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2-(4-hydroxyphenyl) acetamide

2 - (4-#%qiang X&) THE

AAA = abdominal aortic aneurysm

M E F T8

ABCs = airways , breathing , circulation

2k . IR

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

AHTLRG T A HZEATE CBP & A
Bk & %)

ABMS = American Board of Medical Specialities

FEEFELERS

absorbable collagen sponge

O R 4%

absorption rate constant/absorption rate coefficient
Ka

BOMGR B H H/BOMGRF R 3

abstinence symptoms

AT AR

ACA = Patient Protection and Affordable Care Act;
Obamacare

EFEREFNEFTEE, BELEXK

Accelerated Approval regulation® Ha iR R
access to medicine (ATM) #2548 A

ACCF = American College of Cardiology
Foundation

B CERFRAER

accredited school

ZRFR

®E,

accuracy

BB

Accutane, a brand of isotretinoin

i (EF) ARG RETEH; KRR

ACE inhibitors = angiotensin converting enzyme
inhibitors = ACEI

Ao g B IR F A ALER I )

acetaminophen 8RB A 3T O BE (xian) A A
acid reflux HBR1F IR

acidified food R S

ACO?: Accountable Care Organization TAEH] E T 448

ACR-20 improvement criteria (American College of
Rheumatology)

ZERERFAEMNT AT LA ENERT LR
KAk R 3ROV =20% APk 3 HOR Y =20%
M EVATF B4 P = 474 =20%

acrylamide A M B

ACS?® = Automated Commercial System A AL AR %
ACTH = adrenocorticotropic hormone PR LR R s E
Actimmune (Interferon gamma-1 b)* FHEHE— 1b
action letter 2 il 4n

active comparator

ARG, EH AR

active control = AC

FabEst B8, EPEATAE; Fatkzy

active ingredient

AR

Active Substance Master File (ASMF)

BN 2h 4 £ A

Actos (pioglitazone)

X T 46 (A& F)ER) (B KX @ 4% 25\ 5] Takeda
0945 R R 25 4)

acute myocardial infarction

BPE o ILAE 5T,

acute tibial fractures

2R AT

Adalat XL5 (Nifedipine Extended Release Tablets)
by Bayer

SHERFHANR ; AR, SR, LRF

adalimumab (Humira)®

MRS




adaptive design

B & %

adaptive randomization

| & 5 AL

ADC’ Antibody Drug Conjugates

FAR- 24 1B I

ADE = adverse drug event BB E A
adenosine AR

adenoviral vectors MR 2 AR

adequate and well-controlled studies 5 T2 # 84 3F BB AT 5

ADHD = Attention-deficit hyperactivity disorder

EENEIESHNEIG, EEHARRTHE; S
JE

adhesion barrier product

%5 563 = &

adjuvant

B, AEF auxiliary;

adjuvant therapy

EH ik, Rk

ADL = activities of daily living

B AL TN

ADME = absorption, distribution, metabolism, and
excretion

Byl oA, it A e

administrative detention ITB 3= G AL

ADP Adenosine diphosphate® M rZ e b o — BR R
ADR = adverse drug reaction BT R R

adrenal cortex B AR R

adrenal cortical hormone B AR R s A
adrenal gland B ERR

adrenaline W&
adrenoceptor B b AR AR
adrenocortical steroids B LB RR £ B BE me
adulterant B 24h

adulterated devices AR B

AdvaMed = Advanced Medical Technology EHEFHERANDS
Association, medical technology (medical devices)

trade association

adventitious infectious agents® SRR F A

adverse drug reaction = ADR EELEN WS
adverse effect S4E A

adverse event = AE TR EMH

adverse medical events TREFEH
adverse reaction (adverse event) 1° BB R
advisory B

Advisory Committee on Medical Uses of Isotopes (£H) Rz EREFERS
ACMUI

advocacy and support groups* 18 FF= F H AR

AE = adverse event 12 TREMH

AERS = Adverse Event Reporting System; now TR FHREZLA,;
FDA Adverse Event Reporting System (FAERS)

aflatoxin FHEE; RBWEFF
Aflibercept?® T Af o &

african sleeping sickness

JE Brkm; JEM4E KRB

AFSSAPS = Agence Francaise de Sécurité Sanitaire
des Produits de Santé

FE LA Ze RS RERS; FEEST S
Es

after effect

J& WA




agency w32 AR (45 FDA)
agonist SERF, MAHF, kA EERH BRA
agonist, partial AN

AHA = American Heart Association * B S e e
Al = aromatase inhibitor A EEIH T

AIP = Application Integrity Policy* also Fraud % 9 B R

Policy

air embolism AR E

air handling = AR

air lock L% %

alanine aminotransferase = ALT*® LEN S-S50
ALARP region (as low as reasonably practicable) RGP AL B B9 1K
Alb = albumin a%a

Alcohol and Tobacco Tax and Trade Bureau TTB RIBRSFT D5
ALD = Approximate Lethal Dose WABILF =

ALF = acute liver failure 2PN T Ae R B
alkaline phosphatase®® = ALP Ve T B B
alkylating agent T AL F

allele!’ KA R
allergenicity B

allergic shock R
allogeneic hematopoietic stem cell St H i T m e
allograft® transplantation [&) A F- AR A5 AL
allosteric AKT inhibitor T H) Akt 4% 7
ALOP = Appropriate Level of Protection & B gk KT
ALP = Alkaline phosphatase BV B B B

alpha spending function AR 2

ALS = amyotrophic lateral sclerosis; Lou Gehrig’s
Disease

WUE 25 A FE A & AAL; #r AR

ALT = alanine aminotransferase

REN SR i

Alzheimer’s Disease

R R RS R

Ambien (Zolpidem)

b3, RIEIEAT ) IR

amino acid sequence

AR5

aminoglycoside antibiotics

ALBEFEARLEF

amphetamines

ZIEH,; KA

amyotrophic lateral sclerosis = ALS

MU 45 & A AL

ANA'® = antinuclear antibodies FAZ AR

analysis of covariance (ANCOVA)? R =5
analysis sets Gt AT R
analyte BFildy, A4
Analyte specific reagents ASRs AT W 4 MK
anaphylaxis R R ; kT
ANDA = abbreviated new drug application AR 2 ik
angina pectoris NN

angioplasty s B AR K
angioplasty balloons SRR E
animal trial FH K

Annual Product Reviews (APR) FEERE S




anotia T AR “ R Fw
antibiotic prophylaxis A P 2R
antibiotic resistance A FE
antihistamine 48 g R

Anti-Infective PR Gk
anti-inflammatory agents K

anti-metabolites AR, FHARMHS
antimicrobial resistance it 25 M

anti-neoplastic agent PG 2h

anti-nutrients RERE

antipyretic , analgesics and anti-inflammatory it AR K 2

drugs

anti-TNF agent; TNF blocker drugs

FUAT I8 7 B T A ) |

anti-TNF therapy

# INF-a &7

AORN = Association of Perioperative Registered (FERFREMP NS
Nurses

aortic disease E AR

aortic dissection B/} O

aortic stenosis E PRI E

APEC T KB FA5EME
APHIS = Animal and Plant Health Inspection A DA SIS

Service

APIC = Association of Professionals of Infection
Control and Epidemiology

% B &R 325 Fo AT A E Lt

APIs = active pharmaceutical ingredients / Drug
Substance (bulk drug substances)

RAtEy / EWH R RS

aplastic anemia = pancytopenia FABHERR o
apoptotic e I8 B T kY
Appropriate Level of Protection (ALOP) i# B ey R4 K
approval gL

approved drugs Ttk hah
approximate lethal dose = ALD SRS Syl 3
aprotinin 3 Ik B

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

R EBERREREA; LS

arachidonic acid 76 4 V9 M B

Arava = leflunomide £ FE (RAKD)
archival copy HAS R e K

Area Under the Curve = AUC; area under the it & T @A/ fn 25K B -0 A v & T AR
plasma concentration-time curve

ARGNB = antibiotic-resistant gram-negative bacilli | &2 % 2 g 475
ARM? il

arrhythmia SHETRF
arsenicals = arsenic compounds LS

artery infusion BRI E

artificial discs A& M

artificial heart valve NN
artificial pancreas ATk BE

AS = ankylosing spondylitis 7% AL R AE K




ASCO = American Society of Clinical Oncology

% B s RIPB 52

ASD = atrial septal defect

55 0] [ B A%

aseptic packaging

RHEE

Asian Harmonization Working Party = AHWP

E 55 BAREA N A

aspartate aminotransferase = AST?

R I A RBR 24 AS B

aspergillin EHE
aspergillus flavus wHE
aspergillus ochraceus ) &

ASR = alternative summary reports

assay A5

assay constancy CA AR la M
assay sensitiviy AS A& 36 R BUE
assistant investigator = Al Bh FL T A
assurance® s R 1 T

AST = antimicrobial susceptibility test

HEGRE = RE B IKE

AST = aspartate aminotransferase

ENRES ¥ Sidid

ASTM International (ASTM), originally known as B MHH 5 RS

the American Society for Testing and Materials

AstraZeneca T 1 A1 B

as-treated analysis®* BB AT

atopic dermatitis = AD SRR B K

atorvastatin M 44X AT AE3E M 4F B cholesterol-lowering
drug

ATP adenosine triphosphate A P

ATR = attenuated total reflection FTORA BAE

attenuated total reflection = ATR FRA RS

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

A8 25 o 25 R E — I A vl 4 F AR

audit?® ks

audit or inspection L /R

audit report &R

auditor &5 R

autoimmune disease, AID B & %R IA
autologous marrow stem cell transplantation B AR 58T mAeAS AL
autologous structural cells B AR LE My ta i

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

AR LRLT O AHELARE

Automated Commercial System A E LA %
autonomic neuropathy A EZAPZIE T
autophosphorylation B R AR AL
availability of water K

Avandia (rosiglitazone)?®

Bt Liddf; BRAL: TN

Avastin = Bevacizumab

FTEMT; N&RER; RbaEARERKETEL
& & Sk

Avelox (Moxifloxacin) by Bayer

EHVE;, AR

Aventis Pharma ZHHED
average concentration/average concentration value | -F3:k &

= Cav

B. Cereus = Bacillus cereus WK F AT




B.atrophaeus FPHERHAAZETA
bacilli FIATH

Bacillus anthracis FILHK IeATHA
bacterial endospores W F I8

bacterial spore M 0T

bar code % (1) #

barbiturates w3

basal metabolic rate A E

baseline A%

basiliximab (trade name Simulect)

R BT RAEMRS

batch production

mEL S SMES

batch release PeAAT

Baycol ( cerivastatin sodium ) T B 2R iR
Bayer Schering Pharma HELZEDY

BCG Boston Consulting Group AR B8 s F)

BCPNN (Bayesian Confidence Neural Network)

N et M BAS kA 2 M % &

bench test

benefit S H
benzodiazepine” REALL; R ATEREESR"
benzoic acid Z 8RB

Best Pharmaceuticals for Children Act 2002

(FFHILEESHEE)

beta-blocker

B — AR

Betaferon/ Betaseron?® (Interferon Beta-1B) by
Bayer

&k (FHRE B-1b)

Bextra (valdecoxib)

R3eF H (gm £ 2 4h)

BfARM = Bundesinstitut fiir Arzneimittel und
Medizinprodukte

BB R S B T7 BARE LB

BHC = Bayer HealthCare FH EHRAEA TR 3]
bias®® 1y

bicohort study LT A 5L

bilirubin LR

BIMO Bioresearch Monitoring Program®! A A 5 W) (5B SRR
binding antibody AR

hioassay EXF oy
bioavailability (F)% EXVEID VS
bioburden® ER3%:d

biochemical drugs LR P

biocides A A RF; FEMH
biocompatibility** EXE
biodegradable EXVEN
bio-engineered, transgenic food HERRY
bioequivalence; bioequivalent i.e., performs in the 4+

same manner as the innovator drug

biofilm3 mE R, £
biologic3® 4 4 H) e
biological response modifiers BRM?’ EX ¥ Sk
biological therapeutic agents EX iR

Biologics Price Competition and Innovation Act

(A A5 A A1FE)




(BPCI Act)

biomarker® EMirED

biometrics Asat; EPRAIHEK
bion stimulator LRI E

bionic knee R TS

biopharma: biopharmaceutical products E MBS

biopharmaceutic study*°

biosimilar* Er RS, A E A, Edhmiidh
bipolar AR AR AE

birth defect A BTG, A ILERTE, B RERTG
bisphosphonate AL R 2

BiTEs (Bi-specific T-cell engagers) WA S T-tm i da b
BLA = biologic license application & A S T P iF

blank control 7= G B

blend uniformity analysis*? WK BT

blind* RS

blind codes %) B R

blind review** BAWE

blinding method Bk

blinding/ masking Bk, KF

blister packaging BEOR; KR

block N E

block size BBk E

blocked randomization [X 4H AL

blood biochemistry o A AL

blood thinner RN & e

blood urea nitrogen = BUN BE R

Blue Book Memoranda*, ODE

BMP = bone morphogenetic proteins TR REA

BMS ( Bristol-Myers Squibb ) B Bt £ TR N F)

BNF = biotechnology notification file A TALBIRAS R

Board Certified £ AHAE

Board Certified rheumatologist EEHEHANGEHRERFR
Body Mass Index = BMI LR

bolus amounts K=

bone grafting A AL

bone marrow suppression B BE A )

bone turnover marker BTM BB ES

botulinum REFEH

botulism RNEFE

boxed warnings ZAEE &

brachytherapy seeds AT AT R IR 08 T3
bradycardia NN IR

Breakthrough Therapy Designation?® RAPEST RN

breast implants, Polyurethane-coated

BN, REZBOE; LM

bridging study*’

AR A

bromfenac

2 oxiu BrER




BSE = Bovine Spongiform Encephalopathy; mad
cow disease

R 2 i R IR

BsUFA (Biosimilar User Fee Act)

Arahse B PR &

BU = Business Units 25
bubble leak test R R K,
BUN = blood urea nitrogen RE R

Bureau of Customs and Border Protection = CBP

£ B &EX 55Ky A

C. botulinum (proteolytic) = Clostridium botulinum

AFHRKRFRATE (FaRKEE)

CABG = coronary artery bypass graft

R KT AR R F AR

CAD coronary artery disease

CAGR = Compound Annual Growth Rate S E LK E
calcium antagonists 55 3 FUR|

calcium channel blockers = CCB 55 38 [ELI% 7
calibration B, AR R
campylobacter T ATHE
campylobacter fetus MERS T AT R
campylobacter Jejuni = EATHA

cannulas 2E

CAP = corrective action plan by drug sponsor P EATFh K]

CAPA (Corrective & Preventive Action) system M E 53R G
Capitation*® B A kAT

carc study, carcinogenecity study BRI
carcinogenic risk assessment, procedures for IR NI EAL 5
cardiac arrhythmia Ny X

Cardiac EP (electrophysiology) NI
cardiac resynchronization therapy S E ) AL AT
Carelink Monitor Carelink 47
carryover effect 2O

Carticel Y2 TALR B AS ALY ok
cartilage matrix BB R R

case history VWil

case record form = CRF PR & & /R R &
case report form a3 &

cash curve A &

cash trap NETENE; AeEF
categorical variable AL E

catheters FE

cathlab bypass FE BB

Cav K E

CBC = complete blood count %A

CBE supplement “Changes Being Effected”
supplement (FDA)

“ERFATHR AN PIFH

CBP (U.S. Customs and Border Protection)

% BEX5AKY A

CBRN chemical, biological, radiological and
nuclear

g, L4, %as, B (RE)

CCDS* = company core data sheet

N E SRR R

CCFAC = Codex Committee on Food Additives and
Contaminants

B iRl AT Re ik R R

CCFH = Codex Committee on Food Hygiene

LRI ARRERS




CCT = controlled clinical trial

X Bl R IX e

CCyR = complete cytogenetic response

mia R 2 e85

CD = circular dichroism

=&

CDER = Center for Drug Evaluation & Research

% o FIFA S P S

CDR®! Challenge-dechallenge-rechallenge

SH-AFHh- BAREY

CDRH = Center for Devices and Radiological
Health

BARE AR o

CE mark®? CE FNiEARIT

Celebrex (celecoxib) B RER; COX—2 HFFptiphlfl;, EXxFH
cell bank e B B

cell line a9 LAk

censored data LB &

censoring [%t] M

Center for Biologics, Food and Drug Administration

A A s s

Center For Food Safety and Applied Nutrition =
CFSAN

BRrs g RERT S

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

BoH 25 g oM IE

cephalosporins KA FE AL,

cerebellar atrophy IR EYE

cerebellar malformation NEERE IS N B R R e

cerebral infarction fAe &

cerezyme 17 R Be, 6797 F X (B E Km)
Certificate of Suitability to the EP (CEP) B 25 ik B MR B

cetuximab; Erbitux>3 &l ¥

CFG = Certificate for Foreign Government H B BUFE

CFR = code of federal regulations

(£H) BIEA; (EBRBFERTELEN)

CFSAN = Center For Food Safety and Applied
Nutrition

BEREbtSERERF O

CFU = colony forming unit B I R A
cGMP's = current good manufacturing practice AT E F REE AR
CGMS = continuous glucose monitoring system 2 o B 05 )

Chagas disease (also called American
trypanosomiasis)

%N RIA; Ao

Challenge-dechallenge-rechallenge = CDR

A5t FBABT

Change Control

A formal system by which qualified representatives
of appropriate disciplines review proposed or actual
changes that might affect the validated status of
facilities, systems, equipment or processes

channeling bias>

Ril ot

CHB = customs house broker

RMEAT

chemotherapeutics in seafood (aquaculture drug
residues)

%

CHF congestive heart failure

RN NN

Child-Pugh

Chi ld-Pugh % & AR/

Chi-square test/Chi-Square Goodness-of-Fit Test S s
chlorambucil KT B RIF
CHMP = Committee for Medicinal Products for AR RER S




Human Use

cholestatic hepatitis Je T AR AR A AT K
Cholestyramine E 30

CHR = Complete hematologic response® fo iR RA A
chromatography &t

chronic myelocytic leukemia, chronic granulocytic | 1% ¥ 4 fmfe & 2%
leukemia, CML, CGL

chronic obstructive pulmonary disease = COPD 15 P P M AT R
Chronic Wasting Disease (CWD) Jo 1% R TH AT R

CIOMS = Council for International Organizations
of Medical Sciences

REFAFALERE

circular dichroism® = CD — &k,

cirrhosis A2 A

cirrhosis of liver without mention of alcohol K T BB AE 6 R AR AL
citation i3

CJD = Creutzfeld-Jakob disease F IR

CL = clearance rate R E

claims ERIN

CLASS (Celecoxib Long-term Arthritis Safety EXEFERPAT L 2bRw
Study) 7

class effect®® PR E N d5]

clearance rate = CL IR E

cleft palate i3

CLIA Clinical Laboratory Improvement
Amendments

o R B3 F B HISIT R

clinical (human) data W R 2% 3

clinical endpoint Wo JE 25 &

clinical equipoise®® 15 R ¥ 8 )
clinical equivalence W& AR5 3O

clinical hold W R X, 3 B 4% (38 4n)
clinical investigator® s KA R

Clinical Pharmacists 1 IR 25 )T

Clinical Research Coordinator = CRC W& R A
clinical study & A 7

Clinical Study Application = CSA Vo & A 50 W i
clinical study report W R IR IS 49 E 2R
clinical trial®! Y SRy

clinical trial application = CTA W R X e 9 i
clinical trial exemption = CTX W AR IX 3 %5
clinical trial protocol = CTP e KX e 7 &
Clinical Trial Report = CTR 1 AKX B0 AR
clinically inactive pituitary adenoma , CIPA s R iE e AR
clinically significant results W & &L
Clopidogrel Ao E | bl | R
closed loop system 3% 7 4
Clostridium botulinum P AT H
Clostridium difficile®? AR AR
Clostridium sporogenes FIARE

10




Cmax

IR

CMC = chemistry, manufacturing and control

W & Aedshl

CMDh = Co-ordination Group for Mutual
Recognition and Decentralised Procedures — Human

A8 AN FT Ar AU HUAZ S A 40 47

CME = continuing medical education

BEEFHE

CMS = Centers for Medicare & Medicaid Services

(EEFETREEAET ST ART K LAE
MRS £ B E 7 fRIe Ao BIFANIR 5P 0

CMS = Compliance Management System

(FAHFEHRBARN G ILELE L

CMS = Concerned Member States

A KR E

CMV = Cytomegalovirus E 4@ L% 5

CNS abnormalities PARAY 2 R G
CNV choroidal neovascularization BREIE T4 dn
COA = certificate of analysis S HTIE S
co-administered drug SHRAY;, BRCHBESER
coating R

