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Michio Sato and Akitada Nakamura,
"Device Tracking and Retrieval in
Japan', Proceedings of IDr3 -
Implant Data: Record, Report,
Review, 1996
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1995-96 IOL (MDR)

Access Type M| Access Number [ 111111] Date Received | 96/0603]

Product Deseription [xux INTRAOCULAR LENS |
Manafacturer name cods [ososoo | Manufacturer Nama fesxcscs |
Street address fooooons |

o o | S ] Zipeode
Model pumber |l | Reporttype [BERIOUS INJURY |
Catalog number [ooox ] FDA panelcode F5 | FDA Product code Event iype [F_|

Event LENSREFLACEMENT DUE TO ACUTE CORNEAL DECOMFENSATION AND CORNEAL TOUCH. &
description [VITRECTOMY, CORNEAL TRANSFLANT, AND LENS SUTURING WERE PERFORMED. THE
PHYSICIAN FELT THIS TO BE PRODUCT RELATED.

Closeowt [THE CAUSE OF THISEVENT HASNOT BEEN DETERMINED. IN ADDITION, AVAILABLE
texd FREQUENCY AND SEVERITY DATA DO NOT INDICATE THAT ANY FURTHER INVESTIGATION IS
NECESSARY AT THIS TIME. BOTH THE FREQUENCY AND SEVERITY OF THIS EVENT WILL BE

PERIODICALLY MONITORED TO DETERMINE IF ANY FOLLOW-UP AND/OR OTHER ACTION I3
MDICATED.

Medical Device Reporting
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Medical Devices Agency (MDA),
An Executive Agency of the Department of Health
Hannibal House, Elephant and Castle, London SE1 6TQ, England

10
1) - Medical Devices Agency, London
2) Trent - Groby Road Hospital, Leicester
3) - Hammersmith Hospital, London
4) - Royal Brompton Hospital, London
5) - Salisbury Hospital, Salisbury
6) - University College London,London
7 - Sheffield University, Sheffield
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