauver-Harris Amendment to the FD&C Act
174 1962

SRR AT IR %

Medical Device Regulation Act 1976

PRy S I ik

Medical Device User Fee and Modernization Act
= MDUFMA 2002

By astl e S B L I R

Nutrition Labeling and Education Act = NLEA
1990

(E TR N BEED

Pediatric Research Equity Act of 2003

(2003 4= ) LB 7T i)

Prescription Drug Marketing Act 1987 CAbT7 2 )
Prescription Drug User Fee Act 175 = PDUFA Wb T7 2R i

1992

Public Health Security and Bioterrorism
Preparedness and Response Act of 2002 (the
Bioterrorism Act)

(2002 22 S e 22 4 A0 A ) R T8 LR
%) (PR CEVIRMRED )

Public Health Service Act 1944

NIARREER, AL DA MRS EE

Pure Food and Drug Act 1906

alifr A2

FDA Organization Charts
http://www.fda.gov/ http://www.hhs.gov £E T4 5 AKREEE (HHS)

Acting Principal Deputy Commissioner

REHE—HRK

ATF = Bureau of Alcohol, Tobacco, Firearms
and Explosives

RS L AR SRR e 2R
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CBER = Center For Biologics Evaluation and
Research

AR S PPA RO ST A O
Director)

(HRf: A

CDER = Center For Drug Evaluation and
Research

25 PR AIF R Cy (HRAZ: 34T Director)

CDRH = Center For Devices and Radiological
Health

PR EE S By (HRAZ:  FEAF Director)

CFSAN = Center For Food Safety and Applied
Nutrition

Bah LR E IR PG R T4

Director)

Commissioner of Food and Drugs TR REK
CVM = Center For Veterinary Medicine syphuty (BRf7: FEAT Director)
Division of (Drug) Risk Evaluation JRUSGE DA 358

Division of Medication Errors and Technical
Support

B2 AN BOR SR

Division of Surveillance, Research and
Communication Support

I W FCANAZ Uit SR

Drug Safety and Risk Management Advisory
Committee

gyl g MR E A NE R

NCTR = National Center for Toxicological E K w2t 50 (BRAL: 34T Director)
Research

OAP = Office of Antimicrobial Products (under HESmDAZE

CDER)

OBP = Office of Biotechnology Products (under | A4535 Kr= IhA =

CDER)

OCC = Office of Chief Counsel B AR S =

OCI = Office of Criminal Investigations BHAEIAE

OCP = Office of Clinical Pharmacology IR 25 #2770 A % (under CDER); supercedes

OCPB

ODS = Office of Drug Safety

Ui LN E

Office For Human Research Trials

NAWF TR TP 2 =

Office of Applied Research and Safety
Assessment

JSL IR TN 22 Al Ip

Office of Biostatistics and Epidemiology (under
CBER)

FATR AR EN G I A=

Office of Blood Research and Review

MR FEAN &SP

Office of Cellular, Tissue and Gene Therapy
(under CBER)

=
MPALEPRNGT A E

Office of Clinical Pharmacology and
Biopharmaceutics (OCPB)

I PR 245 B 2 R0 A W il 245 2 70 =

Office of Communication, Education, and
Radiation Programs (under CDRH)

i BE MBI 0 A=

s




Office of Communication, Training and
Manufacturers Assistance

AT FENAIFE B HE R A =

Office of Compliance PIEIDA=E

Office of Compliance and Biologics Quality PIEMEDR R EDAE
Office of Constituent Operations R ITAEDIAZE

Office of Consumer Affairs HREFRSZIIAE

Office of Cosmetics and Colors Wl SRR I A E

Office of Counter-Terrorism and Emergency RALE 2RI AE
Coordination (under CDER)

Office of Device Evaluation ZEMIEY I =

Office of Drug Evaluation | T A E

Office of Drug Evaluation 11 BT A E N

Office of Drug Evaluation 111 2T I A=

Office of Drug Evaluation 1V BT A= IV

Office of Drug Evaluation V BTN I AEV

Office of Enforcement SR PIEINAE

Office of Equal Opportunity BN I A=E (B F/T Director)
Office of Executive Operations TBUBITIMAE

Office of Executive Programs (under CDER)

Office of Executive Secretariat ITERL A A E

Office of Facilities, Acquisitions, & Central
Services

W RO RS I AE

Office of Field Programs Wi H A=
Office of Financial Management B =R /N,
Office of Food Additive Safety BB ZEDANE
Office of Generic Drugs A I A=

Office of Health and Industry Programs

il FEAN LI H A0 =

Office of Human Resources & Management
Services

NRGHFEAE RS A=

Office of In Vitro Diagnostic Device Evaluation

and Safety (OIVD) under CDRH

PRI Wi s VPG A 2 e VEIp A=

Office of Information Resources Management ERRFEEHBPNE
Office of Information Technology ERHEARDBAE
Office of Information Technology (under CBER) | {Z B R A=
Office of Information Technology Management EEFAREHHIAE
Office of Internal Affairs W HS A E

Office of International & Constituent Relations

[E PR R RIP A=

Deputy Commissioner)

CHRAZ -

it
At
hii
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Office of International Programs