Codex Alimentarius TP N e S S
coexistent physiological state B AR

CofA = Certificate of Analysis S B P

COGS = Cost of goods sold Fgdim ik
cohort®? N7

cohort studies A3 #F 7
co-investigator = ClI ST A

collagen R

collagenase A& R B

colonization (of bacteria) I

colony- stimulating factors (CSF, GM-CSF, G-CSF) | & % &% H F
colorectal cancer (CRC) %1 W%
combination product A5
combination therapy WA R, BRAERGIET
commercial release Bk K AT

community-acquired bacterial pneumonia

AR EAFM M K

community-based clinical trial = CBCT®*

A T AL K805 KX

co-morbid condition; co-morbidity

HEHRA; &R SRR

COMP= Committee for Orphan Medicinal Products

comparison it B2

compassionate use® PR H 4% F

competitive inhibition SE 4P AR
competitive labeling RARAR &
complementary and alternative therapy®® AN AR GE T
complete response = CR TR K

complete response letter

FAKE S (FDA 7~k id 40)

compliance

S EF HEF R K E

compliance, patient

o AR, AR T

composite variable 26T E
compounding pharmacy EH%E;, ARG E
compression test JE 45X 5

computer modeling JRF it AL AR

11




computer-assisted trial design = CATD

i+ H AU B X 3k it

con meds = concomitant medications AR Y
concentration = C K

concurrent control 47 3 BB
condemnation HRIE

cone beam CT, CBCT R CT
confidence interval = CI AR, BAERXIE
confidence level B KF
confidentiality regarding trial participants®’ HREAEEEKE
confirmatory trial I PRI
confounding variable RALTE

congenital analgesia KR I

congenital anomaly N
congenital long QT syndrome K RMEK QT 42448
conjugate® ot

consent decree TREARH; REFXD
consignee HEA

consistency test —HPBAR
contagious disease kA%

context of vulnerability®®

It 98 04 5% 35 AL B 335

Continuous Process Verification

An alternative approach to process
validation in which manufacturing process
performance is continuously monitored and
evaluated

contract research organization = CRO AR AF 50 48 48
contraindication™ g, Mg
contrast agent R IRl

control *t 8

control group™ P ¥k
controlled clinical trials W k3 B8 52 B

controlled substance

Fl R EH G

controlled substance scheduling

FENWREEL GAE) ;

controlled trials’ BB IX 3
convulsion T X dh K
coordinating committee WiAE R 2
coordinating investigator = COI R AT R
CO-Oximeter, pulse Pk 4% o it
COPD = chronic obstructive pulmonary disease 1% bk B ZE M B 7

COPE = International Coalition of Pacing and
Electrophysiology Organizations

TR S W A 39 5240 4R AKX

coronary artery disease 7 AR ) Bk R

coronary heart disease = CHD LT AN =S

coronary stents Eit- g4

coronary vascular disease Ak IR

cortical stimulation R BOR &

corticosteroid BOR G £ (89), KR X BB
cortisol; glucocorticosteroid R RRE

cost overrun

RAAL 5 T AR X

12




coumadin

FAMELEMmBR]; 422, 3-(a-&
FAAF -4 A5 5)

Covington and Burling, LLP limited liability
partnership

AR AT o4 RAE T F 5 P7

COX = cyclooxygenase A BE

COX-2 inhibitor COX-2 #p#17|; e.g. FIEEA
coxachie virus Gl RLE 3

Cp = Process Capability” I3/ 7]

CPAP = Continuous Positive Airway Pressure

KA EERBAETT B ; for sleep apnea;

CPDER = Center For Post-market Drug Evaluation
and Research

LG B i A A

CPG (Compliance Policy Guides) ™

SABEAEH  (CPG)

CPGM Compliance Program Guidance Manuals™

&AL B 455 FHM

CPIC = Clinical Pharmacogenetics Implementation
Consortium

s R 2540 A& ) 28 5 52 65 B

Cpk = Process Capability Index’® I /7R 71 25 4

CPMP = Committee for Proprietary Medicinal tRERARERS
Product

CPP = Critical Process Parameter I FAK

CQA = critical quality attribute”” XM= A

cranial nerve FRAY 22

CRC = colorectal cancer 4 5%

creatine’™ = Cr LER

creatine kinase = CK WUBR 8k Bl

creatinine’ = Cr/Crea JLEF gan

CRF = case report form a7 AR &
Crimean-Congo haemorrhagic fever virus AEARE — RIRE R
critical path®® XA AR
Crizotinib® (Xalkori) FEE R E
CRM = continual reassessment method FGETHIRAE T L
crossover design X%

cross-over study?®? &

crossover therapy T ETT

CRP (C-reactive protein)8?

i C-REEE

CRPC?® castration-resistant prostate cancer

I AT P AR

cryptosporidium parvum JERFETAT K

Css = steady-state concentration AR BRE; BKRE
CT Computed tomography T H AUl EH K
CTCAE = Common Terminology Criteria for R F A8 R RiBARAE
Adverse Events

CTD = Common Technical Document®® B A S

CTLA4 (Cytotoxic T-Lymphocyte Antigen 4) mipEN T HREmin 4
CTP = Comprehensive Toxicological Profile A EEFLER
Ctrough,ss REBEKA

cure AL

CV = cardiovascular event AN R o

CVMP = Committee for Medicinal Products for
Veterinary Use

ERNHIBERR

CVTE = cardiovascular thrombolic events

S a5 e B

13




CyA = cyclosporin A FRIE A,

CYA =cyanocycline A HIREA

CYA?®® mentality (Cover Your Ass) WA FTAE; TR FGOE
cyanosis®’ #nt

cyclin-dependent kinase; CDK B AR e
cyclophosphamide (Cytoxan) A B

Cyclospora cayetanesis FoF R &

cyclosporin A= CyA HIE A;

CYP® = Cytochrome P450 (abbreviated P450,
infrequently CYP450)

wm e, & & P450 Bg

CYP 2D6 poor metabolizer

CYP 2D6 35Xt

CYP probe substrates

CYP Eg R4 & 4n

cystic fibrosis = CF

SRR, ToAR A AL, EAP A 2
MR BTN, REAEETR

cytochrome mpp &

cytokine & i /) §

cytokine storm 2w o B F MR

cytostatic 4 IR 3 )

cytotoxic drugs wa oA (M) 254h

Dabigatran (Pradaxa) Ik EEE; A O RS, bR E SRS IR
Ay ) I K

Daraprim (pyrimethamine)

TR BFER

Data And Safety Monitoring Board = DSMB®°

BRFEAZLEENER 2

data mining

RABIE IR

Data Monitoring Committees °*(DMCs) (also
known as Data and Safety Monitoring Boards
(DSMBs) or Data and Safety Monitoring
Committees (DSMCs))

& RUE

Data Universal Numbering System®? D-U-N-
52 S (DUNS)

e KA

DBS = deep brain stimulation

Ji R BT A AR

DDMAC = Division of Drug Marketing,
Advertising, and Communications

BB, S EE L

de novo AML,; de novo acute myeloid (myelogenic,
myelogenous) leukemia

MK &R AL & dn s ; #1062 HE R @ R

De novo pathways; De novo synthesis® Mk A i A2

de novo process™ (77 BAR) A0 £AL
DEA (Drug Enforcement Administration ) * B 455

DEA = Drug Enforcement Administration (EREEE

deamidation oL Bt B

dear doctor letters HESFLAEANRG—HE
dear healthcare professional letter HETTREANREH

deep brain stimulators DBS; deep brain stimulation | JE3f xR 5%, IRiF 20w 2 E R
degenerative disc disease Mol BT . M B RALE R
degenerative joint disease BITHEXTH

delayed effect R E B

deli meats A R

demographic risk factor A Gt A% BT
Dengue virus B ¥ gm A
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denominator

o

dental reconstruction

YA TR, FTHRA

denture cushions

BT A

Department of Health and Human Services T4 50 IR 428
depression AR (IE)
depyrogenation IR HR R FHR
dermal fibroblast B AR A Y 2
DES = Drug Eluting Stent; a.k.a "drug coated Pl B X B
stents” or "medicated stents"

descriptive statistical analysis TR G AT

design space®

Bt 2 ]

design validation — customer requirements

W BiE: HIEEE P B A

design verification — internal testing

WA R AR

destructive analysis BRI AT
detention HXI2 8

detergent % 3% 7
development value chain FF R A E4E
developmental toxicity REHEH

deviation 1 £

deviation/ Out of Specification (OOS) procedures 1 £/00S (IN&4%) 4205
device listing & J7 35 S BT
dexamethasone suppression test o B AR H K 58
DF = degree of fluctuation® WA

DFS = disease free survival Togm £ G

DHR = device history record E 7 B LR
DIA = Drug Information Association iz e
diabetic foot ulcer K Jf i R
diabetic neuropathy B SR RAY 2R &
diagnostic imaging SN A
diagnostic trials 8 LR
diagnostics L 24

dialysis fluid EHT IR

diazepam; valium W (£ )
dichotomies 5%

diclofenac ; Pennsaid AT

dietary supplement BEA AN Z A

Dietary Supplement Health and Education Act of
1994 (DSHEA)

M BAN R S R 5K E &

diethylene glycol = DEG —HEE

differentiated thyroid carcinoma,DTC O RN
Differentiation E 74, 5ARRE;
Differentiation Marketing £ AT A

Diffuse alveolar damage IR I% PR AR A%
Digoxin Mg F

DILI = drug-induced liver injury 2% 4% AT 545

dioxin &%
direct-to-consumer advertising = DTCA HiEaa&HiE %
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discretionary good

S/ Lt K4 Coffee is closer to a
staple than a discretionary good

discretionary power HEM

discretionary rules M AHLN; B B RE 6y IFRE

disinfection H &

dissolution [(HEF]EEE

distributor ZAH

Division of Clinical Trial Design and Analysis ) R

DLT = dose-limiting toxicity®’ R = R A4

DMARD = disease-modifying antirheumatic drugs | & 144 i xR 25 ;

DMARD-naive patients A A% B iL DMARD 49 & 4

DME diabetic macular edema Ho IR w3 BE K AY

DMF = drug master file hih £ M

DMSO = dimethyl sulfoxide — W A,

DNA modification DNA 445 4E

DNA sequence DNA -7

DOE® (design of experiments) or experimental R B%

design

dolomite a=4

dopamine % e

dosage form FIA: @R F . RER . FoEF. FREH.
Ifftﬂxf"l

dosage regimen or dose rate BHHTEREHRA

dose-ranging study*® ?"J 7 70 B AT 5

dose-reaction relation FE—REKXF

dose-related adverse reactions F| 2 A8 F49 B R

double blinding HE

double dummy?©! AR oA

double-blind study'®? BH AR

double-masked study: see double-blind study SUEH AR

double-strand DNA breaks , DSBs DNA 2 B 5L

DRGs = Diagnosis Related Group System R e ik

drop out!® J %

drop test

/@‘/E‘\ ﬁ\ g,L E/di /@‘l‘g\ g,L

Drug electronic supervision code (China)

BRuThin

drug eluting coronary stents M Z R

drug interaction g Aa TAE R

drug product 24 F S

drug response’® 4 B

drug substance A2,

drug-drug interaction® -t EAE R
drug-food interaction 4~ f A by 48 BAE )
drug-infusion systems AR R

DSC = Differential Scanning Calorimetry 2T aRE HAL

DSHEA = Dietary Supplement Health and
Education Act of 1994

BE A AN T MR B 2 ik

DSI Division of Scientific Investigations

HERER

DSMB = Data Safety and Monitoring Board

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

DSMICA = Division of Small Manufacturers,
International and Consumer Assistance

DNARVEETE . B FRAE o gl 3R

DTA = differential thermal analysis

2 MHHT; 2T IROAT

Duchenne's muscular dystrophy®” DMD

EBRIEFRMESE;, HITRNERATR;
HFERIAEATRRE; BEXENLERARR
I

Duexis kG EERT R (AHH)
Dupuytren's contracture HEIEKEEY

durable complete response BHE T %M

DWPE = detention without physical examination A& iy, RELTREPTeE %
dysmenorrhea Jh &

dystopia LR TR 7 5 73

E. coli KA R ; K%k KA

EBIT = Earnings Before Interest and Tax

B AT A

EBITDA= Earnings Before Interest, Taxes,
Depreciation and Amortization

A A& BT, A7 B AR AT 69 F)E

Ebola virus WA iR A

EEMEA R, PARAIEMNER
EEPS = Electronic Entry Processing System WFRALER %
effectiveness I X

efficacy A AN

efficacy (Of a drug or treatment)

B BT

EFPIA = European Federation of Pharmaceutical
Industries and Associations

B 1] 25 Tk B A A

EFSA European Food Safety Authority

B B S 4 5

EIR = establishment inspection report by FDA MG IRE
electrical impulse N kad

Electronic Batch Recording (EBR) W F Itk
Electronic Data Capture = EDC wFHEREZL
Electronic Data Processing = EDP LA & T
Electronic medical record (EMR) wF EJTIE R

Eli Lilly ALk ] 2H
eligibility criterial® AHAT S

elixir of sulfanilamide tragedy 19371%°

1937 SFahfede (yi) 7 (B—H87) F4

embolic stroke

e B PR

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

BN, BN ES SRS R G

emergency envelope

5215

Empiric Bayesian Multiple Gamma-Poisson
Shrinker

ZIM N K& (i gk % &)

empirical

G

Enbrel, etanercept by Amgen Inc

ARG L (FDA LA R/X T K H4) oood
Immunex 2 &) 4], AT ARBHERET X

encephalitis o
end-of-life care s 24 X TR B8 4P
endogenous system PR & G
endometriosis T8 AR FAx
endoscopes N8
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endotoxin

() N&&F

endpoint!1

//////

endpoint criteria

4 B AG AT

enlarged prostate

AT 7 A3 4

enterobacter sakazakii PR ) AT R
enterococci VS
entrepreneurs &k
enzymatic browning Be A48 T
enzyme replacement therapy B X ST &

EPA = export application

Boeid (Pind o Rk A EZRHEND

50
ephedra i
epidemiology RATRE
epiglottis 2R
epilepsy B A
epinephrine B LA
Epipen (Epinephrine Syringe) B LA A& AT
epitope!t PR FAL; Rk 7%

EPO = erythropoietin

1R (fmfin A k) & ; WRrtmfip A &

equipment qualification % &I IE
equivalence kS

equivalence trial*? LRy

erectile dysfunction )AL 2 fL [ A3
ERISA Employee Retirement Income Security Act | & R iBIRICAASERE &

of 1974

ERK Extracellular signal-regulated kinase

mie sz 5 AR E O #is

erosion BEE

erythema multiforme % BE Yk L B
erythropoietin 1% fn 21 tm it 4 K&
esomeprazole BERE L

esophagus il

essential documentation ol IR LA

Essential Medicines, WHO Model Lists of {WHO £ A 2544 =35 B &)
essential tremor E

established name 2 0 AR

establishment registration

(£ 7 BT BARA) | FEAEET

Etanercept (trade name: Enbrel)

RARE & ;7697 £ RE

ETASU (Elements To Assure Safe Use)

ARE LA EFR

ethanol

LBz

ethics committee, akin to IRB Institutional Review
Board

£ R 2

ethyl alcohol , ethanol Lz

ethylene glycol LB, B
etiology FYEES

EUA emergency use authorization!*® B 548 s

Eudract = European Union Drug Regulating
Authorities Clinical Trials = European Clinical
Trial Database

B R R I $3E A
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EudralLex

R ES SRk A

Eudravigilance = European Union Drug Regulating | i B 25 45 % &
Authorities Pharmacovigilance

excellent R4

excessive daytime sleepiness o pd

excimer laser BTk
excipient!! WA ;25 R SRt
exclusion criteria JEBIHEE AR AR
exculpatory evidence F AP IEHE
exon-skipping compound b B F AR A
expanded access'?® I KAER
experimental drug I 24
Expiration Date 1% B A 3

explant B N K E J7 8 AR
exposure data 2 an ik I DL
express preemption Mk AEER (law)
external auditory canals I Fig

external low-pressure air device ShERIRE AR E
externalities B

extrapolate e, Mg, S
extrusion i

Fab fragment 11 = fragment antigen-binding

Fab H & [#BERE G EELFERWH K]

Fabry's disease!’

BLA AR C BT AAE; EH LR

facial dysmorphia

B2 7

FACP = Fellow!!® of the American College of
Physicians

(EAFREFFLEAR

factorial design A E %t

factorial trial r B X I

failure T, KM

Fair Packaging and Labeling Act (1966) T8 R A AR K
False Claims Act 5 4] 52 3E K ok

false negative

BEARIR, CHAR, NEFEHREARE SR
kb, f25X R B2 69 (false) ;B AME

false positive

BE AR, AFEERAERAN, —NHREE
MELRT, X RER (false) ;B0 1%

false therapeutic claims

FhIR 7 5P

Famotidine RERT [ H2 T ARTL# 25]
FAS = Foreign Agricultural Service £ B R V3 E A

Fast track!® Beag il 38

FCA = Field Corrective Actions e EAE)

FCE= Food Canning Establishment

PR # kAR WA 2 H —ANFCE 5 ; Ao L
A2 2T

FD& C Act

£ EBRAR S, Btk ik

FD&C Act of 1938 = Food, Drug & Cosmetic Act
of 1938

B e i B & ik

FDA

20555, FEBRRRAGHERS

FDA Adverse Event Reporting System (FAERS)
(formerly AERS)

FDA R R EMHIREE %

FDAAA = Food and Drug Administration

B A ST R AS ERE
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Amendments Act of 2007

FDAMA 1997

(B SoFoth S 12 B AR EE)

FDASIA = Food and Drug Administration Safety FDA 22 F= 4] 3 &

and Innovation Act signed into law on July 9, 2012

Federal Import Milk Act (1927) ) So it 0 ik

Federal Register'?® FR BIRANIR; ﬂk?ﬁiﬁ"?ﬂ’?{ﬂﬂ‘ (B0
feedback inhibition B A

fee-for-service F R B AT F AT 5 RS

FERN = Food Emergency Response Network A% LR R

fibromyalgia syndrome 4 4 LR 45 A4

fibrosis H YR

field correction e BT H)

field notification JE s il e

final point 48

Final Report = FR B R

finfish %% qiyu

FIP = Federation International Pharmaceutical B FR2h g A4

first dose effect = syndrome of first dose = first dose | & 5|3 &2 ; XARE F) 42 S AE R B F %

phenomenon

first line therapy

— BB MGG R

Fish and Fishery Products Hazards and Controls
Guidance

BB SHEE SR AN

fixed-dose procedure

Bl 2 F & %

Flector Patch (diclofenac epolamine superficial
patch)

Flector #h T ; W RIFBRAR G Ml K 4R 25>

Flex-Foot EN 0 S
flexible endoscopes B X N4
flocculation Kk

fluoroquinolones

A EEA L 254 antibiotic

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

REFE RER)

FMEA?®?! = failure modes and effects analysis

B F AL KRR 04T 5

FMECA = Failure Modes, Effects and Criticality
Analysis

AL X RSk B F AT

focal glomerular sclerosis; also called Focal &5 kA AL
segmental glomerulosclerosis /&t 3 B B ) 3k A2

1 FSGS; focal nodular glomerulosclerosis /& tt 1%

2R AL

folate qu iff #%
folding, protein A8 &
follow-on biologics = biosimilars ia‘h%ﬁ%’l%
follow-up fa#; K7, 3%
food additives A A a5
food adulteration EoPUE L i
food alerts B ER

Food And Drug Administration = FDA (R RE5RETEE
food borne diseases BB

Food Canning Establishment (FCE) HRET), RSEELL L
Food Chemical Codex Bk
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Food Code Bk, R KD
Food Contact Notifications = FCN B on 12 fik il

Food Contact Substances = FCS B on 32 fik A

food contaminant B o Feth

food technology BRI EF
food-borne diseases AR M R R

force multiplier

BEHEHY;, mH TR EZEH,

forced titration

AR

Foreign Agricultural Service (USDA), FAS RE SN B

Formal Experimental Design*??

formulation, drug RV

Fosamax EE; BRRAIEN
Francisella tularensis THEHH

fraudulent intent HiEER

fresh-cut produce (227 &

FSCA = Field Safety Corrective Action e AN EATH)
FSIS = Food Safety and Inspection Service USDA AR s 5T
FTA% = Fault Tree Analysis A AT

FTE = full time employee EIR (& R)

full analysis set'?* (FAS) Aok

full factorial design & B TRk
functional (molecular) imaging et (5F) mig
fungus AiH

furan )

Fusarium moniliforme &R RIOE

fusion systems AMeahd 7%

G-6-PD # B AE-6- BB L 285
GACC = General Administration Of Customs Of b EEALE

The People’s Republic Of China

gamma glutamyltransferase!® =GGT

Y - A Bt (xian) #5855

GAMP = Good Automated Manufacture Practice

B AE = & E AL

gangrene S

GAO £EFHEE
GAPs = Good Agricultural Practices B 4F R AL
GAgPs = Good Aguacultural Practices B4F K = FK AT

gas chromatography-Fourier transform infrared
spectrometry = GC-FTIR

A8 &g — 4G Aot LI ER A

gas chromatography-mass spectrometry = GC-MS

AR &k — R A

Gastro/Uro Stimulators

B/ sk RS R R

Gastroparesis Lz
Gaucher's Disease X Hm (B E KoR)

