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intraocular lens surgery system?* - Product Code NCF25

ORA System with VerifEye+ Cart, Catalog Number 8065998307 For use during
intraocular lens surgery
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Alcon Research, Ltd.
6201 South Fwy
Fort Worth TX 76134-2099

Wes Warnock
817-615-2501

Some ORA Carts have the potential to return an incorrect IOL power measurement during cataract surgery. This issue
appears to have been caused by a software coding error that results in the lens coefficients for an 10L. model being
downloaded from the Alcon server in an incorrect order.

Software design

The Market Action was initiated with Initial telephone contact to all affected customers starting June 30, 2017. These
customers were informed of the issue, and advised not to use their ORA Carts for calculations with the lens model
affected on their specific system. A confirmatory letter (Attachment 4) was also sent via overnight mail to these
customers July 12, 2017. As of July 12, 2017, Alcon has identified 8 ORA Carts that are affected by the software
coding error. Alcon has reset the IOL databases on all 8 of the identified affected ORA Carts.

429 units
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Distribution Worldwide distribution. US Nationwide and Argentina, Australia, Belgium, Brazil, Canada, China, Colombia, France,
India, Japan, Mexico, Netherlands, Panama, Portugal, Romania, Spain, Thailand, UAE, and United Kingdom

Total Product Life Cycle TPLC Device Report®®

1 A record in this database is created when a firm initiates a correction or removal action. The record is updated if the FDA identifies a violation and
classifies the action as a recall, and it is updated for a final time when the recall is terminated. Leam more about medical device recalls?’.

2 per FDA policy, recall cause determinations are subject to modification up to the point of termination of the recall.

3 The manufacturer has initiated the recall and not all products have been corrected or removed. This record will be updated as the status changes.
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