.IZTI\HW* N

Office of Legislation

Office of Management

Office of Management & Systems

%EE%D%éEHZ\Z (HRAZ:
Senior Associate Commissioner)

BIRAEL 17

Office of Management and Communications EHAZIMIPAE
Office of Management Operations (under CDRH) | & Hiz/E A=
Office of Management Services (under NCTR) ERRSIIAE
Office of Management Systems (under CFSAN) | & 51 245 Jp /N =
Office of Medical Policy BRI AE

Office of Minor Use and Minor Species Animal
Drug Development (under CVM)

Al A B 2y R R 9

et

\:—‘—v

Office of New Animal Drug Evaluation W25 N =

Office of New Drug Chemistry A E

Office of New Drugs = OND A NE

Office of Nonprescription Products (under JEA G R A E

CDER)

Office of Nutritional Products, Labeling and BRI AR BRI AE

Dietary Supplements

Office of Oncology Drug Products (under CDER) | e 2224 5 AN =
Office of Operations BATHAZE

Office of Orphan Products Development FE IR TR I E
Office of Pharmaceutical Science W2 R 22 I =

Office of Planning HRIA=E

Office of Planning, and Resource Management
(under NCTR)

MR E IR

Office of Planning, Finance, and Information
Technology

il WA ERARG A%

Office of Plant and Dairy Foods and Beverages

TRy i R =

Office of Policy

BUR AR

Office of Policy, Planning, and Legislation

BUR. THRIMSIE I GRAL:

74 Senior Associate Commissioner)

PHARHEE

Office of Post-Marketing Drug Risk Assessment

J:Fﬁ):#i nnﬂﬁaﬂqﬁj}/\%

Office of Premarket Approval

EWArE A E  EW AR RS AE

Office of Public Affairs NIFELIAE
Office of Regional Operations X HEIBIT I AE
Office of Research WMRIIAZE

Office of Resource Management HEEHEDIAZE

60




Office of Review Management

Office of Science

Office of Science and Engineering Laboratories
under CDRH

M5 TRRBEIAE

Office of Science and Technology

TR AT A %

Office of Science Coordination and
Communication

BLE AR R Ir A~ ZE (HRA
Director)

FAE

Office of Scientific Analysis and Support N Y I =7} S/~
Office of Seafood N YR C NP /N

Office of Special Health Issues AR IR AR R 1) R p A =
Office of Surveillance and Biometrics WERMAMG T A S
Office of Surveillance and Compliance B RPIEAE

Office of Surveillance and Epidemiology = OSE,
formerly “Office of Drug Safety”

245 i M ARAT IR 2 AN 2,
W2y b 2 A Ip A=

Office of Systems and Management RGEMEHIPAE

Office of Testing and Research RGN TP =

Office of The Administrative Law Judge ITEEE D AZE (B4 1THUEE
Administrative Law Judge)

Office of the Commissioner OC RKHPAE

Office of The Ombudsman WL RIIANE

Office of The Senior Associate Commissioner

WIRAEL Rp A= (RN BHRMES 5

Senior Associate Commissioner)

Office of Therapeutics Research and Review

BIT R BN E

Office of Training and Communication

EIIAAZ R A =

Office of Translational Science ARl AE
Office of VVaccines Research and Review TR MEERAZE
Office of Women's Health AL fEENE

OIVDDES = Office of In Vitro Diagnostic
Device Evaluation and Safety

RINZW SR 5 L A=

ONDQA = Office of New Drug Quality
Assessment (under CDER)

WA BN P AE

OODP = Office of Oncology Drug Products e 25 I A E
(under CDER)
ORA = Office of Regulatory Affairs WERLSIHINE

OSEL = Office of Science and Engineering
Laboratories (under CDRH)

A5 TRABEDSAE

Regional Field Office, Central Region,
Philadelphia, PA

WX I IR I — A X
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Regional Field Office, Northeast Region,
Jamaica, NY

X PEIIA I E— IR B X

Regional Field Office, Pacific Region, Oakland,
CA

W X PERLIA I N B — KPR X

Regional Field Office, Southeast Region, Atlanta,
GA

W X PEBIA I E— IR X

Regional Field Offrice, Southwest Region,
Dallas, TX

WX PRI I I — P X

USDA = Food Safety and Inspection Service

KERMZESHAR

CFDA State Food and Drug Administration EZX & 255 KBS HEF http://www.sda.gov.cn

LAEWEL BRI A

Div of Safety Supervision

I o = G 55 =)D

General Office = Department of Finance Planning

PRAE AL 25 )

Div of Health Food? Supplements?

