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BIEE R 1

FEY A ERER, & A ERBSOIE

® e

. IR YU A 7% Nonsignificant Risk Devices
EAREREYSIK  Caries Removal Solution
avE 7 by AOERK  BEBCERTAEDAEDRMED L HBRC=27 7 fLvX
DERBE LIZBWTRHERICEDR T2 b0, $ERIBATOERCENT—RINICEL2T
HHLEBRINTVD L0 (F : HEA FEER)
Contact Lens Solutions intended for use directly in the eye (e.g., lubricating/rewetting
solutions) using active ingredients or preservation systems with a history of prior
ophthalmic/contact lens use or generally recognized as safe for ophthalmic use
PERBINLAR, WRB[ONEE [EXTOMNES
Conventional Gastroenterology and Urology Endoscopes and/or Accessories
PERB R COHRE (RERAICHADAETNIZET LI ERND)
Conventional General Hospital Catheters (long-term percutaneous, implanted, subcutaneous
and intravascular)
PERBIBDAAAROME T 7 A%BR (VAD)
Conventional implantable Vascular Access Devices (Ports)
PERTERESE, 7V FRAa—T L FES
Conventional Laparoscopes, Culdoscopes, and Hysteroscopes
AEEFEDOIVF 7 L X, BREEBFERATIEOOLOTRIEEL LV X778
(B - el BEH, VX REFER
Daily Wear Contact Lenses and Associated Lens Care Products not intended for use directly
in the eye (e.g., cleaners,; disinfecting, rinsing and storage solutions)
REROMBHT VA v CELNERFTEM ., BEH, SDbo
Dental Filling Materials, Cushions or Pads made from traditional materials and designs
EWxy b EERAER
Denture Repair Kits and Realigners
FUOINT T TT 41— (LFEXRBREE)
Digital Mammography
BisiEG& (EEG) (f : FIROEE, 00 Tk, 8 E 2 BHREN MO TR P FEEE O Az &
5ROV E TIRBROTE S OF)
Electroencephalography (e.g., new recording and analysis methods, enhanced diagnostic
capabilities, measuring depth of anesthesia if anesthetic administration is not based on device
output)
A v AV CRIGANREEE=4
Externally Wom Monitors for Insufin Reactions



RIFER 1

BRI B E R MR A RIR R E

Functional Non-Invasive Electrical Neuromuscular Stimulators

— s L T —T N

General Biliary Catheters

i (28 BUT) EROEDO—BOWRB LT —TN Bl 74—V — AT =T NRBE I T
—F V)

General Urological Catheters (e.g., Foley and diagnostic catheters) for short term use (< 28
days)

HROLDDEHE=F —

Jaundice Monitors for Infants

ERIERO T HDOEHH v —F—

Low Power Lasers for treatment of pain

FDA fERMAHHE T O MRI

Magnetic Resonance Imaging (MRI) Devices within FDA specified parameters
FEDA A—THA PR (EREETFH)

Manual Image Guided Surgery

ABBAARy B, Eikr—3 VRE)

Menstrual Pads (Cotton or Rayon, only)

ABRAY Ry B, ERidv—3 VIRE)

Menstrual Tampons (Cotton or Rayon, only)

FEHLARIEE RO B SRR B

Nonimplantable Electrical Incontinence Devices

4R A ELIESEH O FE AR B A R AR AR B

Nonimplantable Male Reproductive Aids with no components that enter the vagina
FDA AR RGN TOERANZHO LD OBER

Ob/Gyn Diagnostic Ultrasound within FDA approved parameters

WM ENEZBREE (AN LRRBE)

Partial Ossicular Replacement Prosthesis (PORP)

LENE/NERRET (ALZBRHBE)

Total Ossicular Replacement Prosthesis (TORP)

ERIAR B TORERREHEBEZTPRE (TENS) (B WAEZERS)
Transcutaneous Electric Nerve Stimulation (TENS) Devices for treatment of pain (except for
chest pain/fangina)

REAT > b

Ureteral Stents



BIEEE 1

® 14 QLT ORBEMSEEE
Urethral Occlusion Device for less than 14 days
® B mIER I a#E R HEH BROBRTHENT S, b LIMBITITFEDA ¥
77T 4 T IR EEAH & KGR
Wound Dressings, excluding absorbable hemostatic devices and dressings (also excluding
Interactive Wound and Bum Dressings that aid or are intended to aid in the healing process)

