Patient Information for STAAR Surgical Implantable Collamer Lenses (ICLs)
EN - English

General Information

The STAAR Surgical Implantable Collamer Lenses (ICLs) are refractive lenses made from a material called Collamer®, a polymer proprietary to STAAR Surgical that is made of a similar material to
that found in soft contact lenses combined with a small amount of purified porcine collagen. It also contains an ultraviolet light filter. Collamer is biocompatible (does not cause a reaction inside the
eye) and is stable.

Expected Device Lifetime

STAAR ICLs are long term implants. The long-term effect of the lens has not been defermined.

Patient Follow-up Information
Implantation of the ICLis a surgical procedure, and as such, carries potentially serious risks. The following represent potential complications/adverse events:

« under/over correction of vision, + eyeinfection,

« additional surgeries, + |CLdislocation,

+  ICLremoval, replacement, or repositioning, «+ swelling in the area responsible for fine (reading) vision on the back surface of the eye,

+  cataract formation, «  non-reactive pupil,

+  temporary or permanent loss of best corrected vision, « the inability of fluid to flow from the back chamber of the eye to the front chamber frequently
+ raised pressure inside the eye, blocking drainage of fluid out of the eye and raising the pressure in the eye,

« aloss of cells on the innermost surface of the corneaq, « severe inflammation of the eye, inflammation in the front chamber, middle layer of tissue, or
+ areddening of the observable, white portion of the eyeball and inner eyelid, other portion of the eye,

+  abnormal fluid build-up/swelling in the cornea, +  loss of a clear gel-like material from the farthest back chamber of the eye during a surgical
+  severe infection or inflammation of the entire eyeball, procedure,

+  significant glare and/or halos around lights, «  separation of the retina from its natural position on the back surface of the eyeball, and

+  bloodin the eye, « corneal fransplant.

+ pusintheeye,
If you notice any sudden decrease in your vision, you should contact your doctor immediately. Affer ICL surgery it is important that you follow your doctor’s recommendations for eye care and
follow-up visits. The patient implant card should be used fo provide information regarding your implanted ICL fo any eye doctor that you visit.

Patient Implant Card
The implant card provided to you by your surgeon contains information specific to the individual STAAR ICL that was implanted.
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Information included on your implant card:

1. Your name, the date the ICL was implanted, and the name and address of the doctor 6. The date of surgery and name of the surgeon. These fields may be blank because the
2. Adescription of the device that was implanted information is on the other side of the card.
3. The website to find important safety information about the ICL 7. The power, size of the optic and the overall size of the ICL that was implanted.
4. The name, address, and website of the ICL manufacturer 8. Model of ICL that was implanted and lens length
5. The unique device identification (UDI) number and barcode. This number is specific to the 9. Serial number of the ICL that was implanted
manufacturer, manufacturing location, model, size, and power that was implanted 10. Eye that was implanted. OD = right eye and OS = left eye.

Manufacturer contact information

STAAR Surgical AG

Hauptstrasse 104 CH-2560, Nidau
Switzerland
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