Abbott Medical Optics Inc.
1700 E. St. Andrew Place
Santa Ana, CA 92705

URGENT
FIELD SAFETY NOTICE

April 18, 2017

Dear AMO Customer:

RE: Voluntary Recall of Select Lots of AMO Healon OVDs

Abbott Medical Optics Inc. (AMO) is recalling 36 product lots of Healon Ophthalmic Viscosurgical Devices
(OVDs) of various models (this “Action”). This Action only affects the Healon GV OVDs listed on page
3. There was only affected one (1) affected lot was shipped to Singapore. No other AMO OVD lots
are affected by this Action. The Healon GV OVD lot number is displayed on the end of each individual
unit carton (see page 3 for label example). The OVD lot number is also present on each individual syringe
packaging tray and each syringe.

AMO has voluntarily initiated this Action because a remote possibility exists that certain Healon OVD
solutions in the affected lots may contain microscopic glass particles due to damage that occurred at the
cylinder neck during the manufacturing process. Use of OVD solutions with glass particles could potentially
lead to intraocular injury. You are receiving this notice because our records indicate that you
received Healon GV OVDs impacted by this Action.

To date, no patient injuries have been reported in connection with any of the Healon OVDs impacted by
this Action. Although no patient injuries have been reported and the probability of harm is considered
remote, AMO believes this Action is in the best interests of patients and consistent with its commitment to
product quality.

Singapore HSA have been notified of this action.

Since you have received potentially affected product, please immediately take the following actions:
1. Compare your inventory against the attached list on page 3.

2. STOP using and remove from your inventory all affected OVD lots listed on page 3 of this letter.
Note: You can continue to use all other lots not affected by this recall.

3. Complete and return the attached Customer Reply Form (page 4) EVEN IF YOU HAVE NO
INVENTORY affected by this recall. AMO requires this information for reconciliation purposes with
regulatory agencies.

This notice should be shared with anyone who needs to be aware within your organization or to any
organization where the potentially affected products have been transferred.

If you have inventory of any of the OVDs with the lot number listed on page 3, please complete the
Customer Reply Form, noting the lot numbers of the OVDs and contact Customer Support at (65)
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82882997 to arrange pick up of affected OVD lots to be returned. Returned product will not require
refrigerated shipping. Any returned product will be replaced.

The completed Customer Reply Form should be faxed to AMO Singapore at (65) 6844 8884 or email
boonpeng.nah@abbott.com within 3 business days of receipt of this letter.

If you have product complaints or adverse events to report regarding the use of Healon OVD, please
inform AMO by calling (65) 82882997. If you do report a complaint, please provide the Healon OVD lot
number and, if a patient was involved, the date of surgery, a description of the event and patient outcome.

This voluntary action reflects AMO’s commitment to high quality standards and ensuring that our products
fully meet your expectations. AMO remains fully committed to serving you and your patients with safe and
effective products. We recognize the inconvenience this causes you and appreciate your assistance in
expediting the return of this product.

Sincerely,

i

Christopher Lim

Senior QA Manager

Asia Pacific & China Regional QA
Johnson & Johnson Vision, Surgical

cc Chairman Medical Board and relevant Head of Departments

Abbott Medical Optics, Inc. is now a member of the Johnson & Johnson Family of Medical Device Companies.
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Abbott Medical Optics Inc.
1700 E. St. Andrew Place
Santa Ana, CA 92705

Product Unit Carton Label Example

Example:

Lot Number
location

Each mlL of the Healon® OVD congins:

Important! &

Sod Juronate 5000 10

oaum ’a""“ i e This starile, asaptically

sodium chioride 85 mg packaged yrings is Caution, see See inseructions for use
instructions for use

disodium hydrogen phosphate diliydrate 0.28 mg,
sodium dilydrogen phosphate diliydrate 0.04 mg.
water for injection s

sealed with 2 membrane
which must be ruptured
prior o use (see enclosed
directions)

Product of Sweden

For intraocular use.

wrwamo-ing.com

AMO Uppsala AB, Rapsgaan 7
Box 6406, SE-751 36 Uppsala, Sweden

Manufactures
Abbort Madical Optics Inc.
1700 E St Andrew Place
&On'v Sanm Ana, CA 92705 USA
1-877-AMO-4-LIFE

HEALON is a trademark owned by or licensed to
Abbott Laboratories, its subsidiaries or affiliates.

(©2015 Abbott Medical Optics Inc.

53-0399-00

I 0 mg per mL

Sodium Hyaluronate

STERILE

unless opened or damaged

a Abbott
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Singapore Lot Numbers Affected By Recall per Model

Model

Lot No.

