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Medical Device
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Any health care product that does not achieve any of its intended
purposes by chemical action or by being metabolized. Medical
devices include items such as diagnostic test kits, crutches,
electrodes, prescribed beds, pacemakers, arterial grafts, intra-
ocular lenses, and orthopedic pins. Medical devices also include
diagnostic aids such as reagents and test kits for in vitro diagnosis
of disease and other conditions (for example, pregnancy).

FELrFREN | BRrF L LFE 25 20mF R EH

Investigational A medical device Wthh is the object of clinical research to
Medical Device determine its safety or effectiveness.

Sy R RELR RN TF LR SR ST A
New Study Fal

A study protocol including the informed consent, investigator
qualifications, and advertisements presented to the INSTITUTE.
IEC/IRB for approval for the first time. This includes re-
application for those studies denied approval by...INSTITUTE...
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) An investigational device that does not pose a significant risk.
Non-significant A list of examples is found in AF01-03.5.

Risk Device (NSR)
I REEREEEAFRAGT o P RREA R AL D
Risk Jo e A AR e BlArisvER A & U/F ST om 5
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The probability of harm or discomfort to study participants.
Acceptable risk differs depending on the conditions for which the
product is being tested. A product for sore throat, for example, will
be expected to have a low incidence of side effects. However,
unpleasant side effects may be an acceptable risk when testing a
promising treatment for a life-threatening illness.

PHEE TR
B+
Significant Risk
Device (SR)
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An investigational device that: is intended as an implant and
presents a potential for serious risk to the health, safety, or
welfare of the participant, is purported or represented to be for a
use in supporting or sustaining human life and presents a
potential for serious risk to the health, safety, or welfare of the
participant, is for a use of substantial importance in diagnosing,
curing, mitigating, or treating disease, or otherwise preventing
impairment of human health and presents a potential for serious
risk to the health, safety, or welfare of the participant, or otherwise
presents a potential for serious risk to the health, safety, or welfare
of the participant. A list of examples is found in AF02-03.5.

SR SOP-OL1L R A2 ER F 4 FHFHBT7L 54 2
8. ik

8.1. AF01-03.5/01.1 & % ¥ j& *& fﬂ%gb% =Y
8.2. AF02-03.5/01.1 7 % ¥ & '& fﬂ%gb% =Y




AF01-03.5/01.1
REFAEPFREHFE

B 4o
o TIHInFAR
Bio-stimulation Lasers for treatment of pain
O%Eﬁ%ﬁ
Caries Removal Solution
o« EURBAF - pi
Daily Wear Contact Lenses and Associated Cleaners and Solutions
o # 7 HE
Dental Filling Materials, Cushions or Pads made from traditional materials and
designs
o BT
Denture Repair Kits and Re-aligners
o ﬁ%;}i;ﬁg VL VP o B 1976 £ 5 7 28 P2 m RgeeniE H (K,f KR e)
# AR g t)
Gynecologic Laparoscope and Accessories at power levels established prior to May
28, 1976 (excluding use in female sterilization)
o MMMpR LG R F B (ERIE)
Externally worn Monitor for Insulin Reactions
e AT mERE
Jaundice Monitor for Infants
oty Lend R AHp R B R(MRDF B E H
Magnetic Resonance Imaging (MRI) Devices within specified physical parameters
o« AR
Menstrual Pads
o A F(AE1976 £ 57 28 p 2wk H)
Menstrual Tampons of “old” materials (used prior to May 28, 1976)
SRS IR RERCEE ¥ g
Non-implantable Male Reproductive Aids
o FA Y EAT S (g TSP )
Ob/Gyn Diagnostic Ultrasound (within specified parameters)
o AT R S TIES R R hEY
Transcutaneous Electric Nerve Stimulation (TENS) Devices for treatment of pain
Transcutaneous

S ENEE RN EXE SF R VLTI

Wound Dressings, excluding absorbable hemostatic devices and dressings
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# ¥ Catheters

n SRR E AL T RJIE S L RSk F R § Ak siend $ok f o
Cardiology — diagnostic, treatment, transluminal coronary angioplasty, intra-aortic
balloon with control system

CART SV S

Gastroenterology and Urology — biliary and urologic

L5 \ﬁ»ﬁ\ATﬁigp%%

General Hospital — long-term percutaneous, implanted, subcutaneous and
intravascular

EACE- SR B LN g £

Neurology — cerebrovascular, occlusion balloon

a2 f gl s A Ao A b LI g o anfE ~ L

Collagen Implant Material for use in ear, nose and throat, orthopedics, and plastic
surgery

