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mEEARY 7 7 b AR
Vascular and Arterial Graft Prostheses
ofn 8 P AL o S

Vascular Hemostasis Devices

## Dental

1 [ 2K b 0 S it 0 R I R % C O #iBY B A9 WIS

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

BELIBUNOBBEIERS 328 (B : ~A Faxs 7% 4 L (HA))
Bone Morphogenic Proteins with and without bone, e.g., Hydroxyapatite (HA)
HWHARBRO DO L —F —

Dental Lasers for hard tissue applications

AVTT7 2 b EFRTEDNDS BN 75 o OB L 1= B Fe 8 o1 34
Endosseous Implants and associated bone filling and augmentation materials used in
conjunction with the implants

BERTA 75 b

Subperiosteal Implants

WA (TMJ) ATEAR

Temporomandibular Joint (TMJ) Prostheses

I A ¢ Ear, Nose And Throat
RREE 7 F AR
Absorbable Gelatin Sponge
fs AT H
Auditory Brainstem Implants
ATAHE (#4-FH)
Cochlear Implants
FFHY., XiFF2LD) RY 1 EHRTF 2 —7
Endolymphatic Shunt Tubes with or without valve
ENT B354 - 8235 4
ENT Cements/Adhesives
8 JA 7 UG {30 IR
Implantable Bone Conduction Hearing Aids
H 3034 PN R R
implantable Middle Ear Hearing Device
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ERBT 7ar~2—2 bk

Injectable Teflon Paste

WH A BE

Laryngeal Implants

B R B SR

Synthetic Polymer Materials

HLAK B Bk E

Tissue Autofluorescent Devices

P

Vocal Cord Medialization (Augmentation) Devices

HIEAF & WIR##  Gastroenterology And Urology
Wy Sl

Anastomosis Devices

RIMZBRIEX (BPH) D= d/ sv— AR T —F N
Balloon Dilation Catheters for benign prostatic hyperplasia (BPH)
fBE R 5> b

Biliary Stents

Mm#FEN (HD) D= DKESNH T 2T A
Components of Water Treatment Systems for Hemodialysis
FEHT Bk el

Dialysis Delivery Systems

MR ER PSR

Electrical Stimulation Devices for sperm collection

— A 72 WIR AR 0 7= 8D D FEH HE i

Embolization Devices for general urological use
AR 2T A

Extracorporeal Circulation Systems

B RIIRIE S AT A

Extracorporeal Hyperthermia Systems
ERZA b7 V—T AT A

Extracorporeal Photopheresis Systems

HETEIRAY T—T

Femoral, Jugular and Subclavian Catheters

1 #FET 35

Hemodialyzers
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BITRE R 1

1M 52

Hemofilters

BDHABKBERRRIEE S AT A

Implantable Electrical Urinary Incontinence Systems

HDAZR A TR

Implantable Penile Prostheses

KEDOT=DHOENHFHH

Injectable Bulking Agents for incontinence

Wends (fl: BRAOKEGASTRE, —¥—, BHAHFEAOBEH)
Lithotripters (e.g., electrohydraulic extracorporeal shock-wave, laser, powered mechanical,
ultrasonic)

FFH)/ KRR SRS

Mechanical/Hydraulic Urinary Incontinence Devices

R AR Y % £F D TRl B2 e 46

Penetrating Extemal Penile Rigidity Devices with components that enter the vagina
MERGEST 5@ (PD)

Peritoneal Dialysis Devices

BEIMES ¥ > b (5288)

Peritoneal Shunt

M $EZZ S AT A

Plasmapheresis Systems

Al S R TR AR 1 ST BA A

Prostatic Hyperthermia or Thermal Ablation Devices

REEM 28RALLE) ODHOMER (74— —) "N —VhHT—T N
Retention Type (Foley) Balloon Catheters for long term use (> 28 days)
B EOWRGEH T—T v L i

Suprapubic Urological Catheters and accessories

14 B ML B RIE PASEEE

Urethral Occlusion Devices for greater than 14 days use

A R BRE SR 3 2

Urethral Sphincter Prostheses

HMEH 2 —T 1 T EEIREN T —T N

Urological Catheters with anti-microbial coatings

RBEAT b () : BB, AiZiE)

