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TITLE:                                             DEVICES REQUIRING TRACKING 
 
(1) Permanently Implantable Devices 
 

1.1  Vascular graft prosthesis less than or grater than 6mm diameter. 
1.2  Vascular bypass (assist) devices. 
1.3  Implantable pacemaker pulse generator 
1.4  Cardiovascular permanent pacemaker electrode 
1.5  Annuloplasty ring 
1.6  Replacement heart valve 
1.7  Automatic implantable cardioverter/defibrillator 
1.8  Tracheal prosthesis 
1.9  Implanted cerebellar stimulator 
1.10  Implanted diaphragmatic/Phrenic nerve stimulator 
1.11  Implantable infusion pumps 

 
(2) Life-Sustaining or Life Supporting Devices Used Outside a User Facility 
 

2.1 Breathing frequency monitors (apnea monitors) (including ventilatory efforts monitors) 
2.2 Continuous ventilator 
2.3 DC-defibrillator and paddles 

 
(3) FDA Designated Devices 
 

3.1 Silicone inflatable breast prosthesis 
3.2 Silicone gel-filled breast prosthesis 
3.3 Testicular prosthesis, silicone gel-filled 
3.4 Silicone gel-filled chin prosthesis 
3.5 Silicone gel-filled angel chik reflux valve 
3.6 Infusion pumps (electromechanical only) 
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