PRAEAL Ry A b ]

Div of Standards

U AN

Div of Financial Affairs

PRRREM AL BRI A ]

Div of Product Registration

RFERIRIAE Trn =

Div of Development and Planning

TERAE BRI

Div of Regulations

THiARcAE N A A

Div of Salary and Deployment

INEN(ae]

Dept of International Cooperation (Office for
Administrative Protection of Pharmaceuticals)

EAEAL [ PR 1w

Div of Cooperation

WG At 25 e

Div of Pharmaceuticals

B AE SEOR BB AL ol 2 4 b i =)

Div of Surveillance Standard and Technical
Supervision

SEVFATIE AL 250 113

Div of Supervision on Distribution Licensing

ERAERL NFHE

Div of Personnel Assessment, Appointment and
Removal

BReght Elbr iR

Div of Liaison

AL Trn =

Div of Secretaries

T SHOR T AR N A

Div of Training and Management of Technical
Personnel

NFHHH

Dept of Personnel and Education

AR AL 2t A i

Div of Drug Manufacturing Supervision

Al AL 2

Div of Biological Products

STl Ak & Dept of Food Safety Supervision
Tz WELAL iz A g Div of Food Safety Supervision
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iz A

Dept of Food Safety Coordination

FEREG IR 260 2 2 W o

Div of Controlled Drugs Inspection

RS BRE A

Division of Archives and Information

i AL PR

Div of News? or Press?

EEAHAL ket

Div of Information Analysis

BB E B AL 258 7 ]

Div of Drug Information and Advertising
Supervision

2 i T A I Dept of Drug Safety and Inspection

25 BB AL 21T ] Div of Drug Supervision and Inspection
i AL 24z 4 A A Div of Drug Re-evaluation

25 ST 3 e ) Dept of Drug Market Compliance
it R B AL 2 e 4 A A Div of Drug Research Supervision

24 A A Dept of Drug Registration

BRyT SR UE SAL 2 0 T 7 )

Div of Medical Devices Supervision and Inspection

g ]

Dept of Medical Devices

PEAEPAL TN

Div of Budget Management

BRI ]

Dept of Policy and Regulations

BURBE AL EE R ]

Div of Policy Research

PRI B AL S

Div of Law Enforcement Supervision

SRR ST NE )

Div of Traditional Chinese Medicine

BUUE AL g

Div of Special Supervision and Investigation

LRER Ry sl

Div of General Affairs

ZEL Bl el

Div of General Affairs

Gt = N AR AR A

Div of General Management

creEEA HERGEA

Div of General Management

GEBEAL 256 ]

Div of General Management

LA AL 25 e

Div of General Management

A IRAL i %4 P ]

Div of Comprehensive Coordination

TR

! of the Bureau of Customs and Border Protection (CBP)

2 a biologic response modifier, is a single-chain polypeptide containing 140 amino acids

3 An unwanted effect caused by the administration of drugs. Onset may be sudden or develop over

time
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4 Organizations and groups that actively support participants and their families with valuable resources,
including self-empowerment and survival tools.

> A negative experience encountered by an individual during the course of a clinical trial that is
associated with the drug.

6 The basic premise of AIP is: If FDA determines that a company’s applications are not reliable, the
agency will not perform substantive review of any of the company’s applications until confidence in
the data is restored.

" An alanine aminotransferase (ALT) test measures the amount of this enzyme in the blood. ALT is
measured to see if the liver is damaged or diseased.

8 to check for liver disease or damage to the liver. Symptoms of liver disease can include jaundice,
belly pain, nausea, and vomiting. An ALP test may also be used to check the liver when medicines
that can damage the liver are taken or to check bone problems (sometimes found on X-rays), such as
rickets, osteomalacia, bone tumors, Paget's disease, or too much of the hormone that controls bone
growth (parathyroid hormone).

9 An allograft is a transplanted organ or tissue from a genetically non-identical member of the same
species

10'is a general linear model with a continuous outcome variable (quantitative) and two or more
predictor variables where at least one is continuous (quantitative) and at least one is categorical
(qualitative). ANCOVA is a merger of ANOVA and regression for continuous variables. ANCOVA
tests whether certain factors have an effect on the outcome variable after removing the variance for
which gquantitative predictors (covariates) account. The inclusion of covariates can increase statistical
power because it accounts for some of the variability

11 Any of the treatment groups in a randomized trial.

12 ow levels of AST are normally found in the blood. When body tissue or an organ such as the heart
or liver is diseased or damaged, additional AST is released into the bloodstream. The amount of AST
in the blood is directly related to the extent of the tissue damage.

13 A renewable permit granted by the federal government to an institution or research center to
conduct clinical trials.

14in an "as treated" (or "observed data") analysis only those patients still taking the assigned treatment
are analyzed; those who drop out are “censored."

B3R RAERS SO N BT AT — ARG, APPSR SE it . i e SR
Pt 500 77 58 ARrEiR e RURR LUK 2451 i A6 AH Sk A 2SR AR AT

16 —FpbE TR 7T 2 BUBE R 1 254
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17 Benzodiazepines have also been used as a "date rape" drug because they can markedly impair and
even abolish functions that normally allow a person to resist or even want to resist sexual aggression
or assault

18 ARG T e, BIEE R FIRT, chlordiazepoxide, i fh4 Librium). HipGeE
(%5, diazepam, FHfm44 valium). fEPEPE(EZE % E, nitrazepam). FPHHE(GR L E,
flurazepam) Mz YL VG P (R FL 2258, &7, oxazepam). IR 158 T4 R, MEIR A X Hi
|

WO HIm ARG T % PATIRAR S . 0 B ir i AR IR 45 2RI, A SR R 2 I B0 &
GiiRZE, UL R VRV B AR

20 expression of how much drug reaches the circulation (known to pharmacologists as the central
compartment) after administration

21 The property of being biologically compatible by not producing a toxic, injurious, or immunological
response in living tissue