B. ®UX7#% Significant Risk Devices

—REFEH# General Medical Use

D —RFRTHERTIITF—TN —EBENICRYRRGRE CHERODRAENZET, BN T —
FNERL
Catheters for General Hospital Use - except for conventional long-term percutaneous,

[

implanted, subcutaneous and intravascular

@ HHWEHR, BEAR, EESH, RREN, ESRORARTERT DO T —F U BiEH
Collagen Implant Material for use in ear, nose and throat, orthopedics, plastic surgery,
urological and dental applications

@ Kx RERSTFTHED FHRAL—P—AR
Surgical Lasers for uée in various medical specialties

@ RpEAR. S, B, TRRBERAR. DBABTERT 5 L OllEET
Tissue Adhesives for use in neurosurgery, gastroenterology, ophthalmology, general and
plastic surgery, and cardiology

»

#HEH  Anesthesiology
@ WHRHTARER
Breathing Gas Mixers
@ KEXFa—7
Bronchial Tubes
@ EXEEEE
Electroanesthesia Apparatus
@ WENLHFHMHT—TN
Epidural and Spinal Catheters
® MBS & FRESt
Epidural and Spinal Needles
® REFASHS
Esophageal Obturators



BIFREE 1

REE i D7D DO AR

Gas Machines for anesthesia or analgesia

150BPM LU RS8R A TRPIR A%

High Frequency Ventilators greater than 150 BPM
FHEL

Rebreathing Devices

ANTLFERES & H LW ETF L ORTER

Respiratory Ventilators and new modes of ventilation
K[EFa—7

Tracheal Tubes

Lot 5% Cardiovascular

Y 7

Annuloplasty Rings

KR L BEFRD 7 — T N

Aortic and Mitral Valvuloplasty Catheters

BhRER HTHE S

Arterial Embolization Devices

77 a—h & MREREL 7 —7T

Atherectomy and Thrombectomy Catheters

AEEIEESE : A0, VAD (LEZEMBIA T . ABP(KEINRN L — R 7). DR
*E

Cardiac Assist Devices: artificial hearts, ventricular assist devices, intra-aortic balloon

pumps, cardiomyopiasty devices

DA AR 0 ATUDE, D, RS, EE 7, RBERE (772 1 0oLhEF
Ry DEL), BERE HEX), #7—FV/ H=a—V, &, BRZ4NF— F 7
Cardiac Bypass Devices: oxygenators, cardiopulmonary blood pumps, axial flow pumps,
closed chest devices (except Class | cardiovascular surgical instruments), heat exchangers,
catheters/cannulae, tubing, arterial filters, reservoirs

D~y 7TV —ay (BRE) I T—TN

Cardiac Mapping and Ablation Catheters

DER— R A — T — /O RRER (PC) ; TUEIRE, BN OREARDIAHKD

Cardiac Pacemaker/Pulse Generators: antitachycardia, esophageal, external transcutaneous,
implantable

CPR (L) %@

Cardiopulmonary Resuscitation (CPR) Devices



LBLENT 4 VF— (KEIRVC 7 4 V5 —)
Cardiovascular Intravascular (vena cava) Filters
AR M SR

Coronary Artery Retroperfusion Systems
KIHER TFEEE

Distal Embolic Protection Devices

BN B —r N g KR
Extracorporeal Counterpulsation Devices

B AT i (ECMO)

Extracorporeal Membrane Oxygenators (ECMO)
I L WEERARENES, BRAIEh 2
Implantable Cardioverters/Defibrillators
MEFPA/ARIR GREERE) SRiEkE
Intravascular Brachytherapy Devices
MENAT B

Intravascular Stents

L—F— M E TR T —T v

Laser Angioplasty Catheters

WA WE B

Organ Storage/Transport Units
R—RARA=H—Y—F

Pacing Leads

RS R AR E  E

Percutaneous Conduction Tissue Ablation Electrodes

BEREHMERR (PTA) B7—TV

Percutaneous Transluminal Angioplasty Catheters

B
Replacement Heart Valves

AIAREE

DR e DEFRKE, IBMILBAGE (PFO), BIREREE (PDA) ROLEREDT—T N
Transcatheter Cardiac Occluders for atrial and ventricular septal defects, patent foramen

ovale and patent ductus arteriosus
B R Do LA T R

Transmyocardial Revascularization, Percutaneous Myocardial Revascularization Devices

