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( Design of a Tracking & Recall Management System for Implantable
Devices )
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Abstract

Medical implant devices are one of the targets of the US’s Food & Drug Administration (FDA) for tracking in case of
a serious adverse event since they are directly connected to the lives of patients. The US law stipulates that the public
health agency shall order implantable device makers to track their product down to the patient level if a serious adverse
event has occurred or defects have been discovered; in reality, however, the agency can pass on the responsibility for
tracking or recalling faulty devices to the manufacturers or use mass media. This article proposes an efficient tracking and
recall management system and examines four main virtual scenarios based on such. This research seeks to suggest a
system that enables FDA to perform accurate and prompt tracking and recall management for patients’ enhanced safety.

Keywords : Implantable Devices, Tracking, Recall, MSF/CD, System architecture
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Table 1. Tacking devices designated by FDA.

1. Temporomandibular Joint (TM]) prosthesis
STt Ad)

2. Glenoid fossa prosthesis(3}e}9} H&E)

3. Mandibular condyle prosthesis(d}etatF B &)

4. Implantable pacemaker pulse generator
(o148 9134145 7))

5. Cardiovascular permanent implantable pacemaker
electrode(H 8 g7+ o] 4F A4 FE7] A=)

6. Replacement heart valve (mechanical only)
(LAF AFA g

7. Automatic implantable  cardioverter/defibrillator
(o143 A5 AAZ AAME7)

8. Implanted cerebellar stimulator(e]21d A3 2=7])

9. Implanted diaphragmatic/phrenic nerve
(o143 AR/ A ALNA A57])

10. Implantable infusion pumps(e]A& o] oFEF917])

11. Abdominal Aortic Aneurysm (AAA) stent

ERgsus ~HE Jg2E)
12. Silicone gel-filled breast implants(2g]& o1&
13. Cultured epidermal autografts(Z33]¢] z}7}o]4])

14. Thoracic Aortic Aneurysm (TAA) stent grafts
(FFUsHF ~HE 1YZE)

stimulator

grafts




o4y oz7|7lo £X % 54

76

® 2. FDA7l 275t £z M2
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Fig. 5. FDA’s mandatory recall scenario (Case 4).
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