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Government Printing Office via GPO access
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net/html/product/mdcd/eng/attach01_1.asp
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U

MARLIN 1 sethanseaiiefihifinnndasehaiiviad Aty Excemple of non-significant risk device studies
O Bio-stimulation lasers for treatment of pain

Caries removal solution

Daily wear contact lenses and associated cleaners and solutions

Dental filling materials, cushions or pads made from traditional materials and designs

Denture repair kits and re-aligners

O O O O O

Gynecologic laparoscope and accessories at power levels established prior to May 28, 1976 (excluding use in
female sterilization)

Externally worn monitor for insulin reactions

Jaundice monitor for infants

Magnetic resonance imaging (MRI) devices within specified physical parameters

Menstrual pads

Menstrual tampons of “old” materials (used prior to May 28, 1976)

Non-implantable male reproductive aids

Ob/Gyn diagnostic ultrasound (within specified parameters)

Transcutaneous electric nerve stimulation (TENS) devices for treatment of pain

O O 0O 0O O 0o O O ©

Wound dressings, excluding absorbable hemostatic devices and dressings

1111 249 910 412
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[

MANUIN 2 msﬁnmm’%eaﬁaﬁﬁmmnémadnﬁﬁamﬂty Significant risk device studies
General medical use Catheters:
O Cardiology — diagnostic, treatment, transluminal coronary angioplasty, intra-aortic ballloon with control system
O Gastroenterology and Urology — biliary and urologic
O General hospital — long-term percutaneous, implanted, subcutaneous and intravascular
O Neurology — cerebrovascular, occlusion balloon
O Collagen implant material for use in Ear, Nose and Throat, Orthopedic and Plastic surgery
O Lasers for use in Ob/Gyn, Cardiology, Gastro-enterology, Urology, Pulmonary, Ophthalmology and Neurology
O Tissue adhesives for use in Neurology, Gastro-enterology, Ophthalmology, General and Plastic Surgery,and
Cardiology
Anesthesiology
O Respiratory ventilators
O Electro-anesthesia apparatus
O Gas machines for anesthesia or analgesia
O

High frequency jet ventilators greater than 150 BPM

Cardiovascular
O Arterial embolization device
Artificial heart, permanent implant and short term use
Cardiac bypass systems: oxygenator, cardiopulmonary blood pump, ventricular assist devices

Cardiac pacemaker/pulse generator: implantable, external transcutaneous, antitachycardia, esophageal

O O O O

Cardiovascular/intravascular filters
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O O O 0O O O O O

Coronary artery retroperfusion system
DC-defibrillators

Implantable cardioverters

Laser coronary angioplasty device

Pacemaker programmer

Percutaneous conduction tissue ablation electrode
Replacement heart valve

Vascular and arterial graft prostheses

DENTAL

©)

Endosseous implant

Ear, Nose and Throat

O
O

Cochlear implant

Total ossicular prosthesis replacement

Gastroenterology and Urology

@)

O
O
O
O
O
O
@)
@)

Anastomosis devices

Endoscope and/or accessories

Extracorporeal hyperthermia system

Extrocorporeal photopherasis system

Extracorporeal shock-wave lithotriptor

Kidney perfusion system

Mechanical/hydraulic impotence and incontinence devices
Implantable penile prosthesis

Peritoneal shunt

%11 251 910 412
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General and Plastic Surgery

O Absorbable hemostatic agents
Artificial skin
Injectable silicone

Implantable prostheses: chin, nose, cheek, ear

O O O O

Sutures

GeneralHospital
O Infusion pumps: implantable and closed-loop, depending on infused drug

O Implantable vascular access devices

Neurology

O Hydrocephalus shunts

O Implanted intracerebral/subcortical stimulator
O Implanted intracranial pressure monitor
O

Impalnted spinal cord and nerve stimulators and electrodes

Obstetrics and Gynecology
O Cervical dilator
O Chorionic villus sampling catheter, phase II (pregnancy continued to term)
O Contraceptive devices: tubal occlusion, cervical cap, diaphragm, intrauterine device (IUD) and introducer, and

sponge

Ophthalmics

O Extended wear contact lens

O Intraocular lens (investigations subject to 21 CFR 813)
O Eye valve implant
O

Retinal reattachment systems: sulfur hexafluoride, silicone oil, tacks, perfluoropropane

111 252 910 412



AMZNIITNNITDIUTIINMI I8 I HAY

Nﬁ1aﬂﬂ1ﬁ’ﬂﬁiiﬂ~lﬁ1ﬁﬂ% ﬁ]élﬂ!l‘W‘VlfJﬁ1ﬁﬂ%

a av d' Y d' =) ¢
mswmsmﬂmqmsmmnmnmmmmuwm

Review of NMedical Device Studies

UNN MTU 30

v
a

sy

16 fla1AN 2568

Orthopedics

©)

@)
@)
©)

Implantable prostheses: ligament, tendon, hip, knee, finger
Bone growth stimulators
Calcium tri-phosphate/hydroxyapatite ceramics

Xenografts

Radiology

©)

Hyperthermia systems and applicators
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