GC-FTIR = gas chromatography Fourier transform
infrared

A g8 &% — ATt 20T

GC-MS = gas chromatography-mass spectrometry

AR &g — R

GCP = Good Clinical Practice

24 R 2 B I ALTE

G-CSF (granulocyte-colony stimulating factor)!2® A i R A ASRA T
GD = Global Development AT R
GDD = Global Drug Discovery AR R AT T
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GDNF Glial Cell Line-derived Neurotrophic Factor

T e PR AR 2

BT

GDUFA = Generic Drug User Fee Amendments of | {5425 B 7 % B %
2012

gene expression*?’ HEE £

gene regulation'?® EEAAY

General Administration Of Customs Of The b EisELE

People’s Republic Of China = GACC

generic drug

1 #2505 AF A

thon; WAL,

generic name AE & A 4 AR

Genetech AR R

genetic toxicity tests H A F KR

genetic transcription A HEFR

genetic vulnerability HAE I35

genome sequencing A ] B

genotype'? A A

genotypic resistance AR A A2

Gentamicin KKEFE

gentamicin sulfate REBIRKE %

GFI = Guidance for Industry T A5 ; AFHl4E 52N
GGP = Good Guidance Practices

GHTF = Global Harmonization Task Force AR E T B AREILYN AL LR
GIDB leflunomide global integrated kAKX LE RGO RKIEE
database

GlaxoSmithKline (GSK) BLELAL

glioma & 98

global assessment variable BN T S A BIEN AR

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

RRECEI Y R

e K

5 ML

GLU = glucose A %
glucagon & fo e &

Glucobay; Precose (acarbose tablets) by Bayer

TR BE R, TR HE, T LR AT AR,
& o FRER) AR, 5 A, A HEE

FREF (R

glucose = GLU A %

glucose monitor A AEAL

glucose monitoring o AE A )

glucose test strip o A A XA

glucose uptake # HAEHER

glycated or glycosylated hemoglobin G

glycerin =B Hih
glycosylation HE AL

GMO = Genetically Modified Organisms HAFAY

GMP = Good manufacturing practice B4 FREEENE
Good Clinical Practice = GCP s KR IS RS S AT

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

REVE| Y S5

o Kk

5 A

good manufacturing practice = GMP

HEAEFREETE

AT

good non-clinical laboratory practice = GLP

B3k I R AR

o Kk

5 A

Good Review Practices

H AR 2R AT

GPF = general project frame

A EAER
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GPOs = group purchasing organizations ) A 5% T 48 48

GPS = Gamma-Poisson Shrinker o 3T G AN T LB e
GRA = Global Regulatory Affairs AIRBEETEL
gram-negative bacilli EZMATA
grandfathered drugs'®* HHLET PR 2
granularity®3 of data Bk
granulation tissue'33 P 3 4 4%

GRAS = generally recognized as safe IR A

group sequential design AR BRI

GSP = Good Supply Practice of Pharmaceutical
Products, China’s

e Re T EAL

GTP good tissue practice BT 40 2 HLTE
Guanarito virus I\ 30 Ae 0% B
Guidance for Industry Botanical Drug Products A A P A A 3% 5 1)
guiding catheter F5lFE

GWAS* genome-wide association study A3 R 4B BE AT

H. pylori

& I IRATHE

H2RA H2-Receptor Antagonists

H2- 2 AR 42 F

HACCP *°= Hazard Analysis and Critical Control
Points

JOE DT K AR A

HAI = healthcare-associated infections & Iz R e
hallucinogens H 437

halophiles s A4

handling and storage % B R AT
Hantavirus X I A
haplotype %6 * A

hazard function Jela oy, R RS B
HAZOP Hazard and operability studies S E Fa T AR AT
HbA1c™" = hemoglobin Alc Fe ik 5 G
HBV = Hepatitis B virus LR KomF
HCC = hepatic cell carcinoma A tm %

HCV = hepatitis C virus AR LR
HDE = humanitarian device exemption Al F LB REB R
health claims 1 B ) 2 AR
health economic evaluation = HEV 1 B 22 552
health science analysts T AAF LR
heart failure N3
hemachromatosis & 55
hematopoietic growth factors 3% fn B F
hematopoietic system*3® ¥ R 4%
hemodialyzers An R AT E
hemoglobin A i EE A
hemolytic anemia 75 bk Y
hemophilia A B %
hemopoietic cell £ or A ftmfip
hemostatic 2k

Hendra virus

FiRiamE

HEOR = Health Economics and Outcomes Research

T A B FFERFR
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https://zh.wikipedia.org/wiki/%E5%85%A8%E5%9F%BA%E5%9B%A0%E7%BB%84%E5%85%B3%E8%81%94%E5%88%86%E6%9E%90

Heparin I 2R
hepatic cell carcinoma = HCC I ¢ e 7%
hepatic coma %k
hepatic necrosis gy
hepatitis C AR K
hepatocellular injury AT 2@ fo. 315
hepatocellular jaundice AT tm et g8
hepatology I it 57 52
hepatotoxicity i ea

Herceptin®®® (Trastuzumab) by Genentech

AR T () R LA T A 4D

hERG = human ether-a-go-go-related gene

potassium channel enhancer

Herniated discs Hela] & R

Herpes simiae virus (B virus) WA (B Ja )
Herxheimers reaction KR

Hgb = hemoglobin & d

HHS = Department of Health and Human Services | £ H T 4 5\ &k %3

HICPAC = Healthcare Infection Control Practices
Advisory Committee

FEEMRBREERMPIER S

HIF Hypoxia Inducible Factor

HRAEFH T

HIF Prolyl Hydroxylase Inhibitor

REAEFET (HIF) MhABLZEE (PH) 494
5

High intensity focused ultrasound HIFU

m%& BREA S, e EREN

Hip Replacement METEWR
HIPAA = Health Insurance Portability and 1'}%/%4%F/\/,.L S5k E
Accountability Act

Hippocratic Oath AR AR ¢

HIS, Hospital Information System ERAZ &E R % %
histamine 78 iz

HMO = health maintenance organizations {E}%é&%éﬂ 2
HMPC = Committee on Herbal Medicinal Products | ¥ 254 5 &

holder DMF # A #
homologous Bl ; Bl Rt
HOPE (Heart Outcomes Prevention Evaluation) N Y= &l A ae e
Study

Hospice s & % PR

Hospital Epidemiology EIz ‘MTJ%%
HPAI highly pathogenic avian influenza b &L x R
HPLC = High-performance liquid chromatography | 2 ski&4n @15 L B ECGRADEAT B &G
140-also sometimes referred to as high-pressure

liquid chromatography

HQA Hospital Quality Alliance ER N N
HR Hazard ratio R Eb

HSA = Health Saving Account 1 B AL TR P AR
HSE . A, HIE
HSV = herpes simplex virus L RN
HTA = health technology assessment T ABRRIFAE
HTN = Hypertension 5y o SR

hub Eok=d
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HUDs = humanitarian use devices USCES T JE T
human papillomavirus A KISk IE
humanized monoclonal antibody NRA S B F & AR
Humira (adalimumab) TR K ¥4

HVAC = heating, ventilating, and air conditioning B% 18 = 1F

HWAA486A Product code of leflunomide & AR Sl
hydralazine i
Hydrocephalus Foa 7K, AR AR K K
hydroxyapatite*! e
hydroxychloroquine #E% qiang3 | U kui2
hygroscopic RiE

hyperglycemia % dn 5 JE
hyperlipidemia 2 M5 o g
hyperostosis; hyperosteogenesis; osteophyte B R A
hypoglycemia A& 4%

hypokalemia Al A 57 JiE
hypomagnesaemia 1K5E dn JE
hypoproteinemia K(a) &xafiE
hypothesis 5

hypothesis test B A 3

hypoxia imaging NIV A3

Hy's rule!#2 Hy's & &

IACP International Academy of Compounding REFHFITFE S
Pharmacists

IB = Investigator's brochure AR H F M

IBS = irritable bowel syndrome T B LE A
ibuprofen A& I

ICD implanted cardiac device L ENE N~ )

ICD International Classification of Diseases (of the FRE Ry £

World Health Organization)

ICDs = Implantable cardioverter defibrillators

AR SHEHERIE, HAKXNSREERIME
(ICDs)

ICH = International Conference of Harmonization

B R iAEBG AR S MR 2L E R A

(of Technical Requirements for Registration of N

Pharmaceuticals for Human Use)

ICH Q10 BES 0)
ICH Q9 i N

IDE = Investigational Device Exemptions B0 BARES &
identity Ay, B3, A
idiopathic pulmonary fibrosis , IPF e B M i A 44k
idiosyncratic reaction 7R RS

IDMC = Independent Data Monitoring Committees | fh 5 &k 3% 3 ) & 5 4
IFN = interferon F#HE

IFPMA = International Federation of
Pharmaceutical. Manufacturers & Associations

R 25 Tk R IR A2

IFU

1% R LA P

IHNs = Integrated Health Networks

EHETRER

IL-2 = Interleukin-2

& miaA% 2
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ILD (Interstitial lung disease), also known as diffuse
parenchymal lung disease (DPLD)

i 1) Jgt 9 %

imaging agents AR

immediate release drug # A

immune complex* *IE B AN

immune modulation %IEIAT

immune suppression %95 3Pl
immuno-compromised R & T AR
immunogenicity** BEZT;, RBFERE;, RIFEBRME
immunoglobulin®® = Ig REHREEG;
immunomodulatory agent (e.g. leflunomide) S I AT F
immunosuppressive cytokine therapy SR A E e ] T T ok
implantable defibrillators AN KR E

implantable diagnostic recorders HMANXLH AT AL
implantable drug pumps HMAXBHER

implantable gastric stimulation systems AKX FH IR EER %
implantable neurostimulation systems AN RAAE AR G
implantable sacral stimulation systems N XA RS R G
implantable shunts A 42 IR B AR K R
implantable stent grafts AN X R IR
implantable stents AKX R

implied preemption

RrhAE R (law)

IMPs = investigational medicinal products

s R R B

in utero stem cell transplantation i o Fmfn g WA AL
in vitro diagnostic = VD¢ RN (&)

in vitro reagent ARIM K F

inclusion criteria R N AT
inclusion criteria NIt An g
inclusion/exclusion criteria'*’ Nik/HEMr AR R
incremental exposure B P HIEENE
incubation period/latency period R

IND = Investigational New Drug W& R R H25

INDA = investigational new drug application

NDA 7T ¥ 45 - B

indacaterol®

BANT; KBAN B () —HAHH L AE I K

5 bronchodi lator

indemnity insurance W& A2 PR [
Independent Data Monitoring = IDM B 5 B I K
Independent Data Monitoring Committee = IDMC TR IEY R AR A
independent ethics committee = IEC fhEAEERL
indications # N E
Indomethacin ek & ¥
Industrial chemicals 1 O
inert surface M E &

Infant Formula Act of 1980 BUBL 7R S
infectious agents B3R
Infectious Disease 1% 2 95
Inflammatory pain X IER

infliximab (trade name: Remicade)

FRAFESR; AR, & — 4 F My
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MR EF a (INF-a) AR GAAE &
&tk

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

FAUZATH R E A (H2, H5 & H7 BA))

informed consent

Falf F &

informed consent form/informed consent document
=ICF

Fn Bl &

INFOSAN = International Food Safety Authorities
Network

IR PSRTE S

infrared = IR 2 I ROl R
infusion pump iRk

infusion sets Wiks i

INH = isoniazid St ()
inhibitory cytokine p k)P m e R T
initial meeting J& F A
in-licensing agreement 7E o 33 AUA K X
INN = international nonproprietary name FRaE & A 4 AR
innovator drug JR A #7 25
in-process testing AL 3K,

INR*® = international normalized ratio B FrAREL L &

inspection

R b

Institute of Medicine = IOM

E & %P7 (National Academy of Sciences
B ZAFF 2 TR

institution inspection WAL &

Institutional Review Board = IRB® MHMFEERES (REERER)
Insulin delivery Fe B EIEN

insulin pumps BB ER

intended population & g A B

intended use A A &

intention-to-treat analysis®®! = ITT analysis

GE97) Be B AT;

Interactive Voice Response System = VRS

LHEFTRERL

Inter-American Institute For Co-Operation On 2 ERNAFE L
Agriculture

interferon Fi &

interim analysis'®? A A7
interleukin-6 8 maN%-6
intermediate REIREN

International Classification of Diseases,
Ninth Revision (ICD-9)

E Rk mn k% 9 i

International Conference of Harmonization = ICH

ART SRR Z R ERRA AR, B
e

Internet-based information technology system

A TFTERRGEELERNBRERA L

interstitial cystitis IC 1) R P s R K
intervention®®3, T4 56
intestinal flora 8 A B
Intravenous infusion and blood transfusion FIR IR L
invasive fungal infection NGB B G
inversion %4 Bz GRAEF)
investigational new drug = IND W R 2 #7 25

investigational product!®®

KRG ; KBRGY
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investigator

A 50 (s R X5e)

investigator's brochure = IB

oA F M

iodophor germicidal detergent solution

whAFH ik

IPAB = Independent Payment Advisory Board*®,

IPC = in-process control

(& = i4A42) F R A2 42 %]

IPO = Initial Public Offerings Bk NFFERE
IQM = Integrated Quality Management ERAEETHE
IR gL SR
IRB = Institutional Review Board MMEEER S
IRR = Internal Rate of Return NP &S
Irradiation a4t
ischemic/viable myocardial tissues e on / B &S L
Ishikawa Diagram; Cause and Effect Diagram 2R

Isolator System FE B EHh
Isoniazid = INH S B
isopropyl alcohol 2-HBEE, FRbE
isotope tracer Bz & T84
isotype antibody [ A A Ak
ISPE = International Society for Pharmaceutical B FR4) 25 TAL

Engineering

ISS (' Integrated Summary of Safety )

G ALz A Bk

RS

ITT dataset, now known as FAS (full analysis set) Ao E

IV push AR AEE

IVD device = In vitro diagnostic device I Bk &

IVDMIA = In Vitro Diagnostic Multivariate Index | kb4 % T 5 % 3| 03
Assa

IVIV%: (In Vitro-In Vivo Correlation)*®’ ] 44K P S AE & M
Janus kinase JAK?!S® JAK B

Japanese encephalitis virus

2N 2

JCAHO = Joint Commission on the Accreditation of
Healthcare Organizations

A A LLINGEIRSE R &

JECFA = Joint FAO/WHO Expert Committee on
Food Additives

A EARRE B ot R T A BB T R SR 7|
BRAEERERS

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

GEX YA AR S STl

JIFSAN = Joint Institute of Food Safety and
Applied Nutrition

B S5 afe 1 8 IR ARG S0

Johnson & Johnson £ EHRAE

joint tenderness (as opposed to pain) P ER

JPMA = Japan Pharmaceutical Manufacturers B AH 2 T tha
Association

Junin virus T IR

Ka = absorption rate constant ol ik R S

Ketek, also known as Telithromycin HIn, IMREHEE
ketoconazole )

Kits 25 MR

Kogenate FS (Antihemophilic Factor) by Bayer

HAE, THRTVI;, R REHF, THA

e o VIl & -5
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KOL key opinion leaders XA & WA AN
Konjac BT

Koseisho HARAEY

KPI : key performance indicator Ak KA AR AT
Kyasanur Forest disease virus A RANRRE
labeled amount T E

labels and labeling®®®

2 A& (Label. Labeling) « ZHmArEn M
Fp, —FPARA “Label” , RISHIERE

AL AEE, SIEBRICLE LB EH,,
PR, A B —AFARA “Labeling”
QIEFTAE Label. 2553080 P fe AL o T 25
B B, PR, LEldh

LACF = low acid canned foods

ARER B R S

lactobacilli

L

Laetrile, Amygdalin, Vitamin B17

5%, FE4AF

Lamictal®'®0 (la-MIK-tal) XR™ (lamotrigine)
Extended-Release Tablets

Aol 24 NHEBR, mOEE=%A

laminar flow hood ER A IE
larynx oz
laser pointer WK

LASIK! = |aser-assisted in situ keratomileusis

BT HARALARBER; B ARER
A

Lassa virus

EeROR Lk 3

last observation carry forward = LOCF*62

G RBUL—RMERIEG L RARANE
4k

late stent thrombosis

B4l R W dn A

LCC = Low Cost Country

LT NEES

LC - MS

iR AR & 1E — R BR )

LD = longest diameter

(" 78) RARASZ

LD10'®3 = |ethal-dose 10% THAFE
LD50 F AT E
lead arsenate B BR AT

lead compound g e
leak testing bRl
Leflunomide: to treat rheumatoid arthritis kA K4
Lenalidomide/Revlimid*64 AR

lethal dose,50% = LD50 FHEAF =
leukemia B o 5%
levofloxacin hydrochloride Levaquin HBMAERADE
LFTs = Liver function tests JF 24 fe A i)
librium; chlordiazepoxide AR T FR P
licensed pharmacist Pk 25 )T
licensing authorities R AEHAY

life expectancy TR &
ligand BLAR

Limit of Quantitation®® = LOQ 22 R

Line Extension

EAPEATY (BTE LI, #H A AR ey A
27)

29




line extensions, product By R

lipase R&

lipid oxydation h g A

lipid virus L EGE 3

lipitor FE g (FTIRMITE) e BB 4

Liquid Chromatography Mass Spectrometry = LC-
MS

i~ SRk

Listeria

FH A

Listeria monocytogenes

FARm0NE S ENAFE,; $Am e A A
H

listeriosis F KA H A

liver assist devices I A48 Bh 3% B

liver biopsy iR o

liver death; hepatic death T

Livor mortis P Bz

loading dose RATHE; RAGEFIERAGFE, dik bR E

Wik ik B BT A % 89 Css

Local Quality Representative (LQR) Wy e Xk
LOCF = last observation carried forward FAMBAL 4k
log rank test A

logic check FHeE

Long QT syndrome = LQTS 67

S RHEKQT 2464

Longitudinal patient reported surveillance program

Yo EERE B EoRE

LOQ = Limit of Quantitation Z 2R

loss to follow-up 872

low molecular weight heparin = LMWH &FAE

LPN = licensed practical nurse Hira b+
L-Tryptophan L-& A BR

lumbar tapered fusion device JEAEAE ] B A 55
lumen EhE

lymphocyte antigen L Lm B AR
lymphoma eI

M. bovis O HATH

M. tuberculosis S HATH
MAA = Marketing Authorization Application LR HTPE; THRRYIF (BRMBE ALK
(EMA) i)

MAB = monoclonal antibody LR ) F N
MACE = major adverse cardiovascular events ITERRSREES
Machupo virus I AR R
macroconstituent ERS
Macronutrients FEEAALE

MAD = Multiple Ascending Dose studies

A S A IR

MAH = Marketing Authorization Holder

WEWTHAS; B LT THAA HFIE

RS

maladministration

malignant hyperthermia = MH T & HOE
malpractice claims EfdRERE
managed care R XET
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manipulated autologous structural cells (MAS cells)

SR akEHmie

MAO (monoamine oxidase) inhibitor ¥ e EACEE 3 %) 7
Marburg virus o R B gmAEF
market basket survey. iR ETIAE
market clearance T3 NS

market exclusivity6®= exclusive marketing rights
granted by the FDA

THRRE ;T E A

market withdrawal Eai

marketing A

marketing approval/ authorization = MA L7 T
marketing authorization application = MAA r AT P E
masked RE

Mass Spectrometry = MS Jik

mass-halance R & -

MAST = Minimal Access Spinal Technologies AR AR, AR MIS AR R
matched pair U TS

matrix protein EREa

maximum tolerated dose = MTD "R /=

MCO = Managed Care Organization E7EEas

MCyR = major cytogenetic response o L3R A 5 5
MDFP medical device fellowship program

MDMA = Medical Device Manufacturers E 55 ZHAE S~ HINS

Association

MDR = Medical Device Reporting

E 77 SR FIRE A %

MDUFA 11l = Medical Device User Fee

77 S AR P Rk

MDUFMA = Medical Device User Fee and
Modernization Act

E 77 SARA P A A AR

MDUFSA = Medical Device User Fee Stabilization
Act

E 77 SRR PR ARk

mean absorption time = MAT

(Z54p ek A 8Y) 1 34 OB )

mean disintegration time = MDIT

(54 PR A 8Y) 1 34 A AR B T

mean dissolution time = MDT

(Zy 4 ek A ) T 3 B )

mean residence time = MRT

(5 4p ek A 8Y) - 3 it 8 B 1)

measurable disease TN E /L
measurable lesion ERUEE S
mechanism of action A B AL

MedDRA®® = Medical Dictionary for Regulatory
Activities

HIRESFREAE; HFFEOTEETRER

Medicaid REEJFAMER B, REERK;
medical device!™ & J7 35 M

Medical Device Amendments E 7 B MG EE) 1976

medical governance EhisE

Medicare ZFEFRGH E; KIPEFER
medication guides (for patients) ERZEE )