22 A biofilm is a structured community of microorganisms encapsulated within a self-developed
polymeric matrix and adherent to a living or inert surface

23 A virus, therapeutic serum, toxin, antitoxin, vaccine, blood, blood component or derivative,
allergenic product, or analogous product applicable to the prevention, treatment or cure of diseases or
injuries of man. biological therapeutic agents that include blood and blood products, vaccines,
allergenics, cell and tissue-based products, and gene therapy products

24 Substances that stimulate the body's response to infection and disease. The body naturally produces
small amounts of these substances. Scientists can produce some of them in the laboratory in large

amounts for use in treating cancer, rheumatoid arthritis, and other diseases

2 A biochemical feature or facet that can be used to measure the progress of disease or the effects of
treatment

% Biosimilars or Follow-on biologics are terms used to describe officially-approved subsequent
versions of innovator biopharmaceutical products made by a different sponsor following patent and
exclusivity expiry on the innovator product. Biosimilars are also referred to as subsequent entry
biologics (SEBs) in Canada

27 A randomized trial is "Blind" if the participant is not told which arm of the trial he is on. A clinical
trial is "Blind" if participants are unaware on whether they are in the experimental or control arm of
the study; also called masked

BRI RIRE RN G, Bk E i R R E ST e, DR
X GEit o it RIE B e B E -
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29 A flat monthly fee that a health plan pays to a provider (doctor, hospital, lab, etc.) to take care of a
patient's needs. Capitation is part of the provider-reimbursement mechanism

30 Both the FDA and EMEA endorse the use of CCDSs to track safety data and share labeling
information. The EMEA requires companies to file Periodic Safety Update Reports (PSURS) regularly
and the FDA requires postmarketing reports for some drugs currently on the market and likely more in
the future

31 a medical testing protocol in which a medicine or drug is administered, withdrawn, then re-
administered, while being monitored for adverse effects at each stage. The protocol is used when
statistical testing is inappropriate due to an idiosyncratic reaction by a specific individual, or a lack of
sufficient test subjects and unit of analysis is the individual

32 (an acronym for the French "Conformite Europeenne") certifies that a product has met EU health,
safety, and environmental requirements, which ensure consumer safety

33 approved for colon cancer, as well as head and neck cancer

34 a form of spectroscopy based on the differential absorption of left- and right-handed circularly
polarized light. It can be used to help determine the structure of macromolecules (including the
secondary structure of proteins and the handedness of DNA). J&52 &P 7376 /2 A5 (R Al Hi 6 i
Wt AN, 7 A R otz id s A8 B IR iRt X AR R BRI —

35 A medical researcher in charge of carrying out a clinical trial’s protocol

3 A clinical trial is a research study to answer specific questions about vaccines or new therapies or
new ways of using known treatments. Clinical trials (also called medical research and research studies)
are used to determine whether new drugs or treatments are both safe and effective. Carefully
conducted clinical trials are the fastest and safest way to find treatments that work in people. Trials are
in four phases: Phase | tests a new drug or treatment in a small group; Phase Il expands the study to a
larger group of people; Phase 111 expands the study to an even larger group of people; and Phase IV
takes place after the drug or treatment has been licensed and marketed.

37 In epidemiology, a group of individuals with some characteristics in common

38 A clinical trial conducted primarily through primary-care physicians rather than academic research
facilities

39 A method of providing experimental therapeutics prior to final FDA approval for use in humans.
This procedure is used with very sick individuals who have no other treatment options.

40 Broad range of healing philosophies, approaches, and therapies that Western (conventional)
medicine does not commonly use to promote well-being or treat health conditions. Examples include
acupuncture, herbs, etc. Internet Address:

41 Refers to maintaining the confidentiality of trial participants including their personal identity and all

personal medical information. The trial participants’ consent to the use of records for data verification
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purposes should be obtained prior to the trial and assurance must be given that confidentiality will be
maintained.

“2 the molecular and genetic alterations (context) that cause cancer cells to be particularly sensitive
(vulnerable) to a drug or combination of drugs--the “"context of vulnerability; the genetic configuration
in a patient's tumor that makes it susceptible to a specific drug.

43 A specific circumstance when the use of certain treatments could be harmful

44 The standard by which experimental observations are evaluated. In many clinical trials, one group
of patients will be given an experimental drug or treatment, while the control group is given either a
standard treatment for the illness or a placebo

4 Control is a standard against which experimental observations may be evaluated. In clinical trials,
one group of participants is given an experimental drug, while another group (i.e., the control group)
is given either a standard treatment for the disease or a placebo.

46 A simple and straightforward indicator of process capability

47 Adjustment of Cp for the effect of non-centered distribution

48 an amino acid, C4HgN302

49 a crystalline end product of creatine metabolism, C4H7N30, occurring in urine, muscle, and blood

%0 one where patients are given all of the medications to be studied, or one medication and a placebo in
random order. These studies are generally done on patients with chronic diseases to control their
symptomes.

51 The '‘Common Technical Document' or 'CTD' is a set of specification for application dossier for the
registration of Medicines and designed to be used across Europe, Japan and the United States. It was
developed by the European Medicines Agency (EMEA, Europe), the Food and Drug Administration
(FDA, USA) and the Ministry of Health, Labour and Welfare (Japan).