BEELERRN T —T v
Ultrasonic Angioplasty Catheters



A

BIARERE 1

mE LIRS 77 FATER
Vascular and Arterial Graft Prostheses
M P I i 3

Vascular Hemostasis Devices

## Dental

2R D YA R0 At o0 SRERTE B i C OB B DR IS

Absorbable Materials to aid in the healing of periodontal defects and other maxillofacial
applications

BEIIEUANDOBIEBIRSY V78 (Bl : N FrXxiT28% 4 b (HA))
Bone Morphogenic Proteins with and without bone, e.g., Hydroxyapatite (HA)
FEEBRROEEDOER L —F—

Dental Lasers for hard tissue applications

L2752 P EPRETHEDNAEBRA V7T v MOEE LB 08584
Endosseous Implants and associated bone filling and augmentation materials used in
conjunction with the implants

BETA 7T b

Subperiosteal Implants

HEEE (TMJ) ATER

Temporomandibular Joint (TMJ) Prostheses

HEpmer} Ear, Nose And Throat
BEE ZF AR T
Absorbable Geiatin Sponge
B ATHE
Auditory Brainstem Implants
AIHNE (4B
Cochlear Implants
#F#HY, RiZFRLD) AY RERBRTF 2—7
Endolymphatic Shunt Tubes with or without vaive
ENT 8055 - 55 H
ENT Cements/Adhesives
LD IA I Y A AR
Implantable Bone Conduction Hearing Aids
BOALRNEEEEE
Implantable Middie Ear Hearing Device



FIERER 1

ERAF 7 —2 b

Injectable Teflon Paste

WHERAE A BE

Laryngeal implants

BELES TR

Synthetic Polymer Materials

AR B B OEIRE

Tissue Autofluorescent Devices

AR

Vocal Cord Medialization (Augmentation) Devices

TBILH & HIREH Gastroenterology And Urology
VaE

Anastomosis Devices

B RIER (BPH) OO/ \N— 3R T —T N
Balloon Dilation Catheters for benign prostatic hyperplasia (BPH)
fRE A7 b

Biliary Stents

m#EEN (HD) DD DKEZBEL X T A
Components of Water Treatment Systems for Hemodialysis
EATHUGRE

Dialysis Delivery Systems

FEF IR B SR 2

Electrical Stimulation Devices for sperm collection
—REPWRBPEH O D DEREKE
Embolization Devices for general urological use
ENER S AT b

Extracorporeal Circulation Systems

EARBHES R T A

Extracorporeal Hyperthermia Systems

KA T4 P 7 A V=T AT A

Extracorporeal Photopheresis Systems

SR TRRY 7—T

Femoral, Jugular and Subclavian Catheters

T3

Hemodialyzers



BIEERE1

Mk SEEE

Hemofilters

BHRAHABINIRAREL AT A

Implantable Elecfrical Urinary Incontinence Systems

HORARATRRE

Implantable Penile Prostheses

KD HOTEANRTHEA

Injectable Bulking Agents for incontinence

BES (B EKOKERMRE, Vv —F—, S8HZE0ETH)

Lithotripters (e.g., electrohydraulic extracorporeal shock-wave, laser, powered mechanical,
ultrasonic)

F1FH /KBRS

Mechanical/Hydraulic Urinary Incontinence Devices

RER AR &0 O R R ERERE

Penetrating External Penile Rigidity Devices with components that enter the vagina
JEBLEATEE (PD)

Peritoneal Dialysis Devices

M v b (53ER)

Peritoneal Shunt

MmIFERS AT A

Plasmapheresis Systems

RIS RIB BRI T BRI

Prostatic Hyperthermia or Thermal Ablation Devices
EWIEA 28 ALLE) 0»OWEY (74— —) SV—2 AT —T N
Retention Type (Foley) Balloon Catheters for long term use (> 28 days)
BB EOWREH T —T V& fak

