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RMKS/1. THE BUREAU OF MEDICINE AND SURGERY ANNOUNCES THE START OF A CLINICAL STUDY TO EVALUATE LASER EYE SURGERY (PRK) IN DESIGNATED NAVAL AND MARINE CORPS AIRCREW.

2. THE GOAL OF THE STUDY IS TO EVALUATE THE EFFECTIVENESS OF PHOTOREFRACTIVE KERATECTOMY (PRK) IN THE NAVAL AVIATION ENVIRONMENT.  WHILE LASIK IS MUCH MORE COMMON IN THE CIVILIAN COMMUNITY, THIS PROCEDURE WILL NOT BE STUDIED AND WILL NOT BE CONSIDERED FOR WAIVER AT THIS TIME.  THE PRK STUDY PROTOCOL WILL ALLOW ENROLLMENT OF NAVY AND MARINE CORPS PERSONNEL ON FLIGHT STATUS.  PARTICIPANTS WILL RECEIVE PRK AT A MILITARY FACILITY AND WILL BE CLOSELY FOLLOWED.

3. PER REFERENCE (A), NAVY AND MARINE CORPS PERSONNEL ON FLIGHT STATUS CAN BE CONSIDERED FOR A WAIVER FOR REFRACTIVE SURGERY ONLY IF ENROLLED IN THIS NAVY SPONSORED STUDY AND TREATED AT A NAVY MEDICAL TREATMENT FACILITY.

4. CRITERIA FOR ENROLLMENT INCLUDE:

A. GIVE INFORMED CONSENT FOR PARTICIPATION IN THE STUDY

B. GIVE INFORMED CONSENT FOR THE PROCEDURE

C. ACTIVE DUTY NAVY OR MARINE CORPS PERSONNEL ON FLIGHT STATUS.

D. 1,000 HOURS TOTAL FLIGHT TIME; WITH 500 HOURS IN CURRENT TYPE FOR PILOTS.  NFO AND AIRCREW HAVE NO FLIGHT HOUR MINIMUM REQUIREMENTS FOR ENROLLMENT.

E. MINIMUM OF ONE YEAR ACTIVE DUTY SERVICE OBLIGATION AFTER SURGERY.

F. COMMAND APPROVAL FOR THE PROCEDURE, 4 TO 6 DAYS OF CONVALESCENT LEAVE AND CONSIDERED “MED DOWN” FOR A MINIMUM OF ONE MONTH.

G. ABLE TO TRAVEL (AT PARENT COMMAND EXPENSE) TO EITHER PORTSMOUTH OR SAN DIEGO NAVAL MEDICAL CENTER FOR SURGERY AND IMMEDIATE POSTOPERATIVE EXAMINATIONS.

H. STATIONED IN PROXIMITY TO ONE OF THE DESIGNATED FOLLOW-UP STUDY SITES (SEE PARAGRAPH 8 BELOW).

I. AVAILABILITY FOR ALL POSTOPERATIVE FOLLOW-UP EXAMS.  THESE EXAMINATIONS ARE AS FOLLOWS:  1 AND 3 DAYS AFTER THE PROCEDURE, 2 WEEKS, 1, 2, 3, 6, AND 12 MONTHS POSTOPERATIVE.  MOST OF THESE EXAMS WILL BE APPROXIMATELY 60 MINUTES IN LENGTH, BUT SOME MAY BE AS LONG AS 2 HOURS.  A QUESTIONNAIRE WILL BE ADMINISTERED DURING SEVERAL EXAMS.

J. MEET ALL MEDICAL INCLUSION AND EXCLUSION CRITERIA FOR THE SURGERY AS FOLLOWS:

INCLUSION CRITERIA:

1) HEALTHY EYES.

2) REFRACTION:  MYOPIA:   -1.00 TO -12.00 DIOPTERS (D), SPHERICAL EQUIVALENT AT THE CORNEAL PLANE, WITH LESS THAN OR EQUAL TO 4.00D OF ASTIGMATISM.  HYPEROPIA:  +1.00 TO +6.00, SPHERICAL EQUIVALENT AT THE SPECTACLE PLANE, WITH LESS THAN OR EQUAL TO 1.00D OF ASTIGMATISM.

3) STABILITY:  STABLE REFRACTION AS DEFINED AS LESS THAN OR EQUAL TO 0.50D OF CHANGE IN EITHER THE SPHERICAL OR CYLINDRICAL COMPONENT OF THE MANIFEST REFRACTION OVER THE LAST 12 MONTHS.

