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Objective:
To test the efficacy and stability of using a foldable intralamellar artificial
cornea for the treatment of patients with severe cornea blindness due to
ocular surface disease.

Methods:

Three cornea blind patients with severe ocular surface disease (alkali burn,
ocular cicatricial pemphigoid and aniridia) were implanted with the
KeraKlear Artificial Cornea. Data including visual acuity and stability of
the implant within the cornea were then followed prospectively

Surgical Methods:

The wavelight FS200 Femtosecond laser was used to create a 7.5mm intracorneal
pocket at 300 um depth and with a 3.5mm tunnel side cut extending to the
superior limbus. Then a central trephination of 3.5mm and at 300um depth was
applied over the pocket with the same laser. The 3.5mm central free button (of 300
um thickness) was manually removed with a toothed forceps. The KeraKlear was
then inserted as an inlay through the 3.5 mm side cut tunnel and centered in place.
No sutures were used.

Surgical video is available at

This device has European CE Mark Approval. This deRBE BN WP AU FDA Clearance and may not be used in the USA.

Results:
The three patients were followed for a period of two years. Visual acuity improved
in each case from light perception to the 20/80 to 20/100 range within 1 month of
surgery and remained stable during the follow-up period. The view through the
central cornea remained clear during the follow-up period. There was no melting of
the surrounding cornea or extrusion of the implants. Visual acuity in each case was
believed to be limited by pre-existing advanced glaucoma.

Conclusions:
This non-penetrating foldable and injectable artificial cornea may be a feasible
alternative to corneal transplantation in cases where there is a high risk of graft rejection
or graft failure

A significant benefit is that there is not a need for carrier donor tissue, which is
unavailable

in many parts of the world. The non-penetrating also helps to avoid the serious
complications of endophthalmitis and suprachoroidal hemorrhage.

The small external incisions and simplicity of procedure may make artificial cornea
surgery more accessible. These implants appear to be stable over a period of two years.



