Refractive Surgery Adverse Event Reporting

It is imperative that all significant adverse events related to refractive surgery in active duty Navy and Marine Corps personnel be recorded and reported, regardless of where the surgery was performed.  Any undesired significant event, either clinical or operational, related to an operative eye will be recorded on an Adverse Event Report Form.  The Refractive Surgery Clinic, Naval Medical Center, San Diego, CA (NMCSD) will receive, catalog, and track all event reports.  All reports need to include a brief description of the severity, frequency, treatment required, and outcome of the event.  The original report will be entered into the patient’s medical record and a copy will be forwarded to the Refractive Surgery Clinic, NMCSD.  If the patient is enrolled in a clinical trial, the reported event will be forwarded to the appropriate Institutional Review Board by the principle investigator. 

Adverse events include, but are not limited to:

a. Limited duty or physical evaluation board as a direct or indirect result of the refractive surgery (include a copy of the board in the report).

b. Persistent corneal epithelial defect or corneal erosion.

c. Diplopia (ghost images) at 3 months postop or later that does not resolve with spectacle correction.

d. Corneal infiltrate or ulcer.

e. Corneal edema at 1 month postoperative or later.

f. Intraocular pressure increase of greater than 15 mm Hg above baseline, or any reading above 30 mm Hg.

g. Loss of 2 or more lines of best spectacle corrected visual acuity (BSCVA) at 6 months postop or later.

h. BSCVA worse than 20/25 at 6 months postop (or later) in patients that had 20/20 or better BSCVA preop.

i. Corneal haze or scarring rated moderate or severe (PRK) that causes a loss of BSCVA.

j. Slipped, wrinkled, or lost flap (LASIK).

k. Epithelial ingrowth into the flap interface (LASIK).

l. Retinal detachment or retinal vascular accidents.

m. Endophthalmitis
n. Penetrating eye trauma
REFRACTIVE SURGERY ADVERSE EVENT REPORT


Date: ______________
Reporting NAME: ________________________________  (person filling out report)


Last, First, MI, Rank

Patient ID#: ___________________________
Affected eye: ______________


(initial of last name and last 4 SSN)

Refractive Procedure:  PRK, LASIK, ICRS, or other: _______________

Date of procedure: ____________
Procedure location: ______________

Date of Event:     ______________
Event Location: ______________
Adverse Event:

________________________________________________________________________
________________________________________________________________________
________________________________________________________________________
________________________________________________________________________
________________________________________________________________________
What was the outcome of the adverse event? 
________________________________________________________________________
________________________________________________________________________
Is the patient enrolled in a clinical trial or investigation?  Yes / No
Has this been reported to the study principle investigator?  Yes / No
Reporting Signature: ________________________________
Place the original report in the patient’s medical record.

Fax or mail a copy of the report to:

Navy Refractive Surgery Clinic

2650 Stockton Road, Bldg 624

San Diego, CA  92106-6000