4) AGE:  THE MINIMUM AGE IS 21 YEARS OLD

EXCLUSION CRITERIA:

1) KERATOCONUS.

2) PREGNANCY OR BREAST FEEDING.

3) AUTOIMMUNE OR IMMUNODEFICIENCY DISEASES.

4) CURRENTLY TAKING THE FOLLOWING MEDICATIONS:  ISOTRETINOIN (ACCUTANE),

AMIODARONE HYDROCHLORIDE (CORDARONE) AND/OR SUMATRIPIN (IMITREX)

5. STUDY CANDIDATES CAN BE SCREENED AND REQUEST ENROLLMENT THROUGH PARTICIPATING NAVY EYE CLINIC STUDY SITES (SEE BELOW.)  SCREENING FORMS CAN BE OBTAINED EITHER THROUGH PARTICIPATING STUDY SITES, OR CAN BE DOWNLOADED FROM THE NAVY REFRACTIVE SURGERY WEBSITE AT HTTP://NAVYMEDICINE(AT SIGN)US.MED.NAVY.MIL.  NOTE THAT THE SCREENING FORM IS SPECIFIC FOR AVIATION PERSONNEL, AND IS CLEARLY MARKED AS SUCH.

6. SURGERY WILL BE PERFORMED AT EITHER NAVAL MEDICAL CENTER SAN DIEGO OR NAVAL MEDICAL CENTER PORTSMOUTH.  ADDITIONAL SURGERY CENTERS MAY BE AVAILABLE IN THE FUTURE.

7. REQUIREMENTS TO RETURN TO FLIGHT DUTY INCLUDE BEING CORRECTABLE TO 20/20 OR BETTER IN EACH EYE, HAVE NO VISUAL SYMPTOMS RELATED TO THE PROCEDURE AND HAVE STABLE REFRACTIVE ERROR.  REFRACTIVE STABILITY IS DEFINED AS NO MORE THAN 0.50 DIOPTERS OF CHANGE FOR TWO CONSECUTIVE EXAMS SEPARATED BY AT LEAST TWO WEEKS.  THE FIRST POSTOPERATIVE OPPORTUNITY TO MEET THIS WILL BE AT THE 1-MONTH POSTOPERATIVE EXAM.  MOST STUDY PARTICIPANTS WILL BE ABLE TO RETURN TO FLIGHT DUTY AT ONE MONTH, HOWEVER PROLONGED HEALING TIME AND LOSS OF BEST-CORRECTED VISION ARE KNOWN RISKS AND THERE MAY BE A PROLONGED “MED DOWN” PERIOD IN A FEW CASES.

8. PARTICIPATING STUDY SITES INCLUDE NAVY EYE CLINICS LOCATED AT: NAS BRUNSWICK, NMC PORTSMOUTH, NAS CHERRY POINT, NAS BEAUFORT, NAS PATUXENT RIVER, NAS JACKSONVILLE / NAS MAYPORT, NAS PENSACOLA, NAS MERIDAN, NAS CORPUS CHRISTI, NAVAL HOSPITAL OAK HARBOR, NH PORT HUENEME, NAS LEMOORE/ NAS FALLON, NAS YUMA, REFRACTIVE SURGERY CENTER NMCSD, MCAS MIRAMAR, NAS NORTH ISLAND, MCAS CAMP PENDLETON, NAS BARBERS POINT , OKINAWA, YOKOSUKA.  ADDITIONAL STUDY SITES MAY BECOME AVAILABLE AS THE STUDY PROGRESSES. 9. TO APPLY FOR ENROLLMENT IN THE STUDY:

A. OBTAIN AN AVIATION PRK STUDY SCREENING AND CONSULT FORM.  FORMS CAN BE OBTAINED EITHER FROM A PARTICIPATING STUDY SITE OR FROM THE REFRACTIVE SURGERY WEBSITE

B. FILL OUT THE PATIENT INFORMATION SECTION OF THE FORM.

C. REQUEST THAT YOUR CO SIGN THE WRITTEN AUTHORIZATION SECTION OF THE FORM.

D. SCHEDULE AN APPOINTMENT TO HAVE A SCREENING AT A PARTICIPATING STUDY SITE.

AFTER THE SCREENING, THE STUDY SITE WILL THEN FAX COMPLETED FORM TO THE STUDY CENTER AT NMCSD FOR REVIEW.

E. YOU WILL BE CONTACTED BY THE STUDY CENTER BY MAIL, E-MAIL OR PHONE UPON RECEIPT OF THE SCREENING FORM, AND AGAIN IF SELECTED FOR ENROLLMENT.

