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FDA Home® Medical Devices® Databases®

Adverse  Recalls'|PMA4HDE "¥[Classification “iStandards '©

7 Listing® Everts!?
CFR Title |  Radiation-Emitting | X-Ray | Medsun  |CLIAZTPLC? Inspections®
2418 Products '’ Assembler’? Reports'?
New Search Back t

Date Posted November 25, 2015

Recall Status’ Open

Recall Number Z2-0271-2016

Recall Event ID 72377%

Product Classification Infraocular Lens® - Product Code HQL?

Product } Expansion of previous recall of AcrySof 1Q ReSTOR and AcrySof 1Q

iQm, now to include AcrySof |Q Toric models SNBATS, SNBAT7, S*\
SNBATO. Intended for primary implantation in the capsular bag of th
correction.
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Code Information 12156526 12156527 12156528 12156529 1
12158164 12158165 12158166 12161289
12161294 12161295 12161296 12161297
12165175 12165176 12165179 12165187
12199363 12189365 12198367 12205570
12205885 122056886 12205887 12205888
12208851 12208852 12208853 12208854
12208859 12208860 12208861 12208862
12223717 12224422 12224753 12224754
12230266 12230895 12230896 12230897
12235083 12238380 12238381 12238382
12238387 12238388 12238389 12238390 12238391 3
12241034 12241338 12241339 12241340 12241341 12241342
12241345 12241346 12243953 12245144 12245145 12245163
12245166 12245167 12245168 12245169 12245170 12245171
12247472 12247473 12247474 12247475 12247476 12249098
12249101 12250139 12250044 12251348 12251349 12254704
12261858 12261859 12261860 12261861 12261862 12261863 1
12267813 12267814 12267815 12267816 32’96"7817 12267818
12269084 12269005 M%QQ% 12272159 12 2
12272164 12273173 1 3174 12273175 ?22/\7&) /2/??77 1
12273180 12273181 1247:’/&. 12273183 12274561 1 29/@332'
12275466 12275467 12275468 12275469 12275470 1227
12276615 12280534 12280535 12280536 1

12280541 12280542 12280543 12280544 i2£80 Mb

12285573 12285574 12285575 12285576 12288202 11

12290364 12280365 12290366 12290367 12290368 122.3

12302749 12302750 12302751 12302752 12302753 1

12322800 12330979 12330981 12330982 12330983 19 8 *OCS/J i

12335930 12335931 12335932 12335933 12335034 1233

12335038 12335939 12335040 12335941 12345478 12345479 1

12345482 12345483 12345484 12345485 12345486 12350832 1

12350835 12350836 12350837 12350838 12350839 1 1

12350843 12350844 12350845 12350846 12350847 12 i

123564»{13 12356444 12356445 12356446 12356447 12356448 1

2363285 12363286 12363287 12363288 12363289 12372557 1

?2372560 12378963 12378964 12378965 12378966 12378967 1
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Class 1 Device Recall AcrySof 1Q Toric IOL

Action

12383984 12383885 12385737 12388578 1
12380826 12389827 12389828 12 531348
12156533 12156534 12156535 12156536 8168 12158169 1
W’E 1300 12161301 12161302 121 61303 12161304 12161305 1216
2161309 12161310 12165206 12165208 12199368 12199370 1219
14’?99373 12205892 12205893 12205894 12205895 12205896 12:
122058699 12205900 12205901 12205902 12205803 12208863 1
12215579 12215580 12216599 12216600 12216601 12216602 1
2220886 12220887 12220888 12224423 12224758 12224759 1
12230268 12230269 12230898 12238392 12238399 12241035 4
12243955 12243956 12245146 ”!2245173 12248222 1?2/;9’"&09 1224
12249112 12251350 12251351 12251352 12251353 ‘
12258374 12261630 12261866 1226?820 12267821 1.
12272165 12272166 12272167 12272168 12272169 12
12272173 12272474 12272175 12275472 12275473 12 i
12280548 12280549 12280550 12283878 12285410 12285577 122
12285580 12285581 12285582 12285583 12285584 12285585 12
122980902 12298983 12298994 12298995 12302068 12302756 12
12302759 12302760 12308160 12322801 12322802 12330987 1:
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12335944 12335945 12345487 12349079 12350849 12350850 12350851
12350863 12350854 12350855 12353524 1 2358450 12356451 12356452
12356454 12360181 12363290 12363291 12363292 12363293 12372561
12372563 12372564 12372565 12378977 12378978 12378979 12378980
23 8982 12378983 12378984 12378985 12378986 12380542 12383986
2383988 12383989 12389830 12389831 12389832 12389833 12388514 12
12"i:’56611 12156612 12156613 12156614 12158172 121568174 12158176 12
12161312 12161313 12161314 12161315 12161316 12161317 12161318 12
12161703 12161704 12173557 12199374 12205572 12205904 12205905 12
12205807 12205908 12216603 12216604 12220889 12230899 12230900 12
12241036 12241037 12241038 12241039 12241348 12241349 12241350
12245174 12250045 12251357 12261867 12261868 12267824 1 82
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12272178 12272747 12275475 12275476 12275477 1227°
12280552 12280553 12290299 12297182 12302069 12302070 1
1 ’?’%2?803 12322804 12330988 12330989 12335946 12335947

2335950 12345488 12350856 12350857 12350858 12350859 1

}50862 12353525 12356455 12356456 12356457 12356458 1
123/8J88 12378989 12378990 12378991 12383990 12388580
12398516 12398517 12398519 12156538 12156615 12156616
12158177 12158178 12158179 12158180 12158181 12161320
12161324 12161325 12161326 12161327 12161328 12161705
12205909 12205910 12208866 12208867 12216605 1
12230801 12230902 12230803 12231908 12233508 -
12241040 12241351 12241352 12241353 12241354
12280946 12250947 12257837 12257838 12261631
12261870 12261871 12270533 12270534 12271719
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12275480 12276616 12280554 12280555 12285587 12200300 1229
12298096 12298997 12298998 12298999 12302071 12302761 1230
12308161 12316243 12330990 12330991 12335951 12335952 1233
12335855 12349080 12350863 12350864 12350865 12350866 1235
12350869 12350870 12356459 12356460 12356461 12360182 1236
12372569 12372570 12378992 12378993 12383992 12383993 1238

12398522

Alcon Research, Ltd.
6201 South Fwy
Fort Worth, Texas 76134-2099

N/A
817-293-0450

Continued increase in reports of post-operative inflammation in patients who received
AcrySof IQ Toric IOL.

DESIGN: Process Design

The firm, Alcon, sent an "FDA Notification-Update to Recal
October 1, 2015, to its Consignee in Japan who have rec
SNBATE to SNBATY in order to initiate the recovery of product. Th
product, problem and actions to be taken. The consignee was instru
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Class 1 Device Recall AcrySof 1Q Toric I0L

immediately and put on hold until sales representatives visit their site for withd

PageJof 4

Recall

does not affect AcrySof IQ Monofocal IOLs or AcrySof 1Q Toric IOL models SNEAT3,

SNBAT4 and SNBATS.

Quantity in Commerce 43,651 units

Distribution International Only Distribution -~ Japan.

Total Product Life Cycle  TPLC Device Report?’

1 For details about termination of a recall see Code of Federal Requlations (CFR) Title 21 §7.565%°
2 Per FDA policy, recall cause determinations are subject to modification up to the point of termination of the recall.
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