Medicines Control Agency = MCA EJEp R e

MedSun = Medical Product Surveillance Network

Medtronic £

MedWatch'™ EHERN A ;
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MEK (methyl ethyl ketone) Y CERA; TER

Melamine =R A

melanoma 2EER

Meloxicam EikH R, (L) RARARRINDH K4AR 5]
MEMS = Micro Electromechanical System o F AR ER

Meniere’s Disease % IR KR

meningitis o AE K

meningitis B A K

meningococcal meningitis

Fo B K AR PR K

Merck Sharp & Dohme = MSD, part of Merck

FE %A Merck) #125

mesothelin'2 ] ] A&

messenger RNA 15 1 BB AR
meta-analysis’® BEHM, A
metabolite Rt

metabolizer ARH B E A
metabolomics X4

metastatic #4

metformin WAGH . PN gua; FukERR Y
metformin hydrochloride LB —F UK (gua)
methadone %8R (4R 2]
Methicillin ¥ A G Ak

Methotrexate, MT X treatment of cancer,
autoimmune diseases, ectopic pregnancy, and for
the induction of medical abortions

FERES: AT Ofsm, HWEB. KFI
T BABARSH A F RIRERIRRA T 2
— A AR

methylation of DNA DNA &5 ¥ A4t
methylmercury TR, ZF AR
methylphenidates IR B F B5

methylprednisolone

Figk, TAIRMLERE, TARORL

metronidazole MNZ

TRk (KA R)

MGPS = Multi-ltem Gamma Poisson Shrinker

% bt 3010 - i A vk

MHLW = Ministry of Health , Labour and Welfare

(AR REEHE

MHRA = Medicines and Healthcare products
Regulatory Agency

% B 2 oo R B I R

MI = myocardial infarction

SR S S ILAR

MIC = Minimum Inhibitory Concentration FARIPE R
microbial flora WAEMEH R
microcephaly K e At
Mmicrococci WIRA
microneedles &I
microphthalmia AR R
micropumps B %
midodrine W A Atk
minimal effective dose NHEERFE
minimally invasive spinal surgery A A F R
minimum inhibitory concentration = MIC AR E K
Ministry of Health and Welfare = MHW B AT A& 4530
minocycline RIEFFE
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Mirena (Levonorgestrel Intrauterine System)

ZAR (ARiFEZFTATH S

MIS: minimally invasive surgery

AATTAT K

misbranding AR BIRARE; B
miscoding Yo P 5 1R

Misoprostol # & Ay 7Bz

missing value B K AL

mixed effect model i SR TN

MLD = minimal lethal dose

KB AKE

MoA = mechanism of action'’*

AE R AL 1 R AL

MoA = memorandum of agreement*” W& EE
modem ) RS
modernization CLE
modified atmosphere packaging (MAP) AARE
modified fats ARG
modified release capsule ZRRE
molecular characterization T aFiE
molecular diagnostics o
molecular pathogenesis B b9 5T ALl
molecular targeted therapy R AP
monitor!’® LER
monitoring plan 53X
monitoring report B ERE
monkeypox virus We T8 A 2
monoclonal antibody ¥ 5% & AR
movement disorders % H) [ FE

MQSA = mammography quality standards act

L5 X KEF AR EATEE

MR = moderate response

Lok

MRA = Agreement on Mutual Recognition 8 BRI

MRCT Multi-Regional Clinical Trials % P KRR 3

MRI = magnetic resonance imaging 3k I A%

MRSA = Methicillin resistant staphylococcus RYABHEXECHHKA
aureus

MRT = mean residence time - 34 7% & At 1)

MS = multiple sclerosis % RV ARAC SE

MS-MS

R R T

MTD = maximal tolerance dose

LN i A

MTX = methotrexate

¥ A% jia an die ling

MUCOSA trial '"(Misoprostol Ulcer
Complications Outcomes Safety Assessment)

w & A PIEE B KRS R AR

multicenter trial

ERRLY

multi-drug resistance % hah i th it
multi-kinase inhibitor % B )
multi-omics %

multiple arm trials % 897 L6y
multiple sclerosis = MS % R HEARALIE
Multiple-system atrophy (MSA) % ZAREY
mutual recognition procedure (EU) H L AINAE R




mycobacteria SHATH
mycobacterium tuberculosis (multidrug-resistant) RS HATH (71 % )
Mycophenolate mofetil (MMF)78 AR 5B By
mycotoxins AREF;ERFE;
myelin k]

myocardial electrode NN

myocardial ischemia

SR fe R, e

NABP = National Association of Boards of
Pharmacy

(EAEBEEFANA

NAI = No Action Indicated

L FERIBAT

Naproxen Caps

REL ki

NARA = National Archives and Records
Administration

RASEFe it K E LB

narcotics JR B 2h S

narrative summary LAV &

National Formulary TR I

National Institutes of Health = NIH FEHBERILAEFHRA
Natural History Study*" B R R AR

NCE = new chemical entity A

NCI CTEP = National Cancer Institute Cancer
Therapy Evaluation Program

H 5‘7’:’ iz}f%ﬁﬁ—éﬁ}:’ Jf-/uﬁ'L%'f] 7_‘_&«'

NDA new drug application?® #HthwiE
neoplasm I 9%
Neupogen(filgrastim) AR IELR, M) =

neural interface

2D R G%

neurodegenerative treatments

AP 2 RAT M R A

neurogenic pain AP 2% B VL SR
neurological stimulators AP 22 R R
neuromodulation®® Rz 31 Pt
neuromodulator 238 R

neuron P 4% 7L
neuropathic pain A4 ﬁaﬁ‘ﬁl PE
neurotransmitter A 2% i
neutralizing antibody W ﬁnifbﬁi
neutropenia o bk G dn SROR Y R
new chemical entity = NCE AL F TR

new drug application = NDAT®2 M FiE

Nexavar = sorafenib tosylate

3E% (kAR A) ATHTRAE mie

Pt

NF = national formulary

NICE® National Institute for Health and Clinical
Excellence

* K I A s REAHT P

NIH = National Institute Of Health £ B 4 B T4 55T
Nipah virus VAELES
nitrazepam!®* A (AR )
nitrite I 7Y B 2k

NLEA = Nutrition Labeling and Education Act TRIRREHRE X
NME = new molecular entity T SR AR

NMR spectroscopy = nuclear magnetic resonance Mk Ykt
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NOAA / NMFS BRERKFRAETELE/BREFELE
NOAEL = no observed adverse effect level® AT B R R B KT
nociceptive pain 1 E HIETA

nociceptor 1 E RS S

NOH = neurogenic orthostatic hypotension AL R AR P (L 2 ) IR )R
nominal significance level & LB F MK

Non-CF Bronchiectasis AL T A E K
non-dose-related adverse reactions FERAKO TR R
non-enzymatic browning El3 =gy

non-inferiority margint® AE % 2 RAL
non-inferiority trial*®’ AE % 2K 5

non-lipid virus F KA

non-parametric statistics kA K%t Tk
non-significant-risk (NSR) ERF AL
norepinephrine EPHRLERE

norovirus % LR

Northera by Chelsea = Droxidopa BHEE (REIRRY)
nosocomial®®® infections RS

notification &%

notified body NB INTEHLA

Novartis Pharmaceuticals AR A R 8]

NPV: net present value % IR

NPWT = negative pressure wound therapy

Ha fREFHAR

NSAID = non-steroidal anti-inflammatory drug

A (zai) hILKZy,; dFEKHKXS

NSE (non-substantially equivalent) letter

3E KA F R R A1z &

nucleotide

HH B

null hypothesis!®®

T BABR . RABAR, RARHRABIR; @ F BT
# B ZIE IR T AR BB IR

numerator »F

nurse practitioner NP yHEAE

Nutrition Labeling and Education Act of 1990 BRI E A HF &
OA = osteoarthritis R S

OAl = official action indicated TR AT

OASIS = Operational and Administrative System
for Import Support

OASIS #o F HIEEITH AL

OBD = optimal biological dose'*° RAEAE TR E
obedience AR A
obsessive -compulsive disorder 5%38 JE
obturators A E
OCI = Office of Criminal Investigations TRIAEDNT

OCTGT = Office of Cellular Tissue and Gene
Therapies

FDA %@ tn LAk R 477 AT

ODE (Office of Drug Evaluation)

FDA Z4ittE N E

ODE = organ drug exclusivity SERAT HREK
ODS = Office of Dietary Supplements of NIH BEAANER ANE
ODS = Office of Drug Safety BRI E

Office of Surveillance and Epidemiology = OSE

B LA RAT R AN E

official = pharmacopeial = compendial

Hhgey; Kby, B
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official compendium

HR A (245 USP. NF)

off-label use®®!

AR SR R AR S A%

off-target adverse events!®

BL¥e s m

off-the-shelf components

& UAHE; Commercial-0ff-The—Shelf, 7 AL
W

OH = orthostatic hypotension ARAZ AR A R
oligonucleotide EM R
OLT = orthotopic liver transplant JRAL AT A5 AL

Omapro = Omacetaxine mepesuccinate

HZRMEE, PIERATFREFHE R
Chronic myeloid leukemia

ombudsman ¥iFE R

Omeprazole BE fed [ 35 ]
Omsk haemorrhagic fever virus SRR 52 i o Hom A
oncolytic agent 79 4@ AEL )

OND = Office of New Drugs #HHDNE

0OOS = out of specification AR o He
open-blinding/open-label FH

open-cell foam T ALK

open-chest Surgery Devices T FREAHM

open-heart surgery perfusion and stabilization
systems

FIFRBERALL ZGR

open-label ElaE

open-label trial'® FAARITIK S ; iR
operating margin b A i &

opioid T R A4

opportunistic infections AR PR RS

OPQ (Office of Pharmaceutical Quality) % BELEEHNE

optical sensor HFHERE

optional titration

R & R R

ORA = Office of Regulatory Affairs

EEFHANE

oral solid dosage forms o R B AR A
Orange Book!® R $

ORD = optical rotatory dispersion e kA T

orexin Bk E

organ replacements and assists HX; HBEE
organic impairment SRR E
organoleptic quality BE; 2R
original medical record JRAE BT ILR
orphan drugs'®® F AR, ILE
ORR ( Objective Response Rate ) &AL 5
orthopedic implants S S AE N
orthopedic surgery B AR
orthopedics A

orthostatic hypotensionm = OH AR K o SR
orthotics 5

OS = Overall survival BAHE

OSA = obstructive sleep apnea

FEL 2 bk Bk BE, ™ o8 45 12
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OSHA = Occupational Safety And Health Act
[administration]

Rk gz A5 T A 45 %32 5]

osmophilic yeasts & b A
osteoblast AR ta R,
osteoclast HOE e
osteomyelitis AR K

OTC drug = over-the-counter drug LT 2h

OTC Switch, Rx-to-OTC Switch 4k 75 B P A B
ototoxicity HHH

outcome “#Xx

outcome assessment 2 R AN
outcome measurement 2 R 44T

outlier & A
outpatient 1%

outreach A5l

overactive bladder W e B E IR

oxazepam; (marketed under brand names Alepam,

Murelax, Oxascand, Serax, Serepax, Seresta, Sobril)

R &F (FTREZR, H7)

oxidative stress AR

oxycodone ¥2 ¥ BR)

P/E Ratio LS

P4P = Pay for performance systems BB A

pacemakers Ny A

package insert (for physicians) = label haeitP,; “FLARE” (“Professional
labeling” ). “4%&715.8” (“Prescribing
information” ); &L E4E N

package seal QEEH

PACS = Picture Archiving Communication System EFHIE 54 FE R %

palivizumab (Synagis) (CEIEE 27

palliative care unit s 24 B8R 5% By

palpitation NS

pancytopenia A ofn @ R,V JE

paracetamol st OBt xian AMEE (XARIMA &R, RBEA

)

paragraph IV certification'®” CFR
314.94(a)(12)(i)(A)(4)

V9 B INGE s & 9B E A Pk,

parallel group design F AT em ikt
parameter estimation B AE T
parametric release 1% B RAAT
parametric statistics B G ik
Paraplegia AR

parasympathetic nervous system (autonomic
nervous system)

B RAPAE B b (VAR R H)

parathyroid hormone deficiency FIRF R FE S Z
Parkinsonism E R

partial (onset) seizure'® R 3R RAE AR R AE ; R0 KA
partial response = PR R4 E

PAS ( Prior Approval Supplement ) AAT LA B I
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Pasteurization R KA &
PAT = Process Analytical Technology?® AAESATH AR
patent term restoration®%* + A B AME
pathogen o RAR
pathogenic cocci R R
patient file FaAASE
patient global; pt global A AR
patient history Vel

payroll tax?2

HNREIHZIALERE “THMR” , BAA
JE REMN GEARLH dalR AT 5 A 2 AT 89 5 3
K) 9 7.65%

PBM = Pharmacy Benefits Manager 2 B Ae F S 3N 3
Pbo or Pla = placebo Z R

PCB = polychlorinated biphenyls % QIR E £4h
PCI Percutaneous coronary intervention?% 22 Bk S BRASN

PCR assays; polymerase chain reaction

PCR A2l ; REBEiER N

PD = pharmacodynamics?®

B RN S RARB RS

PDA = Parenteral Drug Association AR R

PDA = Photo Diode Array X M E 7

PDCO = Pediatric Committee JILHER &

PDGFR (Platelet Derived Growth Factor Receptor) | fo/s#& #7 4 4 ¥ B F 54k
PDP product development protocol®%® 7= S BRI

PDUFA = Prescription Drug User Fee Act 1992 B &GP REAE L,
peer review?® X

Pegasys (peginterferon alfa-2a)

WFR; BROU_BEFHE a-2a248% (to
treat hepatitis)

pegylated enzyme

R T B2 1445

pegylated interferon alfa-2a

B _BTHE alfa—2a

PEGylation is the process of covalent attachment of
polyethylene glycol (PEG) polymer chains to
another molecule, normally a drug or therapeutic
protein

B0 —F2ik

penicillamine HER

penicillium verrucosum wiHE

Pennsaid AR e by ShA RS R BB K - A&
RATEBBRXFTEHEXLT K

peptides Ak

per protocol ( PP) analysis?®’ HA T EDM

per protocol set (PPS)2%8 HAETEE

perchlorate =7 R

percutaneous transluminal balloon angioplasty ZEER A EmE R AR

perforated ulcer F 3L 5

perfusion Eix

perioperative antibiotic prophylaxis B F R HA 4 a91E A

peripheral disease JE) 3 o IR IR

personalized medicine AR 2

pesticide residue R#5KG

PET = positron emission tomography BT R AT E AR
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PFGE?% ( pulsed field gel electrophoresis )

Bk b 3 B H K

Pfizer Hindl 2y

PFO = patent foramen ovale 97 7 LA 1A

PFS = progression-free survival T m it e B & R
PGE = patient global evaluation I AB AR

PGt pharmacogenetics HapE IS,

PGx pharmacogenetic

BBy, BEHRT

PHA = preliminary hazards analysis

sk () s V8 FR) 2T

pharmaceutical equivalence o 7 % 2
pharmaceutics BEiE

Pharmacia HI50 T
pharmacodynamics?*® = PD AL T 5, RARGRF
pharmacoepidemiology i iRAT R
pharmacogenetics?* (PGt) AR AE S
Pharmacogenomics?!? (PGx) thap K H W F
pharmacokinetics = PK?13 BRANF; BARGHF
pharmacology 25 59 &2
Pharmacovigilance?** h 4 E &

pharmacy Bz 5

PharMetrics Integrated Database?'® PharMetrics % W #4456 &
pharynx G|

phenergan EARAR; FA%

Phenol KRB

phenotype?® A

phenotypic resistance?!’ kA AT

phenylbutazone; butazolidin R A

PHF = potentially hazardous food H S AR
phlebotomy F R A K
phocomelus®*® phocomelia KB BRIV RGBS
phosphorylation R

photodynamic therapy PDT?%®

A7k

PhRMA = Pharmaceutical Research and
Manufacturers of America

EQE PSRV Wl R

PI3K Phosphoinositide 3-kinase

B FE B UBS i8k B—3

PIB dosage form: powder in bottle

PIC = Pharmaceutical Inspection Convention Bt the
PIC/S Pharmaceutical Inspection Cooperation e T AT R
Scheme

pillar procedure, struts DAZEE AR
pipeline assets TR P

PK = pharmacokinetics??°

BRI A T, BAF, BRIANF

placebo

placebo control 2 R o FE
placebo controlled study SR BT
placebo effect SR U
plant sterol esters 4 & B5 A5
Plant sterols; phytosterols A BR
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PLAS = performance-linked access systems??*

NEHERR

plasma concentrations

o 25K B

plasma protein binding???

hRXFOLEL

Plavix (Clopidogrel bisulfate)

Bl RAEE R A

pleiotropy?*

AR S EME, SEk

pleural effusion FEI= AR IR
Plt = platelet MR
PMA = pre-market application EET P iE

PMA = premarket approval

LF AT HEATALE

PMCs = post marketing commitments??*

Kt s LT B BRET L

PMDA Pharmaceuticals and Medical Devices
Agency, Japan

BB SMESIM,; EESERKSL
Ak

{3\

PMDRA = Post Marketing Drug Risk Assessment

T s 7 s R e s (BN E)

PMHXx = past medical history BRAZ %

PMN = premarket notification B AT il 4o
PMS = premenstrual syndrome 2R LE A E
POC (proof-of-concept) Clinical Trials?? HE A B

POC = point-of-care testing R 5

polio A RE AR K
polymer wafer maTERER
polymorphism %A5MH
polymyxin SR E
polypharmacy?? MY, R4, d54%
polyphenol oxidase % By £ ALEE
polytomies EE S

pooled analysis = PA KRt

poor motor coordination EF AR
pop pk, population pk BAR BB F TN
PoS = point-of-sales AR B

post hoc analysis F G T
postmarket surveillance L7 e BE

post-marketing surveillance; postmarket safety
surveillance

#E (k7)) BEE

Post-translational modification , PTM

& O 69EIF IS A5

postural hypotension B 5P AR R
potency AN

power??’ JedB L ; AR
Pp = Process Performance??® T8

Ppk = Process Performance Index??° TR %3
PPO = preferred provider organizations AR 4 2R
PPS230 = Per-Protocol Set HAETEE
PQR (Product Quality Review) I A
PR = partial response AL
practolol affair ST M
Prasterone for VV atrophy tx £ 3527
Prasugrel®® /a4 Effient HLAEE

prazoxin

a1l ARML#HR 9k pai zuo qin
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PREA = the Pediatric Research Equity Act JUARRR o -F ik
Preamble?®? (Federal Register) FzE

precautions BH; EEFR
precision WER

preclinical (animal) data

I R AT (B4 5% 50) R 3%

preclinical study

I R AT 4 5

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

Aok T ) LA 09 LNE A PUA 4B
AT 8y

predicate rule?3

& & A &9 FDA 5 HL

prednisolone

RRAN R

prednisone

ERA, RRARF R RS ER 28 R R
1 )

premarket notification (510(k)s) AT E 4
pre-marketing surveillance e (EF) arEf
prescription drug & 75 %

preservation PR

prevalence B E

prevention trials A Gy X

primary (coronary) event Jo Az gm &

primary endpoint EBHRE

primary mode of action = PMOAZ# LR Bk EN
primary pulmonary hypertension PPH JB R M AR B Bk 2 SR
primary variable EX L3

principal investigator = Pl EE
Principles of Qualification Ak (BiE) B
prion o &

Prior Notice (PN) System Interface RATEIR A ST\
Priority Review designation?%® & F &

private label b pe A =

private label distributor HARLTH

PRO patient-reported outcome BHMELER
probability GES

probe substrate FAT R

procedure trays HAEA

process controls I 2354

pro-drug 2 prodrug Ak, LA B, BiaTik, WTREKNSF
product codes sty 5

product differentiation o E R, FRAFEL
product license = PL 7 Se T A

product life cycle (PLC)%’ 7 Sa A& B
progesterone FARER, Z-ER
prognosis a; Va4
progression-free survival = PFS T REEG
progressive disease = PD 9 T 3

proof of principle study?* 5. 32 HEIEA R,
propensity score AR 1) P TR
propionic acid L

41




propranolol

ERER

proprietary name

+H LAk

Propulsid (Cisapride)