Healon GV

UB32576
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Abbott Medical Optics Inc.
1700 E. St. Andrew Place
Santa Ana, CA 92705

OUS Lot Numbers Affected By Recall per Model

Model Lot No.
HealonV UB32491
Healon UB32514
Healon UB32519
Healon UB32522
Healon Pro UB32524
Healon5 Pro UB32526
Healon UB32533
Healon UB32534
Healon UB32536
Healon UB32538
Healon uUB32573
Healon UB32574
Healon GV UB32576
Healon GV UB32577
Healon UB32579
Healon UB32594
Healon GV UB32597
Healon UB32599
Healon UB32600
Healon UB32604
Healon UB32614
Healon UB32615
Healon UB32616
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Abbott Medical Optics Inc.
1700 E. St. Andrew Place
Santa Ana, CA 92705

AMO Product RECALL Letter Dated April 18, 2017

AMO HEALON OVD RECALL CUSTOMER REPLY FORM

Please complete and return immediately EVEN IF YOU HAVE NO STOCK
via Fax: +66 2 219 2755 or email: boonpeng.nah@abbott.com

Please place an “X"” in one of the boxes below.

All affected products have been used or discarded.

AMO Representative has returned all affected product inventory on our behalf.

We are returning affected products RGA #
Lot Number Quantity of Healon OVD to be Returned
UB32576

AMO Account Number:

Account Name:

Address:

City, State, Zip Code

Country

Telephone Number:

Person completing this form acknowledges the receipt and understanding of the actions,
as stated in the Field Safety Notice:

Name: (print)

Title/Position

Signature:

Date:

Page 5 of 5 FSN2017-03 Revision 01



	cc Chairman Medical Board and relevant Head of Departments
	Abbott Medical Optics, Inc. is now a member of the Johnson & Johnson Family of Medical Device Companies.
	Product Unit Carton Label Example
	Singapore Lot Numbers Affected By Recall per Model
	Attachment 3 Template of Field Safety Notification for OUS.pdf
	Abbott Medical Optics, Inc. is now a member of the Johnson & Johnson Family of Medical Device Companies.
	Product Unit Carton Label Example
	OUS Lot Numbers Affected By Recall per Model