WA HRE VSR R RS RE o 55
& 5t

Lasers for use in Ob/Gyn, cardiology, gastro-enterology, urology, pulmonary,
ophthalmology and neurology

A EF T REE R PE - Br AP e RRF R Y e R
Tissue Adhesives for use in neurology, gastro-enterology, ophthalmology, general
and plastic surgery, and cardiology

K i€ * Anesthesiology

- R sl § F R EH

Respiratory Ventilators

R LY

Electro-anesthesia Apparatus

= O K U e AR

Gas Machines for Anesthesia or Analgesia

= %0 150 BPM i #of St § B B H

High Frequency Jet Ventilators greater than 150 BPM

"o *§ Cardiovascular

- i Bk E TR B H

Arterial Embolization Device

" RAFE B o R F hA d s iR

Artificial Heart, permanent implant and short term use

" CHEEDMEE KA F BB s L SRR e F et %5;/%« LS
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Cardiac Bypass Systems: oxygenator, cardiopulmonary blood pump, ventricular
assist devices

CEREERMRE R DT SR agin s e iR

Cardiac Pacemaker/Pulse Generator: implantable, external transcutaneous, ant
tachycardia, esophageal

s R

Cardiovascular/Intravascular Filters

Tk B R L L K AL

Coronary Artery Retro perfusion System

-

EneFiwE

DC-Defibrillators

VAR N F%%ﬁ%ﬁ‘:g’% R

Implantable Cardioverters

85t mstko oS A R B A
Laser Coronary Angioplasty Device
e st et T

Pacemaker Programmer

K- S %’Efﬁ« IR L 2P ",% R
Percutaneous Conduction Tissue Ablation Electrode
B s BRI

Replacement Heart Valve

& frd R R s A
Vascular and Arterial Graft Prostheses

fﬂ Dental

FpsSER
End osseous Implant

J & Ear, Nose and Throat

Al g+ BAE g

Cochlear Implant

Bl b 2B M e Bk R

Total Ossicular Prosthesis Replacement Ossicular
CAR T ST

Gastroenterology and Urology

PR R E

Anastomosis Device

AR B ek A e e 4o 12

Endoscope and/or Accessories

LR B

Extracorporeal Hyperthermia System

%ﬁ ¢} %%2 ,;'% s

Extracorporeal Photopheresis System

R R

Extracorporeal Shock-Wave Lithotripters
3 & ,;'% o

Kidney Perfusion System
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S BRI BELA TR EH

Mechanical/Hydraulic Impotence and Incontinence Devices
= e~ IS E i 4

Implantable Penile Prosthesis Penile Prosthesis
A R

Peritoneal Shunt

- 4.2 #35% # General and Plastic Surgery

= S EE ST g S
Absorbable Hemostatic Agents
LI - 3
Artificial Skin
RIRERRAp )
Injectable Silicone
s E SR T BT G Bk
Implantable Prostheses: chin, nose, cheek, ear
» LR
Sutures

5 & § & General Hospital

nI A FT A AR HP A Bt

Infusion Pumps: Implantable and closed-loop, depending on infused drug
PR EH

Implantable Vascular Access Devices

# 8 £ Neurology

. sgﬁ Pk
Hydrocephalus Shunts
R AR T E
Implanted Intracerebral/Subcortical Stimulator
"t RET R
Implanted Intracranial Pressure Monitor
g O REfod EOTE R R
Implanted Spinal Cord and Nerve Stimulators and Electrodes

¥ 2 #* Obstetrics and Gynecology

= R ERES
Cervical Dilator

s RLBREE > R RRER(REZDY)
Chorionic Villus Sampling Catheter, phase II (pregnancy continued to term)

SR FREM K S S RIS g p w2 AR R FHAUD) -
P
Contraceptive Devices: tubal occlusion, cervical cap, diaphragm, intrauterine
device (IUD) and introducer, and sponge
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ft# Ophthalmic

- LR AETRE

Extended Wear Contacts Lens

PN F AT 7 (BN iE 21 & 813 & % Hd)

Intraocular Lens (investigations subject to 21 CFR 813) Intraocular

P PR

Eye Valve Implant

EWNEE CR AL Ve s B s TE A RN F

Retinal Reattachment Systems: sulfur hexafluoride, silicone oil, tacks, perfluoro
propane

¥ # Orthopedics
"t SR 2y

Implantable Prostheses: ligament, tendon, hip, knee, finger
CREUD o R

Bone Growth Stimulator
" AT RARR/E F AT E T

Calcium Tri-Phosphate/Hydroxyapatite Ceramics
B RO ES

Xenografts

8+ 97 Radiology

- BB o
= Hyperthermia Systems and Applicators
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