52 plueness or lividness of the skin, as from imperfectly oxygenated blood

53 is a very large and diverse superfamily of hemoproteins found in all domains of life

SRR RRTH, SR &1 cytokine

55 An independent committee, composed of community representatives and clinical research experts,
that reviews data while a clinical trial is in progress to ensure that participants are not exposed to
undue risk. A DSMB may recommend that a trial be stopped if there are safety concerns or if the trial
objectives have been achieved.

% Prior to the FDA Modernization Act of 1997 (FDAMA), all devices on the market as of May 28,
1976 were classified according to their risk. Any new type of device that was found not substantially
equivalent for a reason other than performance data required a Premakert Approval (PMA) application.

A device could be moved out of Class 11 only through a reclassification process. The De Novo
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process provides a possible route to market low risk device types. This process does not apply to
devices that have been classified by regulation into class I11, i.e., preamendment class 111 devices or
class 111 devices for which a premarket approval application or a reclassification petition is appropriate.
FDAMA amended Section 513(f)(2) to provide a new mechanism for classifying new Class IlI
devices for which there is no predicate device. The De Novo process is intended to apply to low risk
products that have been classified as class 11 because they were found not substantially equivalent
(NSE) to any identifiable predicate device. It allows the recipient of an NSE (not substantially
equivalent) letter to request a risk-based classification determination to be made for the device.

An applicant of a 510(k) who receives a Not Substantially Equivalent (NSE) determination placing the
device into a Class Il category can request a de novo classification of the product into Class | or I1.
The request must be in writing and sent within 30 days from the receipt of the NSE determination. In
addition, the request should include a description of the device, labeling for the device, reasons for the
recommended classification (into Class | or I1), and information to support the recommendation. The
de novo process has a 60 day review period. If FDA classifies the device into Class | or 11, the
applicant will then receive an approval order to market the device. This device type can then be used
as a predicate device for other firms to submit a 510(k). However, if FDA determines that the device
will remain in the Class I11 category, the device cannot be marketed until the applicant has obtained an
approved PMA.

57 The multidimensional combination and interaction of input variables (e.g., material attributes) and
process parameters that have been demonstrated to provide assurance of quality. Working within the
design space is not considered as a change. Movement out of the design space is considered to be a
change and would normally initiate a regulatory postapproval change process. Design space is
proposed by the applicant and is subject to regulatory assessment and approval

%8 (Cmax-Cmin)/Cave

% The dose of a drug that produces side effects severe enough to prevent larger doses being given.
SRR NI WA IR & Bk, W] DLAHE — A2 A N ZIFER] % N, fam
WA R s R i) e s AP BB . R TE DMF RRA 3 B AU R A I TR X
P4 FDA, FDAYEHi# IND. NDA. ANDA A G5 H %

61 A clinical trial in which two or more doses of an agent (such as a drug) are tested against each other

to determine which dose works best and is least harmful.

62 YEIGARIRIE T, PRI CZgMFRIRL, A2 7ES) AREMEIR RN, R AR
B —FEoR. BN 25 5 X 2G5 HE & —Fpsc 5], PSS 4 5 0 AL e T 25 1 S0
H&4T7E B —E
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83 A clinical trial design in which neither the participating individuals nor the study staff knows which
participants are receiving the experimental drug and which are receiving a placebo (or another
therapy). Double-blind trials are thought to produce objective results, since the expectations of the
doctor and the participant about the experimental drug do not affect the outcome; also called double-
masked study. See Blinded Study, Single-Blind Study, and Placebo.

844l TATAT S R AN RE 4k S 42 507 S EAT B I ER I B e — IRBE VT 0 3210

% A modification of the effect of a drug when administered with another drug. The effect may be an

increase or a decrease in the action of either substance, or it may be an adverse effect that is not
normally associated with either drug.

8 FDA H i — MRl A 5

67 Summary criteria for participant selection; includes Inclusion and Exclusion criteria. (See

Inclusion/Exclusion Criteria)

8 over 100 people died after using a drug formulated with a toxic, untested solvent diethylene glycol
instead of ethanol.

69 Overall outcome that the protocol is designed to evaluate. Common endpoints are severe toxicity,
disease progression, or death.

0 An epitope, also known as antigenic determinant, is the part of a macromolecule that is recognized
by the immune system, specifically by antibodies, B cells, or T cells. The part of an antibody that
recognizes the epitope is called a paratope Hufi gl &5 47, Pk vie ik, (Prli) M

TLR NP B2 FiR T RO I 22 500 RN IR IR L 570 3 kR

2 inert substance used as a diluent or vehicle for a drug

3 any of the FDA procedures, such as compassionate use, parallel track, and treatment IND that
distribute experimental drugs to participants

4R AT BE R AT A R VR YT IR U B AR ) 2R AR . 2RI WA BE A LA ) 52
DAt /b (RN BRI 7250 B 52 i 545 I

5 1t is produced by the liver cell microsomes and is widely distributed in cells that are involved in the
secretion and absorption of bile. It is a useful laboratory marker as an indicator of early liver cell
damage or cholestatic disease