<<
	/CompressObjects /Off
	/ParseDSCCommentsForDocInfo true
	/CreateJobTicket false
	/PDFX1aCheck false
	/ColorImageMinResolution 150
	/GrayImageResolution 150
	/DoThumbnails false
	/ColorConversionStrategy /UseDeviceIndependentColor
	/GrayImageFilter /DCTEncode
	/EmbedAllFonts true
	/CalRGBProfile (sRGB IEC61966-2.1)
	/MonoImageMinResolutionPolicy /OK
	/AllowPSXObjects true
	/LockDistillerParams false
	/ImageMemory 1048576
	/DownsampleMonoImages true
	/ColorSettingsFile (None)
	/PassThroughJPEGImages true
	/AutoRotatePages /All
	/Optimize true
	/ParseDSCComments true
	/MonoImageDepth -1
	/AntiAliasGrayImages false
	/JPEG2000ColorImageDict <<
		/TileHeight 256
		/Quality 15
		/TileWidth 256
	>>
	/GrayImageMinResolutionPolicy /OK
	/ConvertImagesToIndexed true
	/MaxSubsetPct 100
	/Binding /Left
	/PreserveDICMYKValues false
	/GrayImageMinDownsampleDepth 2
	/MonoImageMinResolution 1200
	/sRGBProfile (sRGB IEC61966-2.1)
	/AntiAliasColorImages false
	/GrayImageDepth -1
	/PreserveFlatness true
	/CompressPages true
	/GrayImageMinResolution 150
	/CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
	/PDFXBleedBoxToTrimBoxOffset [
		0.0
		0.0
		0.0
		0.0
	]
	/AutoFilterGrayImages true
	/EncodeColorImages true
	/AlwaysEmbed [
	]
	/EndPage -1
	/DownsampleColorImages true
	/ASCII85EncodePages false
	/PreserveEPSInfo false
	/PDFXTrimBoxToMediaBoxOffset [
		0.0
		0.0
		0.0
		0.0
	]
	/CompatibilityLevel 1.4
	/MonoImageResolution 1200
	/NeverEmbed [
		/Arial-Black
		/Arial-BlackItalic
		/Arial-BoldItalicMT
		/Arial-BoldMT
		/Arial-ItalicMT
		/ArialMT
		/ArialNarrow
		/ArialNarrow-Bold
		/ArialNarrow-BoldItalic
		/ArialNarrow-Italic
		/ArialUnicodeMS
		/CenturyGothic
		/CenturyGothic-Bold
		/CenturyGothic-BoldItalic
		/CenturyGothic-Italic
		/CourierNewPS-BoldItalicMT
		/CourierNewPS-BoldMT
		/CourierNewPS-ItalicMT
		/CourierNewPSMT
		/Georgia
		/Georgia-Bold
		/Georgia-BoldItalic
		/Georgia-Italic
		/Impact
		/LucidaConsole
		/Tahoma
		/Tahoma-Bold
		/TimesNewRomanMT-ExtraBold
		/TimesNewRomanPS-BoldItalicMT
		/TimesNewRomanPS-BoldMT
		/TimesNewRomanPS-ItalicMT
		/TimesNewRomanPSMT
		/Trebuchet-BoldItalic
		/TrebuchetMS
		/TrebuchetMS-Bold
		/TrebuchetMS-Italic
		/Verdana
		/Verdana-Bold
		/Verdana-BoldItalic
		/Verdana-Italic
	]
	/CannotEmbedFontPolicy /Warning
	/PreserveOPIComments false
	/AutoPositionEPSFiles true
	/JPEG2000GrayACSImageDict <<
		/TileHeight 256
		/Quality 15
		/TileWidth 256
	>>
	/PDFXOutputIntentProfile ()
	/EmbedJobOptions true
	/JPEG2000ColorACSImageDict <<
		/TileHeight 256
		/Quality 15
		/TileWidth 256
	>>
	/MonoImageDownsampleType /Bicubic
	/DetectBlends true
	/EmitDSCWarnings false
	/ColorImageDownsampleType /Bicubic
	/EncodeGrayImages true
	/AutoFilterColorImages true
	/DownsampleGrayImages true
	/GrayImageDict <<
		/HSamples [
			2.0
			1.0
			1.0
			2.0
		]
		/QFactor 0.76
		/VSamples [
			2.0
			1.0
			1.0
			2.0
		]
	>>
	/AntiAliasMonoImages false
	/GrayImageAutoFilterStrategy /JPEG
	/GrayACSImageDict <<
		/HSamples [
			2.0
			1.0
			1.0
			2.0
		]
		/QFactor 0.76
		/VSamples [
			2.0
			1.0
			1.0
			2.0
		]
	>>
	/ColorImageAutoFilterStrategy /JPEG
	/ColorImageMinResolutionPolicy /OK
	/ColorImageResolution 150
	/PDFXRegistryName ()
	/MonoImageFilter /CCITTFaxEncode
	/CalGrayProfile (Black & White)
	/ColorImageMinDownsampleDepth 1
	/PDFXTrapped /False
	/DetectCurves 0.1
	/ColorImageDepth -1
	/JPEG2000GrayImageDict <<
		/TileHeight 256
		/Quality 15
		/TileWidth 256
	>>
	/TransferFunctionInfo /Apply
	/ColorImageFilter /DCTEncode
	/PDFX3Check false
	/ParseICCProfilesInComments true
	/DSCReportingLevel 0
	/ColorACSImageDict <<
		/HSamples [
			2.0
			1.0
			1.0
			2.0
		]
		/QFactor 0.76
		/VSamples [
			2.0
			1.0
			1.0
			2.0
		]
	>>
	/PDFXOutputConditionIdentifier ()
	/PDFXCompliantPDFOnly false
	/AllowTransparency false
	/UsePrologue false
	/PreserveCopyPage true
	/StartPage 1
	/MonoImageDownsampleThreshold 1.5
	/GrayImageDownsampleThreshold 1.5
	/CheckCompliance [
		/None
	]
	/CreateJDFFile false
	/PDFXSetBleedBoxToMediaBox true
	/EmbedOpenType false
	/OPM 1
	/PreserveOverprintSettings true
	/UCRandBGInfo /Remove
	/ColorImageDownsampleThreshold 1.5
	/MonoImageDict <<
		/K -1
	>>
	/GrayImageDownsampleType /Bicubic
	/Description <<
		/ENU (Use these settings to create Adobe PDF documents suitable for reliable viewing and printing of business documents.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)
		/PTB <>
		/FRA <>
		/KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020be44c988b2c8c2a40020bb38c11cb97c0020c548c815c801c73cb85c0020bcf4ace00020c778c1c4d558b2940020b3700020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
		/NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken waarmee zakelijke documenten betrouwbaar kunnen worden weergegeven en afgedrukt. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)
		/NOR <>
		/DEU <>
		/SVE <>
		/DAN <>
		/ITA (Utilizzare queste impostazioni per creare documenti Adobe PDF adatti per visualizzare e stampare documenti aziendali in modo affidabile. I documenti PDF creati possono essere aperti con Acrobat e Adobe Reader 5.0 e versioni successive.)
		/JPN <>
		/CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e55464e1a65876863768467e5770b548c62535370300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
		/SUO <>
		/ESP <>
		/CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc666e901a554652d965874ef6768467e5770b548c52175370300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
	>>
	/CropMonoImages true
	/DefaultRenderingIntent /Default
	/PreserveHalftoneInfo false
	/ColorImageDict <<
		/HSamples [
			2.0
			1.0
			1.0
			2.0
		]
		/QFactor 0.76
		/VSamples [
			2.0
			1.0
			1.0
			2.0
		]
	>>
	/CropGrayImages true
	/PDFXOutputCondition ()
	/SubsetFonts true
	/EncodeMonoImages true
	/CropColorImages true
	/PDFXNoTrimBoxError true
>>
setdistillerparams
<<
	/PageSize [
		612.0
		792.0
	]
	/HWResolution [
		600
		600
	]
>>
setpagedevice