G s Al A, HiSEFH, KRS
A, B A], Ear, &Y iF

prostaglandin AP IR E

prosthetics 1B

protease inhibitor B G B 5]
proteasome & 6 BR

protein purification & a i

proteomics FAOMAT
prothrombin B dn Bg R Etdn R
protocol >3 e R &
protocol amendment 7 EANE

prototype design JR A%t

protozoa RAEFH M

proven acceptable range = PAR?40 e LR
Prozac G

PSA = prostate specific antigen AT P4 S+ HUR

PsA = psoriatic arthritis LY ELESER
pseudomonas BEFH,; BEBHR
PSMA prostate specific membrane antigen A P AR AF 7 M AR AR
psoriasis BB IR A6 AR BB
psoriatic arthritis PSA LY EERER
PSUR?*! = periodic safety update report & AR At AR
psychotropics FAb 5
psychrotrophic pathogens b BRA

Pt global = patient global assessment B BRI

PTBA = percutaneous transluminal balloon
angioplasty

=2 G AN &5 S0 T E S

PTC = product technical complaints

B B AR

PTCA = percutaneous transluminal coronary
angioplasty

2 R AR IR AT AR

PTM = post-translational modifications

& B R 6% G 54

PTS = probability of technical success B R R E

public goods INE T,

pulmonary arterial hypertension, PAH R sh bk & IR

pulmonary embolism e &£

Pure Food and Drug Act of 1906 1906 A by (4% B Sefath k)
PVAR = preliminary variation assessment report #1 BL IRAE RS

pyloric sphincter 7] 35 29 L

pylorus 417

pyrimidine synthesis inhibitor (e.g. leflunomide) R A PR A H) F

QSIT = Quality Systems Inspection Technique £E FDA ik 246 THKE
QSR = Quality Systems Regulation RekEZAE

QT interval®*? QT 4] &9

QTc = Corrected QT A JE QT Ja] 7

QTPP: quality target product profile®*® B ARZ &by I
qualification system for licensed pharmacist ol T AR NG
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qualification vs validation?*

AN vs IBIE

qualification, Design (DQ)**® & AN

qualification, Installation (1Q)?*¢ 23 A IN

qualification, Operational (0Q)?*’ EAT AN

qualification, Performance (PQ)%® ERI R RIN

qualification, Process?*° I AN

qualification: Prequalification AN

qualified health claims ARG 91 R S AR

qualified person = QP?* HBBATIAEN:; RETBA
quality assurance = QA R ARIE

quality assurance unit = QAU

= ARAIEER T

quality by design , QbD

“HREyRERBTE KRG P CRER TR
i_‘_”

quality control = QC Ji o 324
quality management systems Vil a1 RN
quality of life trials or supportive care trials A 5 R 2Rk
quality risk management = QRM = W e
quantitative modeling £ EEA
quantitative risk assessment ARG
quaternary ammonium compound Eiubd
query list, query form SEE IS

qui tam?? o s ARAL PRI F L BRI & 69427 (LA
FehRIFASEFTHY)

qui tam relators, or whistleblowers RAZIFnE AN

R & D portfolio R&D 71 H 484

RA = refractory anemia M h PR fn

RA = regulatory authorities BB A

RA = rheumatoid arthritis ERBXT K

rabies or rabies-related virus IERAFREIER RF

radiation emitting products BT

radiation-emitting electronic products HEHET =5

radio frequency ablation RFA SHRH

radioactive pharmaceuticals AT R

radiological health RBEILA

radionuclides (radioactive contaminants) AT E

radiopharmaceutical AT B

radiosurgery A& FAR

randomization [ ALk

randomized trial A AULAL 3K, 36

randomized, double blinded clinical trial [ B F 3 RRAT 7,

range check CEAE

rating scale Tk

raw agricultural commaodities KA TR &

RBA = risk benefit assessment G Ty

RCC = renal cell carcinoma B 2w L SE

RCHSA = Radiation Control for Health and Safety
Act

1968 (I=Hl4a4t. #5f kb k)

RCT = randomized clinical trials

[ AL AR X 3
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RCT = randomized controlled trial [ ALt BB X B
RDE: remote data entry i JE R A N
ready-to-eat foods BPR R S
reagents X

real-time continuous glucose monitoring systems

ER R SRS A %

recall

B, aRH ek

RECIST?*2 = Response Evaluation Criteria in Solid
Tumors

%R 8977 AT A

recombinant protein

THEH

reconditioning

B, WHEEE, TR

recycled plastics

SRS A R 2o S

reference listed drug (RLD)?>

BT, Sk i as opposed to generics;

reference product

b )

reference samples?®* for analysis I BB AE

refractory solid tumors Y e R

Regorafenib®® IMAAER, Bt Stivarga
regression iR

regulatory methodology

S

regulatory methods validation

%18 B AT 7 k69 34 (FDA 33 NDA 42449 7

*

regulatory specification

rejection HEF

Remicade (trade name of infliximab)

remission e i

remote monitoring system WAL M F A TAE R
REMS = Risk Evaluation and Mitigation Strategies | X[ i 4& Ao ik 42 5% 24
REPFED = refrigerated processed food of extended | A @& mw T ek ARG
durability

replicate data sets F 0 AR
replication TER

rescue medication SR

residual risk P R

respiratory distress syndrome = RDS nf-oR F 18 47 A 4T
respiratory paralysis o R

response rate A ES

retention samples?®” for identification i

retinal implant AR BEAS AL

retrovirus i# 5 R B (— A BAF B R E)
reverse engineering ¥ LAZ;, RKIAZ;
review copy CR- D N

RF ablation surgical probes STIRH Bk F K AX4T
rhabdomyolysis SIS AR

rhinovirus, RhV 2R E

Rift Valley fever virus I KRB R E

rigor mortis F g™

riociguat®® (Adempas) LN

risk TE

risk assessment (risk analysis + risk evaluation)

Ao, #iE
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risk classification e K

Risk Communications Advisory Committee R Ie 3 REIER S
risk evaluation (part of risk assessment) R 1A

risk/ benefit analysis R -3 5 DA
risk-benefit ratio i/ A%t
RiskMAP?% = Risk Minimization Action Plan R 5 MUAT 3h 3T R
Ritalin FIAAL

rituximab , Mabthera, IEZ4E A& 4

RKI = Raf kinase inhibitor Raf &3 4] 7|

RM = rhabdomyolysis?®! A L AR

RMS = reference member state?s? AR R

Roche 7K

Rogaine B, AREF R
rolling review?® R T

Rosetta T EE

route of administration ik

royalties + A48 B

RPM?%* (FDA Regulatory Procedures Manual) B4R

RPN = risk priority number?% R AR 56 45 £

RR = response rate P32

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

(A Af=B 1) AaxbARok £

RSV = respiratory syncytial virus?®® o 38 A AR R A
RTE (ready-to-eat) foods PR

RTF (refue to file) 27

IEL% 3T, RH

rugged individual B3%E, MA

run-in BE A

RVD reference vascular diameter Kk E AR

S. aureus = Staphylococcus aureus 2% & B HRA
Sabia virus AR E- 3

sacral nerve stimulation (SNS) AV 22 R 8

SAD = single ascending dose H ¥ A E —2h R K MR,
SAE = serious adverse event EERBEH

safety advisory R

safety evaluation AT

safety evaluators AR EAR
safety set e e &
Safety Set, SS e

salicylic acid K AR BR

Salmonella PARY]

Salmonella enteritidis R VITRA
salmonella typhimurium B EDTTRE
salvage treatment?® BB ETT

sample size (number of subjects in a clinical trial)

HASE;, A%, #EAKD

Sanofi-Aventis

REF-—ZTHEA

saving clause

1962 56914 E L3ty %G &% (saving
clause) #4590, MEAERHAS5FDCAH “AE
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EE PR AEALT A

SBA = serum bactericidal activities

o F A B ER AT W A _I%_’;iﬁl\

SBA = summary basis of approval = approval MARIEHE = A REELE
package

scaffold (EZ &

scale of ordered categorical ratings HFE o £ 454
SCFX?2%9 = supercritical fluid extrusion Al R AR
Schering-Plough KR

SCHIP State Children's Health Insurance Program ILE EFHEM X
SCID = severe combined immunodeficiency disease | = & 3£ & %.J% £ [% 5%
SCID mouse SCID )N &,
scleroderma R E IR

screening trials i i P X IR

SD = stable disease AR

SD = standard deviation AR UR) £

SE = substantial equivalence FEREGER

seal strength test % 35% K

SEC = Securities and Exchange Commission EFEHIEARXHER S
secondary effect UE KB R

secondary endpoint KRB G

secondary infection kR R

secondary variable RETw

seed brachytherapy

AT AT R LR L 8B B A

seeding trials?™®

%Uléﬁ\rg;

seizure Fady

sensitized lymphocyte A et fie,

Sentinel Initiative?’* (of the FDA) " EATE)

sepsis W % IR E

sequence KK

serine 2 7B

severe TE

severe acute respiratory syndrome—coronavirus EEFLEMFR AR GRS E—RERFE

severely debilitating means diseases or conditions
that cause major irreversible morbidity

SFDA 2"?= State Food And Drug Administration

KA o0t on B IR

SG & A= sales, general and administration

f#x g, E@ &R

shaft 15 5 %h

SHEA = Society for Healthcare Epidemiology of (RERAITREFEL
America

sheaths FE

shelf life PRAHAIR; AR
shift table?”® AL E

Shiga toxin & 75‘?;5—,%

shipping test 3B 3T HY) IR,

SIC codes = Standard Industrial Classification #a‘:;ﬁ FE b 4 K AR A
codes

side chain ilp3

side effects a1 B
significance level B EHKFE
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significant risk (SR) 2 F 6 e

Sildenafil HHIRIE drug for erectile dysfunction;
viagra

simple randomization ) S AL

simulation model 17 AAEA

Simulect = Basiliximab

PR = EAE R GERFIBARNE]))

single blinding

]

single-blind study R AR

single-masked study BLHAR

sinus surgery devices FEFARAEH

site assessment = SA NG A

site audit KA AE S

Six Sigma?"* NAZBE, XM HAE
SMDA = Safe Medical Devices Act of 1990 1990 SF 524 E 57 Bk
SMF = Site Master File A TGP E A

SNDA = supplemental NDA (7 %) AN AT (L) P 3F
SNP single nucleotide polymorphism ¥ EHEBREMENE
sodium hypochlorite R ABRN;

soft palate it

solutions &l

SOP = standard operating procedure RAEIRAE AR
Sorafenib?” = Nexavar w15k R

sorbic acid Ly BLER

source data = SD e eE &

source data verification = SDV S CE &l %

SPA?78 = special protocol assessment Ktk EiiE

specific antibody Uk

specification A ARAE,

specificity A

spinal deformities A AL

spinal fusion cage

Me Al R o B

spinal implants/ biologics

RARANAG B/ £ 4 H A

spiral CT scan

¥E 7% CT

spoilage

& e

sponsor (of a new drug)

W (48 R U A F s RS AH)

sponsor-investigator = Sl

¥ I

spontaneous reports; voluntary reports

BB RAR B RBIRE

SPS = Agreement on the Application Of Sanitary
and Phytosanitary Measures

T4 Hiadh T AL B AR SPS # X

SSI = surgical site infection FAR IR F
SSOPs = Sanitation Standard Operating Procedures | T 4 4rif 4% /5 3142
standard curve e EES

standard deviation R (R) £
standard drug AR

standard operating procedure = SOP R RAVEIAL
Standard Review?’’ S

standard treatment RS

standards of care?’® E I Ank
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staphylococcus

R 2R E A

startup companies

Bl 3]

STAT?" protein (Signal Transducer and Activator
of Transcription, or Signal Transduction And
transcription)

TTHERE (B3R

FTAEREET) &4

State Food and Drug Administration = SFDA

BRERBHR BT

statistic %Rit =

statistical analysis plan = SAP %1t oAt R

statistical model Gt A

statistical significance Gt REME; %t FEL

statistical tables Stk

Statisticians in the Pharmaceutical Industry = PSI %] 25 W %t %fi}/—\

steady-state Area Under the Curve = AUCss AT & T @ A/A S e 2h IR E — B 1) 4%
T & AR

stenosis RE

stent grafts hERAXREE; FRIE

STEPS ( System for Thalidomide Education and DAVE IR T S BH AR

Prescribing Safety )

sterile manufacturing facilities T & ik

sterility testing FH M5,

sterilization K&

steroid R BB, &HReH

steroid eluting electrode

BEBMEM; HEE

AL

steroid hormone

&L %/gi _%

Stevens Johnson Syndrome = SJS

Stevens—Johnson 42 4-4E; Hf-29 = K 22441 (%

T4 RS2 b 41 38 09 — AT

stratified

B

Strattera = atomoxetine hydrochloride,

SRR B IT-F S

Uk

strength

s AEeE (HF—A
%)

| & 45 PR SRS 0

strep test HERE (uedh) KK RARRARRES
Streptomycin wmEE

study audit A RAG

study endpoint?° B 5 8,

Study Personnel List = SPL FRAR LE
study site G

study type?®! A 5T KA
subchronic toxicity studies 1% AR
subgroup DI

subgroup analysis I 4845 H
sub-investigator B R H
subject iR H

subject diary = SD Z XA BT
subject enrollment LR NT
subject enrollment log = SEL FIRENILE L
Subject Identification Code List = SIC XA IR AR &
subject recruitment TRABR
subject screening log = SSL TR Rtk
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submission

AR #H

subspecialties, internal medicine

%A, A

substantial equivalence to legally marketed
(predicate) device

Fo O Ak T 3 L AR 0 BLRE B4 PMA “ 44 &
AR BT B R LGSR

sucrose

EAE

sudden cardiac arrest S i IR AF

sudden cardiac death W BE PR ST

sudden death B 7

suicidal ideation AXxEA
sulfanilamide elixir BB yi 7
sulfasalazine = SSZ AP R Ak eZ bi ding
sulfonamides e £ %4

SUPAC scaled-up and Postapproval Changes HAKEFFaEET P
superinfection ity %

superiority trial AR ZCPE R IR

supplier qualification BB A E &
surfactant P& R el

surgical instruments F AR B

Surgical Navigation FREFME S
surrogate endpoint?%2 HRL L

survival analysis & BT
susceptible population 5 BAEE

Sutent? (Sunitinib Malate Capsules) FRER; FRBRERBKR
sutures ShFFF R 4 2,

SVR (sustained virologic response)?%* BoHmsd Rk
SXRD = single-crystal x-ray diffraction B X—HEATH
sympathomimetic drug WU REAY 2 T
symptomatic uterine fibroids SR M T B LB

Synagis?® (palivizumab) by Abbott

AR E S AR E RS by

Med Immune

syringe pump EHR

system audit AL

systemic infection A B R

systemic lupus erythematosus SLE ARG o RIE

T1/2 = elimination half-life (of a drug) H IR R

tablets A

tachycardia 3B if IR

tamarind color FETEE

tamper-resistant packaging A Al

Tamper-Resistant Packaging Regulations FDA 4 A ( R E K &L EMF)

tampons 7 A AR

Tarceva R HF I

target variable AirE®

Taxol (paclitaxel) Mgk, R EMBEHIF, anti-cancer
drug;

Taxotere (Docetaxel) %Gk, hEW

T-BIL = Total Bilirubin B e
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TBT technical barrier to trade

BAMRHEL

T-CHO = total cholesterol

e B B

TDI = tolerable daily intake

0 AFEANE

TDP = torsade de pointes

RIpBER T RO F) LR

TDS = total diet study

BRERARL

Technical Barriers to Trade (TBT) Agreement HAR M T 5 BE 2t
tensile test FApiX I, AKX
teratogenic Eeay

teratogenic effects Bk, B (18) o
test and reference product = T&R 2 XA ALK

test product TRAF]; KB
testosterone % HER

testosterone enantate BB EAE

tetanus antitoxin Bl R A7 F

TG = thermogravimetry WES T

thalidomide

W By RORAT, BRIRIRRER

thalidomide incident?®®

O TR L

therapeutic equivalence BT F K
therapeutic window?®’ B E

thiamin A (44 & B1)
threonine 7 2 BR

threshold concentration B R R

thrombin % o By
thrombocytopenia A NHROR Y IE
thrombolytic agents A
thrombolytic stroke 7 MR s AP R
thrombotic diathesis e As & (R e)
thymus gland FEI IR

thyroid surgery TR F AR

TIA = transient ischemic attacks 4347 M o B ofn R AE

tick-borne encephalitis virus

¥ (pronounced pi2) £ £ Jm &

tilapia

FiE

time to tumor progression

i Jeg 3t JE B 18]

time-to-event endpoint or survival time?®®

G B A

titer

REM R

Title 21 of the CFR is reserved for rules of the Food
and Drug Administration. Each title (or volume) of
the CFR is revised once each calendar year

FEBEFENS 21 &

titration

B R

TKI = Tyrosine kinase inhibitor

B& 2B BB H 40, Re ) LR AR e e A

TLC = thin layer chromatography?®®

B Gk & Gk

Tmax & et )

TMS = transcranial magnetic stimulation 4% PR a8 R %
TNF = tumor necrosis factor s i AR
TNK = Tenecteplase B LEg
tocopherols %A EE
toluene R
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tongue depressor

EER, EER

TOPRA | The Organisation for Professionals in
Regulatory Affairs

total diet study = TDS

BRER AT

toxicant 7

toxicity E- e

toxicity scale/toxicity grading scale EWARE/ ER S BATE
toxics FHHR
toxigenic moulds FEEER

TP = total protein BEEG

tPA = tissue plasminogen activator?® IR IREE RN E Y, ARG
TPA = tissue polypeptide antigen 2848 % KR
TPP2°! = Target Product Profile B A7 F S LA
tracer il
train-the-trainer program 3 3] R
trans fat &N
transcranial magnetic stimulation 42 PR B, ) S
transdermal patch %
transformation TELT#
transgene #A
translational science®®?, translational research A AL 2
translocation?%3 B4z

transmissible spongiform encephalopathy TSE A% ek 45 K Ik R
transvenous catheter pacemaker ZAIR T AL E
traumatic pain S A% PRI
treatment group K a

treatment IND%*

97 PRI T A 2 F i

treatment trials

877 Pk

trial error KIRiEE

trial initial meeting RIS F AL
trial master file I B A E
trial objective K4 B 69

trial site X5 % BT
TRICARE ZENEFT %
triple blinding =F

trocars 4t
troglitazone i 4% 71 BR)
Trovan (Trovafloxacin) by Pfizer R 2
TSE = transmissible spongiform encephalopathy SIS A GRS K . R E SRR

TSR = Total Shareholder return

R AR S ER

TTB = Alcohol and Tobacco Tax and Trade Bureau

£ EWBERBT 5 5

TTM = Time to Market

EaderiE; SRR TAETF S 2 B AT R a9 et
8]

TTP = Time to progression #| 3t J& B 1A)

tumor context of vulnerability?® B9 78 55 K B 3R
tumoricidal (kill residual tumor cells) -y Ak A
tumorstatic (prevent the growth of tumor cells) IpyE Ak R

TVR = target vessel revascularization

e EiE; b HhENIEST
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two one-side test XA A B

Tylenol ik, LAY

type | error?® | £HR

type Il diabetes —AE R R

type Il error?®’ Il £5ix

tyrosine kinase B 2 PR K B

TZDs = thiazolidinediones el )z (sai zuod wan2) —ERE
UAE = unexpected adverse event SR N =T

UC = ulcerative colitis T

UFI2% (unique facility identifier) system for drug
establishment registration

5k E A B R — ke A (UFI) A%

ULN = upper limits of normal

E bR, EFEE LR

UMC = Uppsala Monitoring Centre

Ly g5 o) s

unblinding KA BE
undenatured collagen FHHBRED
under reporting bias ViR £
unexplained syncope 7B JR B R

UNITAID?%®

BRA 34 8 B I 25 So R AR, AR [ BA4580 ]

unresectable

T F Kotk

Upjohn Jo 2 4y
urinary retention it G
URS = user requirements specification A P& KL

urticaria

FRABARRE . KGR, RIEE. KAk
(5 RA LAY, 194F R —%% %)

US Federal Food Drug and Cosmetic Act of 1938

1938 W £ H (AR, it dik)

USDA FSIS (Food Safety and Inspection Service)

% B R k3R R b 52 A4 I 3R

user fees: Prescription drug provisions (PDUFA V);
Medical device provisions (MDUFA I11); Generic
Drug User Fee Amendments of 2012 (GDUFA)
Biosimilar User Fee Act (BSUFA)

USP = United States Pharmacopeia

£E 2 (A NF S H—A2 HHR)

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

(£EHHE/BELTE)

USSC = U.S Sentencing Commission

% B s A AER 2

UV-VIS Ultraviolet/Visible AN —T 0Lk

VAC = vacuum-assisted closure AN A

VAI = voluntary action indicated BiZw T HRBERITH
validation IiE

validation master plan IiE F X
validation of aseptic processing B LR
Validation, Cleaning®® E I E

Validation, Concurrent3 ) & A B 3E
validation, process®?? T EIE

Validation, Product®®® L IAE

Validation, Prospective3% FRAA A IE /TR IE
Validation, Retrospective3®® ) P 3L
validation: Revalidation i

value chain®® At bk

vancomycin resistance S EERGRGN
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vandetanib

FLREM R, R—Rb & it R kb &4, 7
0 R &G T % e BB ER B A ) ) (TKD) , =T )
B 4F A T Ak 8 4m JL EGFR.  VEGFR e RET B4 2B %
B

variability T

variable TE

variola virus X %% small pox
vascular catheter A N AEE
vasculitis g K

vasopressin receptor antagonist A 7 e TR R4S BT
vector sequences®®’ HARF 7

vegetative bacteria A4 b0 R

vegetative organism A

VEGF®® = vascular endothelial growth factor R R AEKEF
VEGFR = vascular endothelial growth factor R R A K EF AR
receptor

vemurafenib®® = V600E mutated BRAF inhibition | & % 3t &

ventilator =B L

ventricular fibrillation NN 2]

ventricular tachycardia TR
verification3? N

veterinary products LR

Vibrio cholerae EEUNE

Vibrio parahaemolyticus R % N3]

Vibrio vulnificus RGN

VIGOR study (Vioxx Gastrointestinal Outcomes T 409 8 R

Research)3!!