76 stimulates the bone marrow to produce more white blood cells

7 The phenotypic manifestation of a gene or genes by the processes of GENETIC TRANSCRIPTION
and GENETIC TRANSLATION

8 The genetic constitution (the genome) of a cell, an individual or an organism. The genotype is

distinct from its expressed features, or phenotype

S FE1E HBV JEASBEAE A DRI S 25 A0 R IO S R R A, IF R AR AT SR I B IR I % ik
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8 unapproved drugs whose makers claim the drugs are "grandfathered" under older standards and
therefore don't require approval under the current regulatory framework

8L PR HE J 14 A 1Y) B A I 7 B £ 4 45 A AL RN & P R R A B ZEL s, PRIAR R B2 (5, kL
R AT, TAEE MR A 24

821 T A BRI s (HACCP) & — MRIE B i Z I P E oK E A R EisH M T E
S WEMDEE L A SE A R A N S G PP S5 T A S BN % ke S g, D
B JEURHI M/ IR GRS I B AN 9% R T S BRI AE ) S8 T AT S R R PE
i, 4R H X i 247 it o B T P S B ) A

83 Wi PR KB A R B ORI P AR bR ) 2 —; a test that measures the amount of glycated
hemoglobin in your blood

84 a form of column chromatography used frequently in biochemistry and analytical chemistry. It is
also sometimes referred to as high-pressure liquid chromatography. HPLC is used to separate
components of a mixture by using a variety of chemical interactions between the substance being
analyzed (analyte) and the chromatography column

8 ability of a substance to provoke an immune response

8 The medical or social standards determining whether a person may or may not be allowed to enter a
clinical trial. These criteria are based on such factors as age, gender, the type and stage of a disease,
previous treatment history, and other medical conditions. It is important to note that inclusion and
exclusion criteria are not used to reject people personally, but rather to identify appropriate
participants and keep them safe.

87 A committee of physicians, statisticians, researchers, community advocates, and others that ensures
that a clinical trial is ethical and that the rights of study participants are protected.

8 In epidemiology, an intention to treat (ITT) analysis (sometimes also called Intent to Treat) is an
analysis based on the initial treatment intent, not on the treatment eventually administered. ITT
analysis is intended to avoid various misleading artifacts that can arise in intervention research. For
example, if people who have a more refractory or serious problem tend to drop out at a higher rate,
even a completely ineffective treatment may appear to be providing benefits if one merely compares
those who finish the treatment with those who were never enrolled in it.
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% Primary interventions being studied: types of interventions are Drug, Gene Transfer, Vaccine,
Behavior, Device, or Procedure
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92 LASIK stands for Laser-Assisted In Situ Keratomileusis and is a procedure that permanently
changes the shape of the cornea, the clear covering of the front of the eye, using an excimer laser. A

mechanical microkeratome (a blade device) or a laser keratome (a laser device) is used to cut a flap in

the cornea.
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% the lowest amount of analyte in a sample that can be quantitatively determined with suitable
precision and accuracy; Suppose you are at an airport with lots of noise from jets taking off. If the
person next to you speaks softly, you will probably not hear them. Their voice is less than the LOD. If
they speak a bit louder, you may hear them but it is not possible to be certain of what they are saying
and there is still a good chance you may not hear them. Their voice is >LOD but <LOQ. If they speak
even louder, then you can understand them and take action on what they are saying and there is little
chance you will not hear them. Their voice is then >LOD and >LOQ.

% a heart rhythm disorder that can potentially cause fast, chaotic heartbeats

% ysed to report adverse event data from clinical trials, as well as post-marketing and
pharmacovigilance

97 products from the simple toothbrush to complex devices such as implantable brain pacemakers. The
CDRH also oversees the safety performance of non-medical devices which emit certain types of
electromagnetic radiation. Examples of CDRH-regulated devices include cellular phones, airport
baggage screening equipment, television receivers, microwave ovens, tanning booths, and laser
products

% The FDA also receives directly adverse drug event reports through its MedWatch program

9 For example, the mechanism of action of aspirin involves irreversible inhibition of the enzyme
cyclooxygenase, which suppresses the production of prostaglandins and thromboxanes, thereby
reducing pain and inflammation.

100 On Dec. 11, 2007, the U.S. Department of Health and Human Services (HHS) and the State Food
and Drug Administration (SFDA) of the People’s Republic of China signed a Memorandum of
Agreement (MOA) to enhance the safety of drugs, excipients and medical devices exported to the U.S.
from China. gentamicin sulfate (an antibiotic), atorvastatin (a cholesterol-lowering drug), sildenafil (a
drug for erectile dysfunction), dietary supplements intended for erectile dysfunction, human growth
hormone, oseltamivir (an antiviral product), cephalosporins (a class of antibiotics) manufactured in
facilities that also manufacture non-cephalosporin drugs, glycerin, glucose test strips, and condoms
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102 Study of the natural development of something (such as an organism or a disease) over a period of
time.

103 An application submitted by the manufacturer of a drug to the FDA - after clinical trials have been
completed - for a license to market the drug for a specified indication.

1042008 4% 3 H 21 H, *[E FDA FISEHJIAF (Medtronic, Inc) KAT#E, XfEH I AF 1)
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105 An application submitted by the manufacturer of a drug to the FDA - after clinical trials have been
completed - for a license to market the drug for a specified indication.

