INFORMED CONSENT FOR THE USE OF THE EXCIMER LASER TO PERFORM PHOTOREFRACTIVE KERATECTOMY 

Your doctor, _____________________________________, M.D., has determined that you are a good candidate for an FDA approved laser procedure called PHOTOREFRACTIVE KERATECTOMY (PRK) for the correction of your nearsightedness (myopia) and/or astigmatism.  The laser is used to reshape the front of the cornea (the clear front part of the eye), to reduce or eliminate the need for glasses or contact lenses.  This procedure is permanent and irreversible.

PROCEDURE:

The eye being treated will receive topical anesthetic drops to numb your eye so that you will not feel any discomfort during the treatment.  You will be lying on your back under the laser and will be asked to look up into the operative microscope at a red flashing light.  The laser will remove a calculated amount of tissue from the front of the cornea in an attempt to reshape and flatten the front surface of your cornea to decrease or eliminate the need for glasses or contact lenses.

During the laser procedure you will hear a popping or cracking sound.  After the procedure a bandage soft contact lens will be placed in the eye along with antibiotic and anti-inflammatory eye drops.  You may experience discomfort or pain in the hours following treatment such as light sensitivity, tearing, irritation and/or redness.  Additional drops and pills will be available for you to pick up at the pharmacy on the day of surgery.  Verbal and written postoperative instructions on the use of these medications will be provided right after the surgery.  The vision in the treated eye will be blurry for several weeks.

RISKS:

1.
I understand that as with all forms of treatment, the results of my surgery cannot be guaranteed.  There is no guarantee that I will eliminate my reliance on glasses or contact lenses.  It is possible that the treatment could result in undercorrection, where I may have some residual myopia.  It is also possible the treatment could result in overcorrection, or hyperopia, which may or may not require the use of glasses or contact lenses.  It is possible that this treatment may increase my dependence on reading glasses, or that I may require reading glasses at an earlier age.  The treatment could also result in a change in my astigmatism that could cause the need for the use of glasses or contact lenses.  I understand that further treatment may be necessary, including the use of eye drops, the wearing of glasses or contact lenses, or an additional treatment with the laser.

2.
I understand that if I currently wear reading glasses, I will likely still need them after this treatment.  I also understand that if I do no currently need reading glasses, I will most likely need them after a certain age.

3.
(Female only)  I am not pregnant or nursing.  If it is possible that I am pregnant, then I will obtain a pregnancy test to ascertain that I am not pregnant, since pregnancy could adversely affect the treatment result.  Also, I will notify my eye doctor immediately if I become pregnant within the six months following treatment.

4.
I understand that I should make the doctor aware of any vascular or autoimmune disease I may have, or of any drug therapy which may suppress the immune system.  The treatment should not be performed under any of these conditions.

5.
I understand that the FDA has not specifically approved the use of a bandage soft contact lens immediately after the procedure.  The contact lens is used to reduce postoperative pain or discomfort which can be severe without the lens.  The contact lens, however, can increase the risk of corneal infection or inflammation (1-2%).  I will inform my doctor if I do not want a contact lens used after the procedure.

6.
I have been informed that complications can occur after the procedure including:

a.
Decrease in best corrected visual acuity.  A decrease in best-corrected visual acuity (vision with eyeglasses or contact lenses) may occur (up to 7%).  This may improve spontaneously or with additional treatment.

b.
Glare and halo.  Glare from bright lights or halos around lights may be experienced, especially at night.  The glare may be severe enough to cause difficulty driving at night (up to 3%).  This may occur immediately after the procedure and usually resolves spontaneously.

c.
Decrease in contrast sensitivity.  A decrease in the quality of vision may occur even with excellent visual acuity.  This may occur immediately after the procedure and usually resolves spontaneously.

d.
Corneal scarring.  A scar dense enough to affect vision may occur after the procedure (up to 2%).  The scar may respond to treatment.

e.
Elevated intraocular pressure.  High pressure in the eye which may reduce vision.  This may occur while taking eye drops after the procedure and usually responds to treatment.

7.
Other complications which have been reported in less than 1% of eyes which have had this procedure include:  cataract, ulceration, infection, inflammation of the iris, double vision, drooping of the eyelid, and corneal inflammation.  Since it is impossible to state every complication of Photorefractive Keratectomy, it is understood that the above list of complications is not complete or exhaustive.  Fortunately, most complications are rare, temporary, or mild.  Since each person is unique and responds differently to surgery and the healing process, there can be no guarantee made to me regarding the results of PRK in my eye.

8.
If my vision after the surgery should fall outside the minimum acceptable for my job, I understand that I may be required to change my rate/designation.  I also understand that the surgery may disqualify me from commissioning or certain occupations such as aviation.

BENEFITS/ALTERNATIVE TREATMENTS:

The benefit of the procedure is to reduce or eliminate the need for corrective lenses and improve vision without glasses or contact lenses.  

The alternate procedure(s) or course of treatment has been explained to me as follows:  I can continue to wear either glasses or contact lenses to correct my nearsightedness and/or astigmatism.  Surgical alternatives to the excimer laser photorefractive keratectomy (PRK) procedure include radial keratotomy (RK) and laser assisted in-situ keratomileusis (abbreviated LASIK or commonly called ‘flap and zap’).  Radial keratotomy uses a special diamond knife to make incisions in the outer portion of the cornea.  LASIK utilizes a motorized flat blade to create a flap in the central cornea and then the excimer laser removes a microscopic amount of tissue similar to PRK.  At the end of this procedure the flap is put back to its original position. 

OFFER TO ANSWER QUESTIONS:

If you have any questions relating to this procedure, please feel free to ask them at any time.  You will be given a copy of this form to keep.