Vioxx (rofecoxib)

T % FAEE A COX-2 4l F]; K EHmP

VIPPS = Verified Internet Pharmacy Practice Site

“EBRM BT I ARE; BRRR 2 JEINE

viral load FEFERE

virtual cath lab BEIFEE

virus inactivation Jm & R &

visual analogy scale A £tk
visual check ALt

vital signs A AR AE

Voltaren gel FAEAR R BAR
VRE vancomycin-resistant enterococci W EEEERE
vulnerable subject 55 B iR
vulvovaginal atrophy ENGES

Vytorin A5 KITE A (ezetimibe) Ao FfRALIT
(simvastatin) W E 7 &

W/D due to adverse events BB B mdi sy

WACC = weighted average cost of capital He AP ¥ P AR AR A

Warfarin kA [k 25 ]

warning letter Y

warranty claims PRAES &

wash-out; washout period

R SR, AR, RBLE

water activity®'? (Aw)

Koy, SARKEW, KEL
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water binding agents FAKRIXF
water-for-injection system = WFI EHHAKR R
WBC = white blood cell & 2 it

Weber effect 313 FH a8
Wegener’s granulomatosis 44 3 AT R
well-being @A, AR
Wellcome p:9:3

West Nile virus B RT FTRE

WHO International Collaborating Center for Drug
Monitoring

(R I AAR) BIRHERNESE P S

WHO International Conference of Drug Regulatory
Authorities =WHO-ICDRA

WHO B FRZ5 8 3 5 B4l

WHO Programme for International Drug
Monitoring = PIDM

WHO [E| K 25 4 1 ) & 31 %)

WHO-ART Adverse Drug Reaction Terminology

WHO R R R & KiE%

WHO-Drug

WHO 25 bl s (3% 513 R 4R3E INN 4
SikAe ATC R EHmEE )

whole grains B T
withdrawal symptoms 2 RO IEIR
withdrawal syndrome Hhizbie
within-run precision W AE B
wound drainage R G IR
wound dressing £ & A
wound management A% 0 4 3%

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

(FHARIA LMD EREHREONL)

Xarelto®, Rivaroxaban (Bayer drug for atrial
fibrillation)

‘f‘f‘ '9‘\_/41—}]%& }ZIL ﬁk(‘/f,ﬂ\ {k // E)JI— o

Xeljanz (tofacitinib®'® citrate) by Pfizer HEBHR
xenotransplantation S ik &
Xerophilic fungi EFAH
Ximelagatran A E B, RE G4
Xofigo by Bayer 201345158, £EARSHREHERE
(FDA) #t 7 — 3 L4%5 Ra 223 (Xoflgo ES
., FEEHREFR NS B TE7T LRI
AT P AR S
X-ray X 44,
Yasmin (Ethinyl Estradiol/Drospirenone Birth HEE (CHRHEEL™ 5 SR ER B 525 )
Control Pills)
Yellow fever virus * Mo A
Yersinia enterocolitica DL KRR AR
Yersinia pestis SIRIR RARH
Zenapax®'® = Daclizumab A EIEkEAH] KRRk, HTac Eid; HHFZ anti-
rejection;
Zeneca R

Zevalin, Prep Yttrium-90/Ibritumomab
Tiuxetan/Albumin Human

FR, BPEER/ALOEA,; KEGHD
BT E A AW E B

Zocor ( simvastatin )

ez fiT ATEN2 BB ‘—‘?—‘ﬁ%ﬁ

Zyprexa (Olanzapine)

FEE; RAT; MAbS R
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al-receptor blocker

a1 AR A

B-lactames

R Bt &

[Top] [Laws & Regulations] [FDA Organization] [SEDA]

Laws & Regulations

Animal Drug User Fee Act 2003

CEH A PR E)

Anti—drug Abuse Act 1988

B o il ik

Best Pharmaceuticals for Children Act®l” 2002
BPCA

ILERAED K, RIEILEED &K,

Biologics Control Act 1902

A w5 E ik

DSHEA = Dietary Supplement Health and
Education Act of 1994

BEAb R H T &

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

B — R REE

Fair Packaging and Labeling Act 1966

oF @ E A ARIR R

Federal Food, Drug and Cosmetic Act 193838

B, HSufe ik sk

Food and Drug Administration Modernization Act
of 1997319

* B & sofe 2 &g 1 m ILARL&

Kefauver-Harris Amendment to the FD&C Act 3%
1962

SUR R B E R

Medical Device Regulation Act 1976

E 77 BARE # k&

Medical Device User Fee and Modernization Act =
MDUFMA 2002

E 77 B AN Ao LR K £

Nutrition Labeling and Education Act = NLEA
1990

(BARITEBKE &)

Pediatric Research Equity Act of 2003

{2003 = )LAHAF 70 F i)

Prescription Drug Marketing Act 1987

(a7 4 E %)

Prescription Drug User Fee Act %! = PDUFA 1992

sk 75 Bl gt ik

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

€2002 SF A 2 Ao £ A BV TR & 3
&) (A (BB WE) )

Public Health Service Act 1944

NEEEIR G NET ARG E K

Pure Food and Drug Act 1906

R S Aeth ik

[Top] [Laws & Regulations] [FDA Organization] [SFDA]

FDA Structure
EEBESAFKRSEB ( HHS ) EERES 2RSS ER(HHS)EBR (December 2013) HaEH- 2ELF

Hif(Kathleen Sebelius) http://www.hhs.gov

FDA Organization chart December 2013 http://www.fda.gov/

Office of the Commissioner

Immediate Office of the Commissioner

National Center for Toxicological Research

Office of Foods and Veterinary Medicine

Center for Food Safety and Applied Nutrition

Center for Veterinary Medicine

Office of Medical Products and Tobacco
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Center for Devices and Radiological Health

Office of Special Medical Programs

Center for Tobacco Products

Center for Biologics Evaluation and Research

Center for Drug Evaluation and Research

Office of Global Regulatory Operations and Policy

Office of International Programs

Office of Regulatory Affairs

Office of Operations

Office of Management

Office of Information Management

Office of Finance, Budget and Acquisition

Office of Equal Employment Opportunity

Associate Commissioner Linda Tollefson, DVM, MPH , FDA Office of

Foods and Veterinary Medicine

EERMAmEERMER
KHNA FERKFR

Acting Principal Deputy Commissioner

REE—RIBK

ATF = Bureau of Alcohol, Tobacco, Firearms and
Explosives

B, WE. eNREEER

CBER = Center For Biologics Evaluation and
Research

EWHIRTENFIAR PG (BRI : £E

Director )

CDER = Center For Drug Evaluation and Research

ERIHNFORAF A ( BRAZ : 4T Director )

CDRH = Center For Devices and Radiological
Health

EStANGES R (BRAL : F4E Director )

CFSAN = Center For Food Safety and Applied
Nutrition

BEmTEMNAERPD (R £E

Director )
Commissioner of Food and Drugs BENBEREK
CVM = Center For Veterinary Medicine gggchiy (BRAI : SE4F Director )
Division of (Drug) Risk Evaluation IR B&ITALER

Division of Medication Errors and Technical
Support

RIS RS T

Division of Surveillance, Research and
Communication Support

W, FARAIBZR SR

Drug Safety and Risk Management Advisory
Committee

AmTEINEEEESIZERS

NCTR = National Center for Toxicological
Research

ExRSEFHARHC (BRI : ZE{F Director )

OAP = Office of Antimicrobial Products (under
CDER)

MEFmOAE

OBP = Office of Biotechnology Products (under R R TR NS
CDER)

OCC = Office of Chief Counsel BN E
OCI = Office of Criminal Investigations CTREENNE

OCP = Office of Clinical Pharmacology

IfEPRZ5IES 73,V (under CDER); supercedes
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OCPB

ODS = Office of Drug Safety

AMBRENRE

Office For Human Research Trials

NFFRARIAEDNE

Office of Applied Research and Safety Assessment

N FFARMZ 2 HEIAE

Office of Biostatistics and Epidemiology (under
CBER)

TTRFMENRTZDRE

Office of Blood Research and Review

MEAFEREDRE

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

HRARBRRRTDNE

Office of Clinical Pharmacology and
Biopharmaceutics (OCPB)

IARZIBLAFNEN I FDRE

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

X, HENBEIREDAE

Office of Communication, Training and
Manufacturers Assistance

2. ) IFIE B BIEEAE

Office of Compliance HuED A=

Office of Compliance and Biologics Quality HUEFNEY S SRS
Office of Constituent Operations BRIEDNE
Office of Consumer Affairs Y FEE IR\
Office of Cosmetics and Colors WL RIEEDNE
o ey MBS | SRS
Office of Device Evaluation L AR A YN
Office of Drug Evaluation | 5NN |
Office of Drug Evaluation 11 52N ANE 1
Office of Drug Evaluation 111 5NN I
Office of Drug Evaluation 1V ‘z‘g*&'&i%ﬁjj\/\s v
Office of Drug Evaluation V 5NN

Office of Enforcement B E N

Office of Equal Opportunity

IENMSDANE (BRI : F4F Director )

Office of Executive Operations

TBIETRE

Office of Executive Programs (under CDER)

Office of Executive Secretariat e ) NS

Offige of Facilities, Acquisitions, & Central 8% HBERIROBEHNE
(S')?‘:‘\i/(igec'?f Field Programs B A= NS

Office of Financial Management e N

Office of Food Additive Safety BREINZEHANE

Office of Generic Drugs 15575 RN 2=

Office of Health and Industry Programs REFIFWIRE D ANE

Office of Human Resources & Management
Services

AXKFEERSDINE
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Office of In Vitro Diagnostic Device Evaluation and
Safety (OIVD) under CDRH

RINSHTRRI S IR 2 DA E

Office of Information Resources Management

SERRFEEEDNE

Office of Information Technology =ERADNE
Office of Information Technology (under CBER) (EERANNE
Office of Information Technology Management =E R ASIRNNE
Office of Internal Affairs WEREENNE

Office of International & Constituent Relations

EFRIERXRDAZE (B : BIE R Deputy

Commissioner )

Office of International Programs B = D NES
Office of Legislation SLEDNE
Office of Management =R UNES

Office of Management & Systems

SENEFHAE (BRI : BFREER Senior

Associate Commissioner )

Office of Management and Communications

EEMZRORE

Office of Management Operations (under CDRH) SIS
Office of Management Services (under NCTR) SRR\
Office of Management Systems (under CFSAN) Ry S YN
Office of Medical Policy ESBENNE

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

MMERMOHIEBRBRINE

Office of New Animal Drug Evaluation

HEESTENDAE

Office of New Drug Chemistry

MANFDRE

Office of New Drugs = OND

HANNE

Office of Nonprescription Products (under CDER)

B AT RIRE

Office of Nutritional Products, Labeling and Dietary
Supplements

EFom. IR ENIRIDAZE

Office of Oncology Drug Products (under CDER)

PEFARDIRE

Office of Operations Y Ay NS

Office of Orphan Products Development BRI
Office of Pharmaceutical Science T ety N

Office of Planning BV

Office of Planning, and Resource Management
(under NCTR)

YT REEDRE

Office of Planning, Finance, and Information . MEISEREADAE
Technology )

Office of Plant and Dairy Foods and Beverages TR R R RN
Office of Policy BrE =

Office of Policy, Planning, and Legislation

BER. HRIFRLEDRE

Senior Associate Commissioner )

(BRI : BRHEER
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Office of Post-Marketing Drug Risk Assessment

LEHEHSRNETHEDAE

Office of Premarket Approval

LRI AE | EHREEEDNE

Office of Public Affairs

NHBEDRE

Office of Regional Operations AL P ) NES

Office of Research o NES

Office of Resource Management BEETRNNE

Office of Review Management HESEHNE

Office of Science S s YN

Office of Science and Engineering Laboratories Rl 5 TR IS TR\ 22
under CDRH

Office of Science and Technology SIS0 ) NES

Office of Science Coordination and Communication

RIZhEFIRMDAZE (BRI : F{F Director )

Office of Scientific Analysis and Support

=
=

RS TRISIN2A

Office of Seafood N e N NE
Office of Special Health Issues e s A8 N
Office of Surveillance and Biometrics SERNEYFH N
Office of Surveillance and Compliance WEI RS

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

ARENIFITITRFDAE,
A BREEDNE"

Office of Systems and Management P ST UNE
Office of Testing and Research oy [ s NS

Office of The Administrative Law Judge

TBEEDAE (R : TEEE
Administrative Law Judge )

Office of the Commissioner OC

BRARE

Office of The Ombudsman

BRERDANE

Office of The Senior Associate Commissioner

BRREERDAE (BRI : BFREER Senior
Associate Commissioner )

Office of Therapeutics Research and Review

BT FARMEEDLE

Office of Training and Communication

B FORSRDAE

Office of Translational Science VRIS
Office of Vaccines Research and Review SRS EN A\ E
Office of Women's Health AL NE

OIVDDES = Office of In Vitro Diagnostic Device
Evaluation and Safety

FIMZHER TN SR EDRE

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

WHRETHNDRE

OODP = Office of Oncology Drug Products (under
CDER)

EZ MO RE

ORA = Office of Regulatory Affairs

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

MEETRERNEDNE

Regional Field Office, Central Region, Philadelphia,

PA

X MR AN E—FERHEX

Regional Field Office, Northeast Region, Jamaica,

NY

XD RE—FRIEX

Regional Field Office, Pacific Region, Oakland, CA

X EIWHDRE—AFFIX

Regional Field Office, Southeast Region, Atlanta,

GA

XD R E—IREX

Regional Field Offrice, Southwest Region, Dallas,

TX

X EIHD AN E PRt X

USDA = Food Safety and Inspection Service

XEEnRESNER

(128 BdmiE . (IMIARIEEEIE) 2001 F55 785 82—851 )
[Top] [Laws & Regulations] [FDA Organization] [SFDA]

CFDA China Food and Drug Administration EIZR B mzmis S =EE http:/www.sda.gov.cn
CFDA Structure [§1<: 55 Organizational chart December 2013

o Office
5 Department
4k Division
B Bureau
BT =& hh General Division of General Affairs
- Office . . .
ME—4b (b= ) D|V|s)|on of Secretariat | (Office of
Duty
B4k Division of Secretariat Il
B &b Division of Documentation and
Communication
BELN (ESHHNE Division of Superintendance
BEL (BIDAE) (Office of Letters and Calls)
AT (BEETR | SathiEkt Comprehensi | Division of General Coordination
ve — -
=) BUstHTT—4h Department Division of Policy Research |
BT — 4k (Office of Division of Policy Research 1l
— Policy — —
e N N R NS R h Division of Supervision and
BESHFLGITDAS) esearch) Evaluation (Office of Statistics)
s 2= & 4b Department Division of General Affairs
- of Legal — .
sEHI—bk Affairs Division of Regulations |
sEHI— 4k Division of Regulations |1
PR (TRENDA Division of Enforcement
N Supervision (Office of
=) Administrative Reconsideration)
BRReKE—T | =&k Department Division of General Affairs
= of Food __ _
=N Safety Division of Supervision |
WS —hh Supervision | | Division of Supervision I
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Y= Division of Supervision 111
=S Division of Supervision IV
BRTLRE—T | 254 Department Division of General Affairs
Iy gg;?;d Division of Supervision |
s — gk Supervision Division of Supervision Il
— I — —
IS =4 Division of Supervision 111
= Division of Supervision IV
BR%elE=T | & &4 Department Division of General Affairs
Iy gg;?;d Division of Supervision |
s — gk Supervision Division of Supervision Il
— 1] — —
ISEE= g Division of Supervision 111
= Division of Supervision 1V
R | & A4 Department Division of General Affairs
_ - of Drug and ___ - :
BT (PRI | hegRiEzght Cosmetics Division of Traditional Chinese
e Regiistration Medicines and Ethno-Medicines
mER ) P g 9 Division of Pharmaceuticals
E25mkt (Department
Iy of TCMs and | Division of Biological Products
Ethno-
PRSI RN Medicines Division of Drug Research
Supervision) | Supervision :
iR hah Division of Cosmetics
EfFEtIeE | 244 Department Division of General Affairs
of Medical —— - s
= SERR—4b Device Division of Registration |
SERR— &b Registration Division of Registration 1l
el Division of Research Supervision
HEWERIKES | £4 4 Department Division of General Affairs
- of Drug and — .
PR AR EhL Cosmetics SD|V|S|o_n .of Drug Manufacturing
. upervision
5 EnEIA AL Supervision Division of Drug Distribution
j Supervision
25 2 WSTIREM 4h Division of Drug Monitoring and
3 Re-evaluation
D ey =] Division of Controlled Drug
j Supervision
RS ELk Division of Cosmetics Supervision
EfreetIs e 2= & hb Department Division of General Affairs
of Medical —— -
HFEIA SO Device Division of Drug Manufacturing
Supervision Supervision
B Division of Distribution
Supervision
WEIRTA b Division of Monitoring and Re-
evaluation
eas 2= & 4b Bureau of Division of General Affairs
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rE—4Lh Investigation | Division of Investigation and
_ and Enforcement |
EE—4h Enforcement | Division of Investigation and
B Enforcement I1
rRE=ht Division of Investigation and
T Enforcement 111
NagsiEs) =& hh Department Division of General Affairs
- — of Emergency g e Nionitor
=Vl Management ivision of Emergency Monitoring
=t = Division of Emergency Guidance
Mg Bk Division of Emergency Response
R RAES] Z=ah (EEMWAL) Department Division of General Affairs
j of Science, (Division of Informationalization)
N k Technology Division of Science and
R and Standards | Technology
=B Division of Standard Management
BIHMHESLL Division of Testing Institutes
Instruction
HiESIET =& 06 Department Division of General Affairs
T of Media and —— - —
SRS E—4kh Publicity Division of Media and Publicity |
siESEE—4b Division of Media and Publicity I
AZET Z=ah (TFERAERSL ) Department Division of General Affairs
of Human (Division of Personnel
Resources Supervision)
F =R 4 Division of Personnel
A A4 Division of Talents
BHESEALL ( TEL) Division of Affiliated Institutions
(Division of Compensation)
MEINA%ZE] Z=ah (R ) Department Division of General Affairs
of Planning (Division of General Planning)
Hpgseszih and Finance Division of Construction and
Equipment
=A== Division of Budget and Audit
M4 EREhh Division of Finance and Assets
EfFSED) GBR | &4 4 Department Division of General Affairs
— of — :
BORE) ElPrEL5R b International | Division of International
Cooperati Organizations
peration e - -
RS HEL (Office of Division of Bilateral Cooperation
g bl Hong Kong, | Division of Hong Kong, Macao
BRat Macao and and Taiwan Affairs
Taiwan
Affairs)

TehE ETEE

Div of Safety Supervision

A =E (WSS )

General Office = Department of Finance Planning

REEmAL 2500 EE

Div of Health Food? Supplements?
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ttEl YT =S

Div of Standards

Sy (PN

Div of Financial Affairs

FrEmERE ErERiE)

Div of Product Registration

REMEE D=

Div of Development and Planning

ERIRL EES AN E

Div of Regulations

THRBEEYS ASHET

Div of Salary and Deployment

EPRE{EE

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

BERL EfFAES

Div of Cooperation

ZFHEAE 755 E

Div of Pharmaceuticals

BURESHEAREYL RRTENEE

Div of Surveillance Standard and Technical
Supervision

SEFEALEL HRTALET

Div of Supervision on Distribution Licensing

EZzERL AEHET

Div of Personnel Assessment, Appointment and
Removal

B4t ERS1FR)

Div of Liaison

PR A=

Div of Secretaries

)| SEATHEEE ASHET

Div of Training and Management of Technical
Personnel

AEHER

Dept of Personnel and Education

Bl ARTEhER

Div of Drug Manufacturing Supervision

Elmit 2960 EE

Div of Biological Products

I A e=] Dept of Food Safety Supervision
BRRLIEL ERgeIsET Div of Food Safety Supervision
BRZLNET Dept of Food Safety Coordination

FAAMBEL ARTERER

Div of Controlled Drugs Inspection

MEERR A=

Division of Archives and Information

FERL HSS A E

Div of News? or Press?