Urological Stents (e.g., urethral, prostate, etc.)
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BT 1

—FW A FH General And Plastic Surgery
WS AT S U 7 3 R
Absorbable Adhesion Barrier Devices
WA A% Ak ifn 36 79)
Absorbable Hemostatic Agents
ANTEMEA 5 T2 T 4 TRABEU L KBH
Artificial Skin and Interactive Wound and Bum Dressings
T
Breast Implants
HEAZT—S
Injectable Collagen
A LSRN Bl R
Implantable Craniofacial Prostheses
ARFRARET 7 & A%E
Repeat Access Devices for surgical procedures
wEE R
Sutures

—#b: General Hospital

BORABBMET 7t AR —REOFLOBEEIH LWFHA o aibiut
Implantable Vascular Access Devices (Ports) - if new routes of administration or new design
WA 7 (BDAZRBRANL—T —FEASREEANK->TLD)

Infusion Pumps (implantable and closed-loop - depending on the infused drug)

#EEF  Neurological

B a v/ (ECT) ¥@|
Electroconvulsive Therapy (ECT) Devices
KERSE (BiKHE) >+ b

Hydrocephalus Shunts

DA B BIK I B TSR T

Implanted Intracerebral/Subcortical Stimulators
P HIABRIGESVHEET=F —

Implanted Intracranial Pressure Monitors
A EN TR RPN OB
Implanted Spinal Cord and Nerve Stimulators and Electrodes
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MELT—T N (- Bl g, AE A L—2 %)

Neurological Catheters (e.g., cerebrovascular, occlusion balloon, etc.)

/T X T ORI O, BEAORNPEELRME (TENS) @
Transcutaneous Electric Nerve Stimulation (TENS) Devices for treatment of chest

pain/angina

10, R E&HFAF Obstetrics And Gynecology

@

@

PSR D 2
Abdominal Decompression Chamber
JYABPVAT AL (NST) OEDOGRHIEEE=4 —
Antepartum Home Monitors for Non-Stress Tests
SRAEETEEHE=¥—
Antepartum Home Uterine Activity Monitors
MEBURARR (CVS) DdbDhT—F N
Catheters for Chorionic Villus Sampling (CVS)
BREFA D T —T
Catheters Introduced into the Fallopian Tubes
T SR SRR
Cervical Dilation Devices
RETRR AR
Contraceptive Devices:
1) FEREXYy Y
Cervical Caps
2) FME Bl KU O L% TELhEZay F—A (BiER)
Condoms (for men) made from new materials (e.g., polyurethane)
3) EHEOKALHIE (IVDs)
Contraceptive In Vitro Diagnostics (IVDs)
4) Ry¥%Y—
Diaphragms
5) ZtEMA=av F—A
Female Condoms
6) TEMNEHMIRA (VDs) LY > 7
Intrauterine Devices (IVDs)
7) SRERHERE (FEEFH) Ok ofH L WEKAR SR
New Electrosurgical Instruments for Tubal Coagulation
8) WNEAED=HDOH L\ S

10
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New Devices for Occlusion of the Vas Deferens
9) ARVY
Sponges
10) EMELE (A FE2 Y »7)

Tubal Occlusion Devices (Bands or Clips)
IR FHAEREAZ AT (myolysis=1if FERAZ T
Cryomyolysis
AT H AR IR AT DS 1L
Devices to Prevent Post-op Pelvic Adhesions
IR FHr o b ORTF§0%E
Embryoscopes and Devices intended for fetal surgery
FENBREER S A7 A
Endometrial Ablation Systems
IRE G L IPEBEOWIE 2T A
Falloposcopes and Falloposcopic Delivery Systems
FEEOEB~SNV b (BANBIRDO D)
Fundal Pressure Belt (for vaginal assisted delivery)
BB T CHRIFAR S X T A
Gamete and Embryo Surgical Systems
FUWABRFAERE A o iR R T = —
Intrapartum Fetal Monitors using new physiological markers
BN T B O FBYT 23 B b o Frik iR
New Devices to Facilitate Assisted Vaginal Delivery
FHAT 2 HRT & MIESRE
Operative Hysteroscopy and Laparoscopy
FEBIRERH (VAE)
Uterine Artery Embolization