Suprapubic Urological Catheters and accessories

14 HEEFAL EOREPAGHEE

Urethral Occlusion Devices for greater than 14 days use

A RREEHER

Urethral Sphincter Prostheses

HMER o —T 4 VT RIS RENT—T )V

Urological Catheters with anti-microbial coatings

RERT v b (B : RiE, BISCIREE)

Urological Stents (e.g., urethral, prostate, etc.)
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7. —RFHEEBRANBFH General And Plastic Surgery

O BERE Y TERE

Absorbable Adhesion Barrier Devices
@ A Ik i 3K

Absorbable Hemostatic Agents
@ ATEMLA 25774 7EARKE KEF

Artificial Skin and Interactive Wound and Bum Dressings
@ B\FN

Breast Implants
® BEA=Z—Fv

Injectable Collagen
® ALBHEASENCEEER

implantable Craniofacial Prostheses
@ SAHRFHBRET 7 L AEE

Repeat Access Devices for surgical procedures
ek

Sutures

8. —AR#Px General Hospital
O HORAHLMMET 7 EARE —BEOFLVBERELBHLOTVA U BHT
implantable Vascular Access Devices (Ports) - if new routes of administration or new design
@ WERyT (BHRARBCHL—-T —BEAIRERAIE->THS)
Infusion Pumps (implantable and closed-loop - depending on the infused drug)

9, #iEF Neurological
@ ERvayZEE (ECT) %E
Electroconvulsive Therapy (ECT) Devices
@ KEEE (BAKEE) %> b
Hydrocephaius Shunts
@ HDIAZRBIKBN,/ B EPIMEA F
Implanted Intracerebral/Subcortical Stimulators
@ BHRALBBFENCHEE=F—
Implanted Intracranial Pressure Monitors
® BWHRAENT-FREOMENNMETCER
Implanted Spinal Cord and Nerve Stimulators and Electrodes
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® #WEHIT—TN (B BLE, AR SL—v, B)
Neurological Catheters (e.g., cerebrovascular, occlusion balloon, etc.)

@ B/ TUoETORKOIDHO, BEAKHEHEEINEIE (TENS) BB
Transcutaneous Electric Nerve Stimulation (TENS) Devices for freatment of chest
pain/angina

10, ZFH&AAER Obstotrics And Gynecology
@ HERWER
Abdominal Decompression Chamber
@ JvAMLRFA L (NST) DEdOFBREEE=F —
Antepartum Home Monitors for Non-Stress Tests
@ HEHREETERESE=F—
Antepartum Home Uterine Activity Monitors
@ WMEBERER (CVS) OLDDOIT—F N
Catheters for Chorionic Villus Sampling (CVS)
® REBALT—T I
Catheters Introduced into the Fallopian Tubes
® TFTEHELRAERE
Cervical Dilation Devices
@ BT
Contraceptive Devices:
1) FEEHEEX Yy
Cervical Caps
2) FHE W Ry vy g CEGhicay F—a (BHER)
Condoms (for men) made from new materials (e.g., polyurethane)
3) WMEOEAZEHIE (IVDs)
Contraceptive In Vitro Diagnostics {IVDs)
4) XyH¥Y—
Diaphragms
5) XtEfi=v F—4
Female Condoms
6) FENBLRE (VDs) #EY 7
Intrauterine Devices (IVDs)
7) BEEEE (FEFEHR) OdoFHLWEIAHKBR
New Electrosurgical Instruments for Tubal Coagulation
8) MBEHEDCDOF L SR

10
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BITRE R 1

New Devices for Occlusion of the Vas Deferens
9) ABLY

Sponges
10) BEAZERE (AR vT)

Tubat Occlusion Devices (Bands or Clips)
IR AR RERAZAT (myolysis= i IERRAZHT)
Cryomyolysis
R B AR PIRE RS 1
Devices to Prevent Post-op Pelvic Adhesions
ERFEWHOEDOBTHESLER
Embryoscopes and Devices intended for fetal surgery
FENBEGRY 2T 5
Endometrial Ablation Systems
SRE S L INEFEOWE S AT A
Falloposcopes and Falloposcopic Delivery Systems
TEEDEEANL  (BRABZGEOIHD)
Fundal Pressure Belt (for vaginal assisted delivery)
BB TPHREARIS 2T A
Gamete and Embryo Surgical Systems
FLOABEERELE - o RE =4 —
Intrapartum Fetal Monitors using new physiological markers
RN BOFT 2T 5L DOHERE
New Devices to Facilitate Assisted Vagina! Delivery
FHRHOTESERE - HEEREE
Operative Hysteroscopy and Laparoscopy
TEBIRERAT (UAE)