EEOTE BRZENEE

Div of Information Analysis

SR/ SmELt HmhinEs)

Div of Drug Information and Advertising Supervision

AT EhED)

DY

Dept of Drug Safety and Inspection

HERAL i Es)

DY

Div of Drug Supervision and Inspection

IJ

Bt AnTeinEET)

DY

Div of Drug Re-evaluation

HERTESES Dept of Drug Market Compliance
BEIARISEL ARRe e Div of Drug Research Supervision
75T Dept of Drug Registration

By asmE e ZmmininEs

Div of Medical Devices Supervision and Inspection

Errastie)

Dept of Medical Devices

MEEELE D=

Div of Budget Management
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BERiZAE)

Dept of Policy and Regulations

BUERAFAL EEREAE

Div of Policy Research

PURIELL B A

Div of Law Enforcement Supervision

gt RIS

Div of Traditional Chinese Medicine

ETMEEL EmETENEE

Div of Special Supervision and Investigation

SZEN ErEE

Div of General Affairs

et EnRenRERE

Div of General Affairs

ZEL = RSEEINE HAE

Div of General Management

SEEEL EfFRG1FS

Div of General Management

ZEEIEE HmhimET

Div of General Management

SEEIL A5 TR

Div of General Management

ZEmEL RRZENER

Div of Comprehensive Coordination

[Top] [Laws & Regulations] [FDA Organization] [SFDA]

L allowing earlier approval of drugs to treat serious diseases, and that fill an unmet medical need based on a
surrogate endpoint.

TUTHIEST 402 (ACO: Accountable Care Organization) &35 F B G EM O —, BAEMR
ﬁuﬁ?ﬁ%%@f&ﬁ%ﬁ‘]ﬁﬂﬂ“ BEAIR BT 9 F XS A BUANBH AR X AL
3 of the Bureau of Customs and Border Protection (CBP)
4 a biologic response modifier, is a single-chain polypeptide containing 140 amino acids
il ARE - R AIE 7 el o o B0, R e AR S o i R el bR B0 fko 2R I L 4R
SH T2t AR 25 M) (DMARD) VR ¥ 0 R S5 R A5 0 1 v 22 5 2 28 KGR M OG5 R (RA) FAE -
FAIE SRR . A Sl AT S, o r] b FR R B A DMARD & HI
" anew class of highly potent biopharmaceutical drugs designed as a targeted therapy for the treatment of
people with cancer
8 an ester of adenosine that is converted to ATP for the storage of energy
9 Adventitious agents can be viruses, bacteria, mycoplasma, fungi, rickettsia, protozoa, parasites, and TSE
agents. * Potential concern that adventitious. agents can be unintentionally. introduced into the
manufacturing.
10 An unwanted effect caused by the administration of drugs. Onset may be sudden or develop over time
1 Organizations and groups that actively support participants and their families with valuable resources,
including self-empowerment and survival tools.
12 A negative experience encountered by an individual during the course of a clinical trial that is associated
with the drug.
BR-MEHAANBEGED, B¥LE VEGFH ATEM B, WEw Sk EKE TS, M
A1) g LB ) A K
14 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.
15 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.
16 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).
17 One of the alternative versions of a gene at a given location (locus) along a chromosome
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18 An allograft is a transplanted organ or tissue from a genetically non-identical member of the same
species

19 A test for antinuclear antibodies (ANA) test is common in people who are suspected of having an
autoimmune or connective tissue disorder. The ANA test identifies autoantibodies that target substances
contained in the nucleus of cells

20 js 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 quantitative predictors
(covariates) account. The inclusion of covariates can increase statistical power because it accounts for some
of the variability

2L Any of the treatment groups in a randomized trial.

22 Low 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.

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

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

B AR A B LRI N RPTEAT ) — A R A, DAPPAMAER A St B R s A
M HRITT R PRAERAERURE DAL 2P R0 AH SR R SR AR AT

26 — kvt FH TR T 2 BUBE R B 254

27 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
B ARIGYBRRT 2 e 2y, BIEEE AT, chlordiazepoxide, k4 Librium). HhpGeE(&

%€, diazepam, P dh4 valium). AEPEPE(RNZE % E, nitrazepam). FPGPE(B L E, flurazepam) A B
WIIPE(E L2 E, #77°, oxazepam). ImpR T2 T4EEH . HEIR S0 HURH

291993 4F 7 /] 23 H, Betaseron i 35 [E FDA #uEf 58— 697 2 R VERELEI 259

SO SRIEVOH IR IR IR Ty 5 PATIRPRIRIG . 70 M P I PRREG 45 SR, A7 RS2 M R 3R T 8L R Gt ik
72, BT A e EVE I B ELAE .

31 Reports accessible from this site provide updates on the Human Subject Protection (HSP)/Bioresearch
Monitoring (BIMO) Initiative. Launched in 2006 as a part of the Critical Path Initiative, the HSP/BIMO
Initiative is aimed at modernizing and strengthening the agency's oversight and protection of subjects in
clinical trials and the integrity of resulting data.

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

33 Bioburden is defined as the number of bacteria living on a surface that has not been sterilized.

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

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

3 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

37 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

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

39 The study of the physical and chemical properties of drugs and their proper dosage as related to the onset,
duration, and intensity of drug action.
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40 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
41 are a class of artificial bispecific monoclonal antibodies that are investigated for the use as anti-cancer
drugs. They direct a host's immune system, more specifically the T cells' cytotoxic activity, against cancer
cells. BiTE is a registered trademark of Micromet AG

YR I R R AR AR P BB, X T ARUERIREVE R A3 A R KRR e R A E T
B AR SELA R E T EAY—, MiRA A NRALERR AR

43 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

AR A ARG R ABEE G, B AR E A B R E S BUT AL, DUE S
TR E RS I RE .«

%5 One of the responsibilities of the Office of Device Evaluation (ODE) is to develop and interpret
regulations and guidelines regarding premarket notification submissions (510(k)s), premarket approval
applications (PMAs), product development protocols (PDPs), device classifications, and investigational
device exemptions (IDEs). The ODE guidance memoranda, affectionately referred to as "Blue Book
Memos", clarify these guidelines

46 This new designation helps FDA assist drug developers to expedite the development and review of new
drugs with preliminary clinical evidence that indicates the drug may offer a substantial improvement over
available therapies for patients with serious or life-threatening diseases

47 a bridging study is a supplemental study on a medicine that is performed in the new region to build a
bridge between the information available from the tests already done and the questions arising from the
regulatory authority due to ethnic factors. Bridging studies done to assess the efficacy of new drugs could
provide additional drug response data in the population of the new region. A pharmacokinetic study may be
accepted as a bridging study too, if the regulatory authority in the new region requires no bridging study to
provide clinical data for efficacy.

48 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

49 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

%0 occurs in the treatment of CML when cytogenetic testing is unable to detect the Philadelphia (Ph)
chromosome in bone marrow or blood cells (0% Ph+ cells)

51 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

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

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

54 Channeling is a form of allocation bias, where drugs with similar therapeutic indications are prescribed to
groups of patients with prognostic differences. Claimed advantages of a new drug may channel it to
patients with special pre-existing morbidity, with the consequence that disease states can be incorrectly
attributed to use of the drug. For the study of adverse drug reactions, large databases supply information on
co-medication and morbidity of patients. For diseases with a stepped-care approach, the drug history of
patients, as available from some databases, can show channeling of drugs to patients with markers of
relatively severe disease.

%5 occurs in the treatment of CML when blood cell counts return to normal, there are no immature cells
visible in the blood, and the spleen returns to normal size

%6 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&243E > F XA A B w572 4 5
PRIGFE I S5 A M R O, XA LR AR B — ek
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5" randomized 8059 patients with OA or RA to celecoxib, 400 mg bid (double the recommended maximum
dose for RA and 4 times the recommended maximum dose for OA), diclofenac 150 mg/d, or ibuprofen
2400 mg/d

%8 Class effect is usually taken to mean similar therapeutic effects and similar adverse effects, both in nature
and extent. If such a class effect exists, then it makes decision-making easy: you choose the cheapest.

59 Clinical equipoise is satisfied "if there is genuine uncertainty within the expert medical community —
not necessarily on the part of the individual investigator — about the preferred treatment.” Equipoise
allows clinical investigators to continue a trial until they have enough statistical evidence to convince other
experts of the validity of their results, without a loss of ethical integrity on the part of the investigators

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

81 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 1V takes place after the drug or
treatment has been licensed and marketed.

52 also known as "CDF/cdf", or "C. diff", is a species of Gram-positive bacteria of the genus Clostridium
that causes severe diarrhea and other intestinal disease when competing bacteria in the gut flora have been
wiped out by antibiotics.

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

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

8 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.

% 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:

57 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
purposes should be obtained prior to the trial and assurance must be given that confidentiality will be
maintained.

% In developing antibody-drug conjugates, an anticancer drug (e.g. a cell toxin or cytotoxin) is coupled to
an antibody that specifically targets a certain tumor marker

% 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.

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

! 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

2 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.

3 A simple and straightforward indicator of process capability

4 Explain FDA policy on regulatory issues related to FDA laws or regulations and advise field
inspection/compliance staff on FDA standards and procedures to be applied when determining industry
compliance

S FDA uses Compliance Program Guidance Manuals (CPGM) to direct its field personnel on the conduct
of inspectional and investigational activities.

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

7 A physical, chemical, biological or microbiological property or characteristic that should be within an
appropriate limit, range, or distribution to ensure the desired product quality

78 an amino acid, C4HgN302
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" a crystalline end product of creatine metabolism, C4H7N30, occurring in urine, muscle, and blood

8 A third type of scientific research is urgently needed, one that is complementary to basic and translational
research, but focuses on providing new tools and concepts for the medical product development process --
the steps that must be taken to get from selection of a laboratory prototype to delivery of an effective
treatment to patients. We call this highly targeted and pragmatic research critical path research because it
directly supports the critical path for product development success

8L T 2 TE YT R BT 24 XALKORI IR 2311556 [ £l 24 il i IR (FDAVHEAE, T2 58— >0 (]
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82 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 symptoms.
8 a protein found in the blood, the levels of which rise in response to inflammation

8 The cancer chemotherapic docetaxel has been used as treatment for CRPC with a median survival benefit
of 2 to 3 months.[120][121] A second-line chemotherapy treatment is cabazitaxel.[122] A combination of
bevacizumab, docetaxel, thalidomide and prednisone appears effective in the treatment of CRPC

8 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).

8 Cover your ass (CYA) or cover your own ass (CYOA) describes professional and organizational
practices that serve to protect oneself from legal and administrative penalties, criticism, or other punitive
measures. A tactic used by employees to share blame or divert blame should something go wrong.
"Covering your ass" is usually done in big projects where an employee may choose to avoid taking credit
for doing a critical part of the project just in case it goes bad. C.Y.A. phrase [1950s and still in use]
(originally U.S. military): A phrase meaning look after yourself before worrying about anyone else, be it
colleagues, customers, the larger world, whatever; the basic admonition to anyone, at any level, working in
government or a large corporation.

87 blueness or lividness of the skin, as from imperfectly oxygenated blood

8 js a very large and diverse superfamily of hemoproteins found in all domains of life

SIIRKRKTE, FEgaA 21 cytokine

% 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.

91 A clinical trial DMC is a group of individuals with pertinent expertise that reviews on a regular

basis accumulating data from one or more ongoing clinical trials. The DMC advises the sponsor

regarding the continuing safety of trial subjects and those yet to be recruited to the trial, as well

as the continuing validity and scientific merit of the trial

92 The Data Universal Numbering System, abbreviated as DUNS or D-U-N-S, is a proprietary system
developed and regulated by Dun & Bradstreet (D&B) that assigns a unique numeric identifier, referred to
as a "DUNS number" to a single business entity. It was introduced in 1963 to support D&B's credit
reporting practice. It is a common standard worldwide

% the synthesis of complex molecules from simple molecules such as sugars or amino acids, as opposed to
their being recycled after partial degradation

% 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 111 only through a reclassification process. The De Novo 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 Il1, i.e., preamendment class 111 devices or class 11 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 111 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
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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 1l. 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 I 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 I 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.

% 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

% (Cmax-Cmin)/Cave

% The dose of a drug that produces side effects severe enough to prevent larger doses being given.
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% is the design of any information-gathering exercises where variation is present, whether under the full
control of the experimenter or not. However, in statistics, these terms are usually used for controlled
experiments.

100 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.

100 FEIGARIRIG H, AP A I Iz, B2 A AReMEIMEFER, ARG IR RS
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102 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.

1034 T AT JiR DRI AS R 4k 2 41X U7 S kAT BIPIT R 1) i fm — IR B VT K 32

104 Drug response includes the processes of drug absorption and disposition (e.g., pharmacokinetics (PK)),
and drug effects (e.g., pharmacodynamics (PD), drug efficacy, and adverse effects of drugs).

105 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.

106 EDA i — MR P A

107 Sarepta Therapeutics Inc. (formerly AVI BioPharma Inc.) wowed clinicians and investors Tuesday with
Phase Ilb findings for its exon-skipping compound, eteplirsen, in Duchenne's muscular dystrophy (DMD).
108 Summary criteria for participant selection; includes Inclusion and Exclusion criteria. (See
Inclusion/Exclusion Criteria)

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

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

111 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 HLA&R S5 & H 47, Prik e, (Pilh) FAMY

V2SN P B Z MG T T ROR 0 22 33 K/INE I R 506 B S S e
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http://www.clinicaltrials.gov/ct/info/glossary;jsessionid=B981B0C781B9556A59D30454F18A945F#single
http://www.clinicaltrials.gov/ct/info/glossary;jsessionid=B981B0C781B9556A59D30454F18A945F#placebo
http://www.clinicaltrials.gov/ct/info/glossary;jsessionid=B981B0C781B9556A59D30454F18A945F#inclusion

113 Under section 564 of the Federal Food, Drug, and Cosmetic Act (FD&C Act), the FDA Commissioner
may allow unapproved medical products or unapproved uses of approved medical products to be used in an
emergency to diagnose, treat, or prevent serious or life-threatening diseases or conditions caused by CBRN
threat agents when there are no adequate, approved, and available alternatives.

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

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

116 The fragment antigen-binding is a region on an antibody that binds to antigens.

117 Fabry disease is caused by the lack of or faulty enzyme needed to metabolize lipids, fat-like substances
that include oils, waxes, and fatty acids. The disease is also called alpha-galactosidase-A deficiency. A
mutation in the gene that controls this enzyme causes insufficient breakdown of lipids, which build up to
harmful levels in the eyes, kidneys, autonomic nervous system, and cardiovascular system. Fabry disease
is one of several lipid storage disorders and the only X-linked lipid storage disease. Since the gene that is
altered is carried on a mother’s X chromosome, her sons have a 50 percent chance of inheriting the disorder
and her daughters have a 50 percent chance of being a carrier. A milder form is common in females, and
occasionally some affected females may have severe manifestations similar to males with the disorder

118 Fellows are recommended by their peers, endorsed by their local chapter leadership, and reviewed by a
national credentials subcommittee

119 a process designed to facilitate the development, and expedite the review of drugs to treat serious
diseases and fill an unmet medical need. The purpose is to get important new drugs to the patient earlier.
Fast Track addresses a broad range of serious diseases.

120 pyblished by the Office of the Federal Register, National Archives and Records Administration (NARA),
the Federal Register is the official daily publication for rules, proposed rules, and notices of Federal
agencies and organizations, as well as executive orders and other presidential documents.

121 Failure Mode and Effects Analysis (FMEA) was one of the first systematic techniques for failure
analysis. It was developed by reliability engineers in the 1950s to study problems that might arise from
malfunctions of military systems. A FMEA is often the first step of a system reliability study. It involves
reviewing as many components, assemblies, and subsystems as possible to identify failure modes, and their
causes and effects. For each component, the failure modes and their resulting effects on the rest of the
system are recorded in a specific FMEA worksheet. There are numerous variations of such worksheets. A
FMEA is mainly a qualitative analysis; An FMEA is an inductive reasoning (forward logic) single point of
failure analysis.

122 A structured, organized method for determining the relationship

between factors affecting a process and the output of that process. Also known as “Design of
Experiments.” DOE

123 Fault tree analysis (FTA) is a top down, deductive failure analysis in which an undesired state of a
system is analyzed using Boolean logic to combine a series of lower-level events

124 35 RAT Re R A4 & e I MV T JEU U (R BRAR K 328 B o R 55 2 AT BN LAL 1) 5233 A
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1251t 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

126 stimulates the bone marrow to produce more white blood cells

127 The phenotypic manifestation of a gene or genes by the processes of genetic transcription and genetic
translation

128 Gene regulation is the process of turning genes on and off. During early development, cells begin to take
on specific functions. Gene regulation ensures that the appropriate genes are expressed at the proper times.
Gene regulation can also help an organism respond to its environment. Gene regulation is accomplished by
a variety of mechanisms including chemically modifying genes and using regulatory proteins to turn genes
on or off.

129 The genetic constitution (the genome) of a cell, an individual or an organism. The genotype is distinct
from its expressed features, or phenotype

B0 FE1E HBV 5 & ik [N DRI Y S5 25 AH R A R IR R AR, IR AR AT SR A B S R A 5 i
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131 unapproved drugs whose makers claim the drugs are "grandfathered" under older standards and
therefore don't require approval under the current regulatory framework

132 Granularity is the level of depth represented by the data in a fact or dimension table in a data warehouse.
High granularity means a minute, sometimes atomic grade of detail, often at the level of the transaction.
1337y by FRE A A ) B AN ML B LT 4S5 A L SV A RAE AN ZH B, IR R DN B (O, JORDIR, 2R
BRI, TALEEM A 2F 44

134 In genetic epidemiology, a genome-wide association study (GWA study, or GWAS), also known as
whole genome association study (WGA study, or WGAS) or common-variant association study (CVAS), is
an examination of many common genetic variants in different individuals to see if any variant is associated
with a trait.

135 5, T 4 M B AR ] AU (HACCP) & — MR IR £ b 22 A B Ty 1 R AR B R B ig T i 2%
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136 A haplotype is a set of DNA variations, or polymorphisms, that tend to be inherited together. A
haplotype can refer to a combination of alleles or to a set of single nucleotide polymorphisms (SNPs) found
on the same chromosome.

197 Y PRI £ B AR S RGN ) AE b B 2 —; a test that measures the amount of glycated hemoglobin
in your blood

138 The bodily system of organs and tissues, primarily the bone marrow, spleen, tonsils, and lymph nodes,
involved in the production of blood.
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140 3 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

141 an inorganic mineral primarily consisting of calcium and phosphate, is the principal inorganic
component of bone

142 Hy Zimmerman, a legendary pioneer in DILI research, observed that the combination of severe acute
hepatocellular injury with clinical jaundice (i.e., total bilirubin > 2.5 mg/dL) was associated with a poor
prognosis (i.e., a case-fatality rate of ~10%) for many drugs. This observation has been called Hy's rule and
is often used by the U.S. Food and Drug Administration and other regulatory agencies in the evaluation of
investigational drugs to show potential hepatotoxic signals during clinical trials.

143 An immune complex is formed from the integral binding of an antibody to a soluble antigen. The bound
antigen acting as a specific epitope, bound to an antibody is referred to as a singular immune complex

144 ability of a substance to provoke an immune response

145 An antibody (Ab), also known as an immunoglobulin (Ig), is a large Y -shaped protein produced by B-
cells that is used by the immune system to identify and neutralize foreign objects such as bacteria and
viruses.

148 |n vitro diagnostic products are those reagents, instruments, and systems intended for use in diagnosis of
disease or other conditions, including a determination of the state of health, in order to cure, mitigate, treat,
or prevent disease or its sequelae. Such products are intended for use in the collection, preparation, and
examination of specimens taken from the human body

147 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.
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148 an ultra-long-acting beta-adrenoceptor agonist developed by by Novartis.It was approved by the
European Medicines Agency (EMA) under the trade name Onbrez on November 30, 2009, and by the
United States Food and Drug Administration (FDA), under the trade name Arcapta Neohaler, on July 1,
2011. It needs to be taken only once a day, unlike the currently available formoterol and salmeterol. It is
licensed only for the treatment of chronic obstructive pulmonary disease (COPD) (long-term data in
patients with asthma are thus far lacking). It is delivered as an aerosol formulation through a dry powder
inhaler

149 the prothrombin time ratio that would have been obtained if a standard reagent had been used in a
prothrombin time determination; the prothrombin time ratio is expressed as the patient prothrombin time
divided by the mean of the prothrombin time reference interval

150 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.

151 1n 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.