106 (marketed under the trade names Mogadon, Alodorm, Hypnotex, Remnos, Pacisyn, Eunoctin and
Pelson)

107 a noninferiority trial aims to demonstrate that the test product is not worse than the comparator by
more

than a pre-specified, small amount. This amount is known as the non-inferiority margin, or delta (A).
198 The objective of a non-inferiority trial is sometimes stated as being to demonstrate that the test
product

is not inferior to the comparator

109 comes from the Greek word nosokomeion (vocoxopeiov) meaning hospital (nosos = disease, komeo
= to take care of

110 3 statistical hypothesis to be tested and accepted or rejected in favor of an alternative; specifically :
the hypothesis that an observed difference (as between the means of two samples) is due to chance
alone and not due to a systematic cause

111 the quantity of a radiological or pharmacological treatment that will produce the desired effect with
acceptable toxicity

112 A drug prescribed for conditions other than those approved by the FDA.

113 A clinical trial in which doctors and participants know which drug or vaccine is being administered.
114 An FDA category that refers to medications used to treat diseases and conditions that occur rarely.
115 parametric release is defined as a sterility release procedure based upon effective control,
monitoring, and documentation of a validated sterilization process cycle in lieu of release based upon
end-product sterility testing (21 CFR 211.167). All parameters within the procedure must be met
before the lot is released

116 defined by the United States Food and Drug Administration (FDA) as a mechanism to design,
analyze, and control pharmaceutical manufacturing processes through the measurement of Critical
Process Parameters (CPP) which affect Critical Quality Attributes (CQA).
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17 1n the United States, employers are required to withhold federal income tax, plus one-half of the

Social Security tax, and one-half of the Medicare tax. Together, the employer's and employee's shares
of the Social Security and Medicare taxes are known as the FICA tax
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119 The PDP is essentially a contract that describes the agreed upon details of design and development
activities, the outputs of these activites, and acceptance criteria for these outputs. It establishes
reporting milestones that convey important information to the FDA as it is generated, where they can
be reviewed and responded to in a timely manner. The sponsor would be able to execute their PDP at
their own pace, keeping FDA informed of its progress with these milestone reports. A PDP that has
been declared completed by FDA is considered to have an approved PMA

120 Review of a clinical trial by experts chosen by the study sponsor. These experts review the trials
for scientific merit, participant safety, and ethical considerations.

121 Analysis based only on those patients who complete the entire treatment protocol

V2N R RORE B A REEA . PP R BIREA . 2t o N THRE0 T S 51 R B A 1)
e, REWEN— DT NSO —L%5E, . Prierinsr. SRR
IR ERY V& SRR E S S DN e

123 W TGP B P SRR, ) B 25 805 ¥R o HO AL

124 The processes (in a living organism) of absorption, distribution, metabolism, and excretion of a
drug or vaccine.

125 pharmacological science relating to the detection, assessment, understanding and prevention of
adverse effects, particularly long term and short term side effects of medicines

126 The appearance of an individual, which results from the interaction of the person's genetic makeup
and his or her environment. By contrast, the genotype is merely the genetic constitution (genome) of
an individual. For example, if a child's genotype includes the gene for osteogenesis imperfecta (brittle
bone disease), minimal trauma can cause fractures. The gene is the genotype, and the brittle bones
themselves are the phenotype
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128 An individual exhibiting phocomelia

1295 7h 7397 1% ( Photodynamic Therapy , PDT ) JRFRYHESSITE ( Photoradiation Therapy ,
PRT ) . Jtfk2#y7¥% ( Photochemical Therapy , PCT ) , ‘&= FIH 5 11 s S kAT 5% 12 Wi
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izl ( Photodynamic Diagnosis , PDD ) .
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130 The processes (in a living organism) of absorption, distribution, metabolism, and excretion of a
drug or vaccine

131 As a requirement for approval or continued marketing of some medicines, FDA may require
additional information in the form of post marketing commitments. These commitments are agreed to
by a company with the FDA, and are used to gather additional information about a medicine's safety,
efficacy, or optimal use. These agreements can be reached either before or after FDA has granted
approval to a company to market a medicine

132 In PoC trials, the drug is for the first time given to humans

133 The number of patients enrolled in a study has a large bearing on the ability of the study to reliably
detect the size of the effect of the study intervention. This is described as the "power" of the trial. The
larger the sample size or number of participants in the trial, the greater the statistical power

134 A simple and straightforward indicator of process performance

135 Adjustment of Pp for the effect of non-centered distribution

136 The Food and Drug Administration (FDA) is amending its combination product regulations to
define "mode of action" (MOA) and "primary mode of action” (PMOA). Along with these definitions,
the final rule sets forth an algorithm the agency will use to assign combination products to an agency
component for regulatory oversight when the agency cannot determine with reasonable certainty
which mode of action provides the most important therapeutic action of the combination product

137 After a period of development it is introduced or launched into the market; it gains more and more
customers as it grows; eventually the market stabilises and the product becomes mature; then after a
period of time the product is overtaken by development and the introduction of superior competitors,
it goes into decline and is eventually withdrawn.

