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AE
ACE
ANDA
ARR
BMS

CBER

CDHR

CDER

CB

marking

4

CMS

CRA

ffisR B 4ai5i532iX I8z

adverse event

angiotensin converting enzyme
abbreviated new drug application
absolute risk reduction

bare metal stent

Center for Biologics Evaluation and
Research ( FDA )

Center for Devices and Radiological
Health ( FDA )

Center for Drug Evaluation and
Research ( FDA )

a mandatory European marking for
certain product groups to indicate
conformity with the essential health
and safety requirements set out in

European directives
Code of Federal Regulation

Centers for Medicare and Medicaid

Services

clinical research associate

Abbreviations in English and Chinese
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CRF

CRPAC

CRO

CLI

DCF

DES

DOB

DOD

DSMB

EC

ELA

FDA

FWA

LACI

LOI

GCP

GMDN

HDE

HIPAA

HUD

case report forms

clinical research policy analysis and

coordination

clinical research organization
critical limb ischemia

data correction forms

drug eluting stent

date of birth

date of death

Data Safety Monitoring Board
Ethics Committee

excimer laser atherectomy
Food and Drug Administration
Federal Wide Assurance

laser angioplasty for critical limb

1schemia

letter of intent

Good Clinical Practice

global medical device nomenclature
humanitarian device exemption

Health Insurance Portability
Accountability Act

humanitarian use device
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ICF

IDE

IND

IRB

NDA

NIH

NSR

MACE

MI

OHRP

OPC

PAD

Pl

PMA

PTA

RAS

RRR

SAE

SAP

SFA

SR

SOP

iR B 4algis e iR

Abbreviations in English and Chinese

informed consent form
investigational device exemption
investigational new drug
Institutional Review Board

New drug application

National Institute of Health
nonsignificant risk

major adverse cardiac events
myocardial infarction

Office of Human Research Protection
objective performance criteria
peripheral artery disease
principal investigator

premarket approval
percutaneous transluminal angioplasty
renin—angiotensin system
n-:lalive risk reduction

serious adverse event

statistical analysis plan
superficial femoral artery
significant risk

standard operating procedures

Ja [ A5

v DRCRIE FE I A A 6
i A 5 24
LR A 22 51 2
i

5 [ 7 AR
S| (NN 5

F A RO HE S
L ULERAE
ANEWF AR IN A%
HAEREL

Jii) Pl 2 ok 9

T B A

b i Al

25 B I LA IE AR
H&E - MTFREKRRA
R XU B A

I (N EE
Geitsrtritl

ek sk

RS

AN EE (B YN

205



206 Efreshlimilianigit. LitSEE

Design, Execution, and Management of Medical Device Clinical Trials

SSN

TASC

TLR

TVR

UADE

WHC

social security number

TransAtlantic Inter—Societal

Consensus

target lesion revascularization
target vessel revasculanzation
unanticipated adverse device effect

weighted historic control
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