F. SELECTIONS WILL BE BASED UPON PRE-DETERMINED LIMITS OF SUBJECTS FOR EACH STUDY SUB-GROUP.

G. IF SELECTED, YOU WILL BE ASSIGNED A SURGERY DATE, TREATMENT CENTER AND FOLLOW-UP STUDY SITE.

H. APPLICANTS MUST MEET ALL INCLUSION AND EXCLUSION CRITERIA OUTLINED IN PARAGRAPH 4 TO BE SELECTED.

9.  POINTS OF CONTACT FOR STUDY INFORMATION ARE PARTICIPATING EYE CLINIC STUDY SITES AS FOLLOWS:

A. NAS BRUNSWICK LCDR MATT NEWTON, 207-921-2506, DSN 4762506, MENEWTON(AT SIGN)US.MED.NAVY.MIL
B. NMC PORTSMOUTH MS. MARY MITCHELL 757-953-2676, DSN 564-2676, MEMITCHELL(AT SIGN)MAR.MED.NAVY.MIL
C. NAS CHERRY POINT LT JONATHAN NOBLE, 252-466-0259, DSN 582-0259, CHP1JRN(AT SIGN)CHP10.MED.NAVY.MIL
D. NAS BEAUFORT LCDR JULIE MIAVEZ, 843-228-5478, DSN 335-5478, JLMIAVEZ(AT SIGN)BEAUFORT.MED.NAVY.MIL
E. NAS PATUXENT RIVER LT JIM LYNCH, 301-342-1499, DSN 342-1499, JRLYNCH(AT SIGN)PAX10.MED.NAVY.MIL
F. NAS JACKSONVILLE / NAS MAYPORT LT NICK ROAN, 904-542-3500 ext. 8848, DSN 942-3500, LNROAN(AT SIGN)SAR.MED.NAVY.MIL
G. NAS PENSACOLA LCDR ANNA STALCUP, 850-452-2257, DSN 922-2257, CODE230(AT SIGN)NOMI.MED.NAVY.MIL
H. NAS MERIDAN CDR RICK SAVOY, 601-679-2633 ext 2597, DSN 637-2633, PSA1RSS(AT SIGN)PSA10.MED.NAVY.MIL
I. NAS CORPUS CHRISTI LCDR LISA BISHOP, 361-961-3474, DSN 861-3474, CCH1LCB(AT SIGN)CCH10.MED.NAVY.MIL
J. NAVAL HOSPITAL OAK HARBOR LCDR PHIL HEINEMANN 360-257-9811, DSN 820-9811, OKH1PCH(AT SIGN)OKH10.MED.NAVY.MIL
K. NH PORT HUENEME LCDR VINCE POTTS, 805-982-6336, DSN 551-6336, HUEMAXP(AT SIGN)HUE10.MED.NAVY.MIL
L. NAS LEMOORE/ NAS FALLON LCDR STEVE COOLEY, 559-998-4459, DSN 949-4459, SCOOLEY(AT SIGN)LEM10.MED.NAVY.MIL
M. NAS YUMA LCDR PETE DANHOFF, 520-341-5735, DSN 951-5735

N. REFRACTIVE SURGERY CENTER NMCSD HM2 DAVID CRAIN, 619-524-5515, FDCRAIN(AT SIGN)NMCSD.MED.NAVY.MIL
O. MCAS MIRAMAR LCDR SHERIDAN MARTIN, 858-577-4652, DSN 577-4652, SAMARTIN(AT SIGN)NMCSD.MED.NAVY.MIL
P. NAS NORTH ISLAND LT MITA RAHMAN, 619-545-0434, DSN 735-0434, NORTHISLAND_OPTOMETRY(AT SIGN)YAHOO.COM
Q. MCAS CAMP PENDLETON, LT CYRUS RAD, 760-725-5912, PEN1CNR(AT SIGN)PEN10.MED.NAVY.MIL
R. NAS BARBERS POINT LT ELIZABETH MCLEMORE, 808-257-3365 ext 331, ELIZABETH_M.MCLEMORE(AT SIGN)TAMC.CHCS.AMEDD.ARMY.MIL

S. OKINAWA LT KEN LOFTUS, 011-81-611-743-7387, DSN 643-7387, LOFTUSKA(AT SIGN)OKI10.MED.NAVY.MIL
T. YOKOSUKA LCDR DAN ROSENBAUM, 011-81-311-743-5371, DSN 243-5371

10. VADM R.A. NELSON, NAVY SURGEON GENERAL SENDS.//