HR# Ophthalmics

ATAKEE (IOLs) iV vy EHROLZDD)

Aniridia Intraocular Lenses (IOLs) or Rings (for iris reconstruction)

RS Y 7

Capsular Tension Rings

27 AMIBTHLV—H—

Class Ill Ophthalmic Lasers

AF 7 ML AR BEERCERT D FRICED LML LS RBRR=2 2 B

11
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BUAREEL 1

L XADERRE ERIZEDATO RV L O, FEFBATOERICEOT—RMNICZLTHS

EEBEINTWARVLLD (fF : BREA/ B8k

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

RRMEA=77 b X (Thbb,—MERD= 727 FHED)

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

SARFHEE (G SRHERTEAITRE, EREEICERE IRE LR L L X TRER Ao

IHE )

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

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

BFERIOIZ00BME (F : IRERNLV X, ABEBE, WRIE < F, %)

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

bands, etc.)

ALKEGE (IOLs)

Intraocular Lenses (I0OLs)

AT A RS i

Keratoprostheses

JRITRRIEFATEE (F . L—V— BREE MRS U IZIEMB AT RER RLER, LE
) > 7 BERAE DTEHEA)

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

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

REORIDTEHRER (F : HMEHEERABRPINAEE, MR LRk RER 7 v Fiikkk

Av4¥—)

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

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

AL (B4)

Retinal Prosthesis (implant)

AEAEER (] - fifERiE, vzt ar—Fr v ardgn, K7 o{bhil @msEar
R — B TF—F )

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

oil, sulfur hexafluoride, balloon catheter for retinal reattachment)

FEURAE F i O FRARCRE S D

Viscosurgical Fluids (viscoelastics)

12
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12, BEAFH LM Orthopedics And Restorative
O bRy
Anti-Adhesion Gels
@ BRERMAET
Bone Growth Stimulators
@ BWEHRS o7 QIEMIRAER KA (AEBHEL L IZHEBRLLAYHVIZL LR
ALTZhHYIRL)
Bone Morphogenetic Proteins/Biodegradable Scaffolds combination products, with or without
@ BOBMOFEEH (N FuX 78840 MNRFOMOWE)
Bone Void Fillers (hydroxyapatite and other materials)
® HFhkaT—HrO¥ARSTF b
Bovine Collagen Meniscus Implants
® =avEa—F—HAFouBy MABRFEH
Computer Guided Robotic Surgery
@ HOAZBRIF R ARE PR E T
Implantable Peripheral Neuromuscular Stimulators
HWAZB A TR (B0, B, B, 0Z, #)
Implantable Prostheses (ligament, tendon, hip, knee, finger)
@ HOIAHRRFEEER
Implantable Spinal Devices
@ BEAKXe7TAOUEF YDA
Injectable Sodium Hyaluronate

13, HH#¥ Radiology
O FUEBETHESRE (BNCT)  Boron Neutron Capture Therapy
@ RESRELAT A LZORMGMR  Hyperthermia Systems and Applicators

13
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HAFZ VAR INTVWD 5 HURNDOERRE TOXIGT — A DOF

® ATV MHDABRENELTBEIIRTINY -V AT LAREETS
A modification to the delivery system for a stent to reduce the shaft outer diameter
so it could be used in a smaller sized catheter sheath introducer and therefore

permit a smaller vascular access site

& R7vIEBEHMIEDNI N T —TALDEROTYA L 2#EETD
A design modification to the tip of the catheter used during stent placement to
reduce the risk of the tip being snagged on the stent strut when it is being
withdrawn

o REBHLERIIOVWTHERNLEETS

A change in an adhesive was implemented for an invasive device

® R—AA—=H—IZONT, HWTFRHICRESINZE— FHLBRKFEEICL Y Rb—#
MicfEbh5E— FIEET S
For a pacemaker, a change was made to the programmed mode that the device was
shipped in to the mode that is most commonly used by the clinical investigators

o HAEHHBIERFEZEML, BFRIPOFHEILZALEES
A marker band was added to an investigational device to enhance visualization

during fluoroscopy

o FHHHME 6MANL 2EIZERTS
The shelf life of a device was extended from 6 months to two years
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