Uterine Artery Embolization

B# Ophthalmics
ALKGE (IOLs) XXV 2 WWEFHRODD)
Aniridia Intraocular Lenses (IOLs) or Rings (for iris reconstruction)
FERA ) T
Capsular Tension Rings
7 7 AMRTFRAV—F—
Class It Ophthaimic Lasers
Ay Moy O EEBICERT A EOEFRICESRME L LB ¥ 2 b

11



®

@

@

@

®

BIBERH1

L AOEHBE EREEDL TRV SO, ERIRB TOERCBVDT—RICELTHD

LBRINTHRVWLO (B ERAL R E®R)

Contact Lens Solutions intended for direct instillation (e.g., lubrication/rewetting solutions)

in the eye using new active agents or preservatives with no history of prior

ophthalmic/contact lens use or not generally recognized as safe for ophthalmic use

AR

Comeal Storage Media

BRRE¥EHAo 27 b X (bbb —BERDa L Z2 FHED)

Extended Wear Contact Lens (i.e., including a single overnight use)

BABEFAER (B . EEHTERNER, BRIERRER RE LR S L X TREE K205

IHEHSEE)

Glaucoma Treatment Devices (e.g., trabeculoplasty devices, devices that treat ciliary bodies,

devices that raise or lower intraocular pressure, agueous shunt/drainage devices, etc.)

BHFBNOEDOBE (B BRALV X, ABRBE, WEKEA Y F, %)

Implants for Refractive Purposes (e.g., intraocular lenses, cormneal implants, scleral expansion

bands, etc.)

ATKEE (IOLs)

Intraocular Lenses (IOLs)

AT ARBHEN

Keratoprostheses

BITREFMER B v —V— EFREEIMED U< IFEMBE AR RER BRELE, IR
Y 7 Ekktk O FAML)

Refractive Surgical Devices (e.g., lasers, electrical current devices, thermal and non-thermal

keratoplasty devices, ablation devices, expansion rings, treatment of ciliary bodies, etc.)

BEORZORREE () - AHEHERFRAEINNER, B EBESKRBER b7 2 PiikkE

RvAH¥—)

Retinal Disease Treatment Devices (e.g., electrical stimulation devices to treat macular

degeneration, lasers to ablate epiretinal membranes and vitreous strands, etc.)

ATHEEE (B4

Retinal Prosthesis (implant)

BBEALERE (B : Wik RE, ATt ad—Rr vl ardAn, A7 o LR B
RSN — T —F)L)

Retinal Reattachment Devices (e.g., fluids, gases, perflucrocarbons, perfluorpropane, silicone

oil, sulfur hexafluoride, balloon catheter for retinal reattachment)

HRE TN O E)

Viscosurgical Fluids (viscoelastics)

12
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12, 8NP & Orthopedics And Restorative

@

@

®

HiE s v

Anti-Adhesion Gels

BREABEF

Bone Growth Stimulators

BEBRERS 7 BIEpaEERIEEY (REBHEDL LIZEEBHELLEMHVIZL.&R

AVTIEHB0IRL)

@

Bone Morphogenetic Proteins/Biodegradable Scaffolds combination products, with or without
BOREOTEA (N FaxsTR5 4 Mot OMONE)
Bone Void Fillers (hydroxyapatite and other materials)
FHEaS—SO¥ARA ST

Bovine Collagen Meniscus Implants
aya—F—HA FOrRy MABFR

Computer Guided Robotic Surgery

DA LRI PRI A

implantable Peripheral Neuromuscular Stimulators

DAL ATER (B4, B, BE, 0Z, #)
implantable Prostheses (ligament, tendon, hip, knee, finger)
AL IR R R

Implantable Spinal Devices

BARETZA BT FY UA

Injectable Sodium Hyaluronate

13, BEHR¥ Radiology

©)
@

Ay RPHETHiEE (BNCT)  Boron Neutron Capture Therapy
BREFIEV AT AL EZOBRMERE  Hyperthermia Systems and Applicators
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