152 35 IE 58 Ul PRI AT, A2 F AT itk FBAb 320 8] A7 R A 22 PR BTV ) 20 i
153 Primary interventions being studied: types of interventions are Drug, Gene Transfer, Vaccine, Behavior,
Device, or Procedure

154 a chromosome rearrangement in which a segment of a chromosome is reversed end to end. An inversion
occurs when a single chromosome undergoes breakage and rearrangement within itself.

155 FH Tl PR AT o AR I 2 0k B 24 i 22 )

156 3 fifteen-member United States Government agency created in 2010 by sections 3403 and 10320 of the
Patient Protection and Affordable Care Act which has the explicit task of achieving specified savings in
Medicare without affecting coverage or quality. Under previous and current law, changes to Medicare
payment rates and program rules are recommended by MedPAC but require an act of Congress to take
effect. The new system grants IPAB the authority to make changes to the Medicare program with the
Congress being given the power to overrule the agency's decisions through supermajority vote.

157 An In-vitro in-vivo correlation (IVIVC) has been defined by the U.S. Food and Drug Administration
(FDA) as "a predictive mathematical model describing the relationship between an in-vitro property of a
dosage form and an in-vivo response".

158 JAK (janus kinase) & —RIEZARM AR K%, JAK BIJEY) R STAT, BUE 5% S 15
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159 Section 201 of the FD&C Act distinguishes between label and labeling Certain

provisions in Chapter V of the FD&C Act apply specifically to the "label" of the device,

others are related to its "labeling."” These terms are related, but not interchangeable. Of

the two, the term "label" is more restricted. Generally, it consists of that part of the

display confined to the device itself. On the other hand, "labeling" deals with the label

on the device, and descriptive and informational literature that accompanies the device.

160 prescription medicine used together with other medicines to treat partial onset seizures in people 13
years of age and older

161 | ASIK 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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163 the dosage (in milligrams per surface area) at which 10% of the mouse population died
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185 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.
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167 a heart rhythm disorder that can potentially cause fast, chaotic heartbeats

188patents are granted by the patent and trademark office anywhere along the development lifeline of a drug
and can encompass a wide range of claims. Exclusivity is exclusive marketing rights granted by the FDA
upon approval of a drug and can run concurrently with a patent or not. Exclusivity was designed to promote
a balance between new drug innovation and generic drug competition.

189 ysed to report adverse event data from clinical trials, as well as post-marketing and pharmacovigilance
170 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

171 The MedWatch program provides important safety information associated with FDA-regulated products.
Under MedWatch, health care professionals and consumers submit reports to FDA when they find a
problem with a drug, medical device, biologic, or other FDA-regulated products.

172 B—Mory 80N 40 kDa AR EHE R H, mRET 20 MRAZT, W)k T IEW B,
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173 1n statistics, a meta-analysis combines the results of several studies that address a set of related research
hypotheses. In its simplest form, this is normally by identification of a common measure of effect size, for
which a weighted average might be the output of a meta-analyses. Here the weighting might be related to
sample sizes within the individual studies. More generally there are other differences between the studies
that need to be allowed for, but the general aim of a meta-analysis is to more powerfully estimate the true
"effect size" as opposed to a smaller "effect size" derived in a single study under a given single set of
assumptions and conditions.

174 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.

175 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

176 Hy R I AT A RN R IR DT I R AR AR SR SRR B, AT 55 2 B AT o5 e P kAT 17 1A
1% S o

177 a 6 month, randomized, double blind, placebo controlled study to investigate whether concurrent
administration of misoprostol would significantly reduce the occurrence of serious upper GI complications
in patients with rheumatoid arthritis (RA) who were receiving NSAID

178 an immunosuppressant used extensively in transplant medicine

179 Study of the natural development of something (such as an organism or a disease) over a period of time.
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180 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.

1812008 4 3 7§ 21 H, [ FDAFIE /1A H (Medtronic, Inc) KATES, XF3BITAF K
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182 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.

183 The United Kingdom's National Institute for Health and Clinical Excellence (NICE) is often cited as a
model in discussions of potential uses of comparative effectiveness research in the United States. NICE
makes recommendations to the British National Health Service (NHS) on coverage for certain technologies
or treatments based on cost—effectiveness analysis

184 (marketed under the trade names Mogadon, Alodorm, Hypnotex, Remnos, Pacisyn, Eunoctin and Pelson)
185 In toxicology it is specifically the highest tested dose or concentration of a substance (i.e. a drug or
chemical) or agent (e.g. radiation), at which no such adverse effect is found in exposed test organisms
where higher doses or concentrations resulted in an adverse effect

186 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).

187 The objective of a non-inferiority trial is sometimes stated as being to demonstrate that the test product
is not inferior to the comparator

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

189 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; A hypothesis that says that there is no difference, or that asserts the existing
knowledge, and is tested for refutation by the study.

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

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

192 Adverse toxicologic effects are categorized as chemical-based, on-target, or off-target effects. Chemical-
based toxicity is defined as toxicity that is related to the physicochemical characteristics of a compound and
its effects on cellular organelles, membranes, and/or metabolic pathways. On-target refers to exaggerated
and adverse pharmacologic effects at the target of interest in the test system. Off-target refers to adverse
effects as a result of modulation of other targets; these may be related biologically or totally unrelated to
the target of interest.

193 A clinical trial in which doctors and participants know which drug or vaccine is being administered.

194 is a new office within CDER that creates a single unit dedicated to product quality. The new structure, to
be stood-up in January 2015, is expected to provide better alignment among all drug quality functions at
CDER, including review, inspection, and research, but not enforcement.

195 The publication, Approved Drug Products with Therapeutic Equivalence Evaluations (the List,
commonly known as the Orange Book), identifies drug products approved on the basis of safety and
effectiveness by the Food and Drug Administration (FDA) under the Federal Food, Drug, and Cosmetic
Act (the Act). Drugs on the market approved only on the basis of safety (covered by the ongoing Drug
Efficacy Study Implementation [DESI] review [e.g., Donnatal® Tablets and Librax® Capsules] or pre-
1938 drugs [e.g., Phenobarbital Tablets]) are not included in this publication. The main criterion for the
inclusion of any product is that the product is the subject of an application with an effective approval that
has not been withdrawn for safety or efficacy reasons. Inclusion of products on the List is independent of
any current regulatory action through administrative or judicial means against a drug product. In addition,
the List contains therapeutic equivalence evaluations for approved multisource prescription drug products
1% An FDA category that refers to medications used to treat diseases and conditions that occur rarely.

197 To begin the FDA approval process, the generic applicant must: 1) certify in its ANDA that the patent in
question is invalid or is not infringed by the generic product (known as "paragraph 1V certification™)

198 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
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199 In partial seizures the seizure is generated in and affects just one part of the brain - the whole
hemisphere or part of a lobe

200 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).

201 in order to stimulate product development and innovation, Congress in 1984 enacted Title 11 of the Drug
Price Competition and Patent Term Restoration Act (Public Law 98-417) to extend patent life to
compensate patent holders for marketing time lost while developing the product and awaiting government
approval

202 In 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

203 commonly known as coronary angioplasty or simply angioplasty, is a non-surgical procedure used to
treat the stenotic (narrowed) coronary arteries of the heart found in coronary heart disease.
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205 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

206 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.

207 Analysis based only on those patients who complete the entire treatment protocol
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209 1n 1993, a large outbreak of foodborne iliness caused by the bacterium Escherichia coli O157:H7
occurred in the western United States. In this outbreak, scientists at CDC performed DNA "fingerprinting"
by pulsed-field gel electrophoresis (PFGE) and determined that the strain of E. coli 0157:H7 found in
patients had the same PFGE pattern as the strain found in hamburger patties served at a large chain of
regional fast food restaurants. Prompt recognition of this outbreak and its cause may have prevented an
estimated 800 illnesses.
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211 Pharmacogenetics (PGt) is a subset of pharmacogenomics (PGx) and is defined as: the study of
variations in DNA sequence as related to drug response

212 hroadly refers to the study of variations of DNA and RNA characteristics as related to drug response
213 The processes (in a living organism) of absorption, distribution, metabolism, and excretion of a drug or
vaccine.

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

215 The PharMetrics Integrated Database is the largest non-Payer owned integrated claims database of
commercial insurers in the U.S. This de-identified, Integrated Database includes medical and pharmacy
claims for more than 70 million members from more than 100 health plans across the U.S. The Integrated
Database includes inpatient and outpatient claims, diagnoses and procedures based on ICD-9 and CPT-4
codes, as well as retail and mail order pharmacy claims. The records in the PharMetrics Integrated
Database are representative of the national commercially insured population, and include a variety of
demographic measures such as age, gender and plan type. This longitudinal data has an average member
enrollment period of two years.

216 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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218 An individual exhibiting phocomelia

219567 73973 ( Photodynamic Therapy , PDT ) JEFR 4857 ( Photoradiation Therapy ,
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( Photodynamic Diagnosis , PDD ) .
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220 The processes (in a living organism) of absorption, distribution, metabolism, and excretion of a drug or
vaccine
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222 A drug's efficiency may be affected by the degree to which it binds to the proteins within blood plasma.
The less bound a drug is, the more efficiently it can traverse cell membranes or diffuse. Common blood
proteins that drugs bind to are human serum albumin, lipoprotein, glycoprotein, and o, B, and y globulins
223 pleiotropy occurs when one gene influences two or more seemingly unrelated phenotypic traits, an
example being phenylketonuria, which is a human disease that affects multiple systems but is caused by
one gene defect. Consequently, a mutation in a pleiotropic gene may have an effect on some or all traits
simultaneously.

224 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

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

226 administration of many drugs together

227 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

228 A simple and straightforward indicator of process performance

229 Adjustment of Pp for the effect of non-centered distribution
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232 Each agency publishing a proposed or final rule in the Federal Register is required by 1 CFR 18.12 to
include a preamble that informs readers of the basis and purpose for the rule. The preamble must include
the following information: Name of issuing agency, Action being taken by agency, Brief statements of
the action being taken, the circumstances which created the need for action, and the intended effect of the
action, Pertinent dates, Any relevant addresses, Agency contact information, Other information, as
applicable

233 A predicate rule is any requirement set forth in the Federal Food, Drug and Cosmetic Act, the Public
Health Service Act, or any FDA regulation other than Part 11

234 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
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regulatory oversight when the agency cannot determine with reasonable certainty which mode of action
provides the most important therapeutic action of the combination product

235 js given to drugs that offer major advances in treatment, or provide a treatment where no adequate
therapy exists. A Priority Review means that the time it takes FDA to review a new drug application is
reduced. The goal for completing a Priority Review is six months

238 A precursor (forerunner) of a drug. A prodrug must undergo chemical conversion by metabolic
processes before becoming an active pharmacological agent. For example, sulfasalazine is a prodrug. It is
not active in its ingested form. It has to be broken down by bacteria in the colon into two products -- 5-
aminosalicylic acid (5ASA) and sulfapyridine -- before becoming active as a drug.

237 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.

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

239 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.

240 A characterised range of a process parameter for which operation within this range, while keeping other
parameters constant, will result in producing a material meeting relevant quality criteria

241 The Periodic Safety Update Report (PSUR) is required as part of the FDA Post Marketing Drug Risk
Assessment (PMDRA) program

242 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

243 A prospective summary of the quality characteristics of a drug product that ideally will be achieved to
ensure the desired quality, taking into account safety and efficacy of the drug product.

244 Qualification is a process of assurance that the specific system, premises or equipment are able to
achieve the predetermined acceptance criteria to confirm the attributes what it purports to do.

Validation is establishing a documented evidence to provide a high degree of assurance that a specific
system, process or facility will consistently produce a product meeting its predetermined specifications and
quality attributes. Qualification is documented evidence that a specific equipment, facility or system is
fit/ready for intended use. Validation is documenting that the way equipment, facility or system used will
result in product meeting its predetermined specifications and quality attributes. Things are qualified:
equipments, systems etc. Process/Procedures (the way we use things) are validated. Before you do
validation on a process, you have to be sure that the equipment has passed qualification.

245 The documented verification that the proposed design of the facilities, systems and

equipment is suitable for the intended purpose

246 The documented verification that the facilities, systems and equipment, as installed or

modified, comply with the approved design and the manufacturer’s recommendations.

247 The documented verification that the facilities, systems and equipment, as installed or

modified, perform as intended throughout the anticipated operating ranges.

248 The documented verification that the facilities, systems and equipment, as connected

together, can perform effectively and reproducibly, based on the approved process

method and product specification

249 Confirming that the manufacturing process as designed is capable of reproducible commercial
manufacturing.

250 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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22 Since the year 2000, an international committee promulgated these unified, easily applicable criteria for
measuring tumor response using X-ray, CT and MRI
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253 An approved drug product to which new generic versions are compared to show bioequivalence.

254 Reference sample: a sample of a batch of starting material, packaging material or finished product
which is stored for the purpose of being analysed should the need arise during the shelf life of the

batch concerned.
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257 Retention sample: a sample of a fully packaged unit from a batch of finished product. It is stored for
identification purposes. For example, presentation, packaging, labelling, patient information leaflet,

batch number, expiry date should the need arise during the shelf life of the batch concerned.
BERIRBIMISET S, IPERE 240 IR

259 EDA Approves Bayer's New Class of Drug Adempas® (riociguat) tablets to Treat Adults with PAH and
Persistent, Recurrent or Inoperable CTEPH

260 The FDA defines a RiskMAP as the “strategic safety program designed to meet specific goals and
objectives in minimizing known risks of a medication while preserving its benefits”

261 Syndrome characterized by muscle breakdown and necrosis, resulting in elevated. serum concentrations
of creatine kinase (CK) LB i

262 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.

263 means that a drug company can submit completed sections of its New Drug Application (NDA) for
review by FDA, rather than waiting until every section of the application is completed before the entire
application can be reviewed.

264 Reference manual for FDA personnel

265 js a measure used when assessing risk to help identify critical failure modes associated with your design
Oor process

26 1ts name comes from the fact that F proteins on the surface of the virus cause the cell membranes on
nearby cells to merge, forming syncytia

27 an important regulatory tool to help CDER avoid unnecessary review of

incomplete applications or certain applications that are submitted as an NDA but should

have been submitted as an abbreviated new drug application (ANDA).

%68 Salvage chemotherapy is a somewhat morbid term and little used by medical professionals interacting
with patients. The phrase is used in medical journals written in cold dispassionate language where it refers
to chemotherapy given to a patient when other options are exhausted. The attempt is to “salvage” the
person’s life with last ditch measures.

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

270 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

271 In response to the FDA Amendments Act (FDAAA) of 2007, in May 2008 the FDA launched the
Sentinel Initiative. Sentinel enhances the FDA’s ability to proactively monitor the safety of medical
products after they have reached the market and complements the Agency’s existing Adverse Event
Reporting System.

272 http://www.sda.gov.cn/

273 shows the number of patients who are low, normal, or high at baseline and at selected time

intervals.

274 seeks to improve the quality of process outputs by identifying and removing the causes of defects (errors)
and minimizing variability in manufacturing and business processes. It uses a set of quality management
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276 Upon request, FDA will evaluate within 45 days certain protocols and issues relating to the

protocols to assess whether they are adequate to meet scientific and regulatory requirements identified by
the sponsor. Three types of protocols related to PDUFA

products are eligible for this special protocol assessment under the PDUFA goals: (1)

animal carcinogenicity protocols, (2) final product stability protocols, and (3) clinical

protocols for phase 3 trials whose data will form the primary basis for an efficacy claim if

the trials had been the subject of discussion at an end-of-phase 2/pre-phase 3 meeting

with the review division

277 is applied to a drug that offers at most, only minor improvement over existing marketed therapies. The
2002 amendments to PDUFA set a goal that a Standard Review of a new drug application be accomplished
within a ten-month time frame.

278Treatment regimen or medical management based on state of the art participant care.

279 regulates many aspects of growth, survival and differentiation in cells. The transcription factors of this
family are activated by Janus kinase (or 'Just Another Kinase', JAK) and dysregulation of this pathway is
frequently observed in primary tumours and leads to increased angiogenesis, enhanced survival of tumours
and immunosuppression. Gene knockout studies have provided evidence that STAT proteins are involved
in the development and function of the immune system and play a role in maintaining immune tolerance
and tumour surveillance

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

281 The primary investigative techniques used in an observational protocol; types are Purpose, Duration,
Selection, and Timing.

282 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.

283 first-line therapy for metastatic Renal Cell Carcinoma

284 Sustained virologic response (SVR) is defined as aviremia 24 weeks after completion of antiviral
therapy for chronic hepatitis C virus (HCV) infection.
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287 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>

288 s the most important type of endpoint that is widely used in clinical cancer research

289 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).

29 tpA is used in clinical medicine to treat only embolic #4: ZE 14 H1 X, or thrombolytic stroke ¥ i I #% P H
.. Use is contraindicated in hemorrhagic stroke and head trauma

291 A TPP is a format for a summary of a drug development program described in terms of labeling
concepts. A TPP can be prepared by a sponsor and then shared with the appropriate FDA review staff to
facilitate communication regarding a particular drug development program. Submission of a TPP is
voluntary. The ideal version of what the sponsor would like to claim in labeling guides the design, conduct,
and analysis of clinical trials to maximize the efficiency of the development program. Ideally, the final
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version of the TPP will be similar to the annotated draft labeling submitted with a new drug application
(NDA) or biologics license application (BLA)

292 |t 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

293 A chromosome alteration in which a whole chromosome or segment of a chromosome becomes attached
to or interchanged with another whole chromosome or segment, the resulting hybrid segregating together at
meiosis; balanced translocations (in which there is no net loss or gain of chromosome material) are usually
not associated with phenotypic abnormalities, although gene disruptions at the breakpoints of the
translocation can, in some cases, cause adverse effects, including some known genetic disorders;
unbalanced translocations (in which there is loss or gain of chromosome material) nearly always yield an
abnormal phenotype

294 Final regulations were issued in May of 1987 establishing conditions under which promising new drugs
and biologics that have not yet been approved or licensed for sale may be made available to persons with
serious and life threatening illnesses, for whom no comparable or satisfactory alternative drug or therapy is
available. The regulation was revised and expanded in 2009, effective October 12, 2009. Treatment IND
regulations allow the treatment use of an investigational drug for treatment under a treatment protocol, or
treatment investigational new drug application (IND), outside of the clinical trial

295 the clinical or genomic configuration in a patient's tumor that makes it susceptible to a specific drug
296The error of rejecting a true null hypothesis, i.e., concluding that there is a difference when actually there
is none. The sample or data might be such that this lead to such a wrong conclusion. This error leads to
false positive result # iz FIFE 4T URE, % H o RN,

27The error of wrongly concluding that there is no difference when actually some difference is present.
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298 FDA’s preferred UFI for a drug establishment is the Data Universal Numbering System D-U-N-

52 S (DUNS) number, assigned and managed by Dun and Bradstreet. The FDA has been using the

53 DUNS number as a registration number for drug establishments since the implementation of

54 electronic drug registration and listing

2% UNITAID is a global health initiative in great part financed by a solidarity levy on airline tickets.
Established in 2006 by the governments of Brazil, Chile, France, Norway and the United Kingdom, it
provides sustainable funding in order to tackle inefficiencies in markets for medicines, diagnostics and
prevention for HIV/AIDS, Malaria and Tuberculosis in developing countries.

300 Cleaning validation is documented evidence that an approved cleaning procedure will

provide equipment which is suitable for processing medicinal products

301 validation carried out during routine production of products intended for sale

302 The documented evidence that the process, operated within established parameters, can

perform effectively and reproducibly to produce a medicinal product meeting its predetermined
specifications and quality attributes.
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304 validation carried out before routine production of products intended for sale

305 validation of a process for a product which has been marketed based upon accumulated manufacturing,
testing and control batch data.
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307 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.

308 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).

309 3 B-Raf enzyme inhibitor developed by Plexxikon (now part of Daiichi-Sankyo) and Genentech for the
treatment of late-stage melanoma
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310 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.

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.

311 9 8076 patients with RA were randomized to receive rofecoxib (Vioxx) 50 mg/d or naproxen 500 mg
bid. Median duration of follow-up was 9 months, and ASA use was not permitted

312 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.

313 a 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
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315 In November 2012, the US Food and Drug Administration approved Xeljanz (tofacitinib) for patients
with rheumatoid arthritis who have an insufficient or allergic response to methotrexate, as treatment for
fiercely active rheumatoid arthritis. Tofacitinib, the active ingredient of Xeljanz, is an immunosuppressant
that blocks the action of Janus kinases, enzymes that play a crucial role in the process of inflammation and
damage of the joints. It is being studied for treatment of psoriasis, inflammatory bowel disease, and other
immunological diseases, as well as for the prevention of organ transplant rejection. Tofacitinib was not
approved by the European regulatory agencies because of concerns over efficacy and safety.

316 Daclizumab (trade name Zenapax) is a therapeutic humanized monoclonal antibody to the alpha subunit
of the IL-2 receptor of T cells. It is used to prevent rejection in organ transplantation, especially in kidney
transplants

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

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

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

320 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

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