138 A study that demonstrates an agent to have the desired biological effect on its target

139 A study plan on which all clinical trials are based. The plan is carefully designed to safeguard the
health of the participants as well as answer specific research questions. A protocol describes what
types of people may participate in the trial; the schedule of tests, procedures, medications, and dosages;

and the length of the study.
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140 The Periodic Safety Update Report (PSUR) is required as part of the FDA Post Marketing Drug
Risk Assessment (PMDRA) program

141 3 measure of the time between the start of the Q wave and the end of the T wave in the heart's
electrical cycle

142 no batch of medicinal product can be released for sale or supply prior to certification by a QP that
the batch is in accordance with the relevant requirements
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145 Syndrome characterized by muscle breakdown and necrosis, resulting in elevated. serum
concentrations of creatine kinase (CK) AJLEZ i

146 Under the mutual recognition procedure, where the applicant seeks approval in additional member
states (concerned member states) for a product already approved in an initial member state (the
reference member state), the reference member state prepares an assessment report, which the
concerned member states must approve or reject within 90 days.

147 is a measure used when assessing risk to help identify critical failure modes associated with your
design or process

148 pProtein, calcium and heat-sensitive vitamins can be added directly to products with supercritical
fluid extrusion

149 A seeding trial or marketing trial is a form of marketing, conducted in the name of research,
designed to target product sampling towards selected consumers. In medicine, seeding trials are
clinical trials or research studies where the primary objective is to introduce the concept of a particular
medical intervention—such as a pharmaceutical drug or medical device—to physicians, rather than to
test a scientific hypothesis. In software, seeding trials are commonly termed beta-testing

150 http://www.sda.gov.cn/
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152Treatment regimen or medical management based on state of the art participant care.

153 A primary or secondary outcome used to judge the effectiveness of a treatment.

154 The primary investigative techniques used in an observational protocol; types are Purpose,

Duration, Selection, and Timing.
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15 Surrogate markers are used when the primary endpoint is undesired (e.g., death), or when the
number of events is very small, thus making it impractical to conduct a clinical trial to gather a
statistically significant number of endpoints. "Death from heart disease" is the endpoint of interest, but
"cholesterol™ is the surrogate marker.

156 first-line therapy for metastatic Renal Cell Carcinoma
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158 1 : the range of dosage of a drug or of its concentration in a bodily system that provides safe
effective therapy <the narrow therapeutic window...the effect may go from therapeutic to toxic with
an increase of just 10 micrograms per milliliter [in] blood concentration—Lisa Davis>

2 : a usually short time interval (as after a precipitating event) during which a particular therapy can be
given safely and effectively <has a narrow therapeutic window: the drug must be given within three
hours of a stroke in order to be effective—Genesis Report-RX>

159 js the most important type of endpoint that is widely used in clinical cancer research

160 Chromatography may be preparative or analytical. Preparative chromatography seeks to separate
the components of a mixture for further use (and is thus a form of purification).

161 tPA is used in clinical medicine to treat only embolic #4: ZE £ /H X or thrombolytic stroke 7 i L4
P4 X, Use is contraindicated in hemorrhagic stroke and head trauma

162 It is the responsibility of those of us involved in today's biomedical research enterprise to translate
the remarkable scientific innovations we are witnessing into health gains for the nation
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166 Refers to specific sequences of nucleotides, either DNA or RNA, that have been introduced into a
gene therapy vector. The sequence includes all components of the gene therapy vector, the vector
backbone, transgene(s), and regulatory elements.

167 \vascular endothelial growth factor (VEGF) is an important signaling protein involved in both
vasculogenesis (the formation of the embryonic circulatory system) and angiogenesis (the growth of
blood vessels from pre-existing vasculature).

168 \verification is a Quality control process that is used to evaluate whether or not a product, service,
or system complies with regulations, specifications, or conditions imposed at the start of a
development phase. Verification can be in development, scale-up, or production. This is often an

internal process.
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Validation is a Quality assurance process of establishing evidence that provides a high degree of
assurance that a product, service, or system accomplishes its intended requirements. This often
involves acceptance of fitness for purpose with end users and other product stakeholders.

It is sometimes said that validation can be expressed by the query "Are you building the right thing?"
and verification by "Are you building it right?" "Building the right thing" refers back to the user's
needs, while "building it right” checks that the specifications be correctly implemented by the system.
169 the quotient of the water vapor pressure of the substance, divided by the vapor pressure of pure
water at the same temperature. Generally speaking, it is the amount of water available in the product
to allow bacteria to live and grow.

170 3 phenomenon which states that the number of reported adverse reactions for a drug increases until
the middle to end of the second year of marketing

171 allowed the FDA to request NIH-sponsored testing for pediatric drug testing

172 also called Title 21, Chapter 9 of the United States Code (21 USC 9).

173 passes incentives which gave pharmaceutical manufacturers a six-month patent term extension on
new drugs submitted with pediatric trial data

174 represented a "revolution™ in FDA regulatory authority. The most important change was the
requirement that all new drug applications demonstrate "substantial evidence" of the drug’s efficacy
for a marketed indication, in addition to the existing requirement for pre-marketing demonstration of
safety

175 in which the industry pays a fee for the review of the new product
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