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March 17, 2000

From:
Specialty Leader for Ophthalmology

To:
Navy Ophthalmologists and Optometrists

Subj:
NAVY AND MARINE CORPS CORNEAL REFRACTIVE SURGERY (CRS) PROGRAM, ADDITIONAL GUIDELINES AND INFORMATION REGARDING

Ref:
(a)  E-mail message from Ophthalmology Specialty Leader dated 23 Dec 99

(b)  BUMED Message (29 1330Z Sep 99) Corneal Refractive Surgery Physical Standards and Waiver Policies

(c) NAVADMIN Message 341/99 (21 2221Z Dec 99) Photorefractive Keratectomy Surgery Program for Active Duty Service Members

(d) BUMED MEMO (29 May 97, Ser 25/96U114001266), Refractive Surgery Policy in the Navy and Marine Corps

(e) BUMED web page on Corrective Eye Surgery Information

(f) BUMEDINST 6320.72 (21 Feb96) Non-Naval Health Care

Encl:    (1) Navy Refractive Surgery Policy Summary Tables for Accessions and Retention on active duty:  see attached email file (Microsoft Excel format) 


(2) Sample informed consent

(3) Corneal refractive surgery (CRS) consult form: see attached email file (Adobe Acrobat Reader format) 


(4) Post-op medical clearance form for return to full duty

(5) Report of medical complications

(6) Medical counseling form for service members seeking corneal refractive surgery at their own expense in the civilian health care community

1. INTRODUCTORY COMMENTS

Reference (a) was sent to all Navy eye care providers in late December 1999, and outlined plans under development that would support the Navy and Marine Corps PRK program in compliance with references (b) and (c).  The purpose of this letter, which represents the collective efforts of the Navy CRS working group, is to provide additional information to all Navy eye care providers on the current status of implementation plans.  Many of the issues identified in reference (a) are addressed here in greater detail.  Modifications and clarifications may be necessary, and you will receive updated information as the program continues to move forward. 

2.
FUNDING

Advances in Medical Practice (AMP) funds from Health Affairs will be used to fund the PRK start-up program in all three services for FY00 and FY01.  For FY02 and beyond the program will be a line item in the Defense Healthcare Program (DHP) budget.  Naval Medical Centers San Diego and Portsmouth received approximately $1.6M each in early January.  This will allow both centers to hire the additional support staff needed to gradually ramp up towards a goal of 2000-2500 procedures per year at each MTF.  Recent reduction in royalty fees for key cards from $250 to $100 will change some of the initial projected costs for the program.  It is anticipated that Bethesda and Lejeune will initiate their stand-up process sometime in late FY00 or early FY01.  One or more additional laser centers will be sought in FY02 and beyond.

3. CURRENT POLICY AND PROPOSALS UNDER CONSIDERATION FOR CHANGES IN CURRENT CORNEAL REFRACTIVE SURGERY (CRS) POLICIES

a.  CURRENT CRS POLICIES: The following paragraphs summarize current Navy and Marine Corps policies for refractive surgery.  Significant changes are presently under consideration to these policies, as addressed in 3b, but it is important to first reiterate current guidelines.  

i.
New general accessions into the Navy and Marine Corps (active duty or reserves):  Per reference (d), all forms of refractive surgery are  disqualifying.  Although waiver requests for any form of refractive surgery can be submitted, except in rare circumstances only requests for PRK are considered.  The 1997 guidelines in reference (d) stipulate criteria that are required for waiver consideration, including:

- Best corrected visual acuity of 20/20 in each eye that had surgery.

- Last surgery (or enhancement) performed at least one year prior to entry.

- No significant visual side effects secondary to surgery.

- Stable refraction (two refractions done six months apart with no more than 0.50 diopters difference in spherical equivalence.

- Pre-op refractive error not to exceed –8.00 diopters spherical equivalence.

- Applicants to special duty communities (Aviation, Undersea, Diving, Special Warfare/SEAL) would need additional review and approval from those community managers.

ii.
 Service members already designated (active duty or reserves) in warfare communities other than Aviation: Per reference (b), the Sep 99 BUMED message stipulates that PRK is the only procedure currently authorized for service members in the USMC, SPECWARFARE, Surface Warfare, Submarine, and Diving communities.  All other forms of corneal refractive surgery are considered disqualifying for retention, as well as for entry into one of these communities.  Service members may pursue surgery in the Navy’s PRK program, or alternatively may elect to have PRK in the civilian sector at their own expense.  LASIK is not currently authorized. 

iii.
Service members designated (active duty or reserves) in aviation communities: No form of refractive surgery is authorized.  As part of Navy PRK studies in aviation, some individuals that meet inclusion and exclusion criteria may elect to enroll in a study and have PRK.  Under no circumstances are aviation personnel permitted to have PRK done in the civilian sector, or outside of Navy PRK aviation studies.  For more details on aviation study protocols, CDR Mitch Brown has wrote a thorough article which was recently published in the Society of US Naval Flight Surgeons newsletter.  A copy may be obtained by sending him an e-mail request (MitchBrown@nmcsd.med.navy.mil).  No changes to the current aviation policies are planned as part of ongoing deliberations to update other CRS policies.

iv.
Service members (active duty or reserves) in non-warfare communities:  PRK is currently the recommended procedure of choice.  Ongoing studies on LASIK may alter this policy recommendation when sufficient experience has been attained.  Although PRK is recommended, there is no policy that prohibits service members from having any of the available forms of refractive surgery.  In the civilian sector, LASIK has largely replaced PRK as the most common procedure performed, which is why most service members electing to have CRS performed at their own expense will choose LASIK.  RK is no longer being performed in Navy MTFs, but in some cases may still be offered in the civilian sector.  

b.
CHANGES UNDER CONSIDERATION FOR CRS POLICIES: Deliberations currently in progress to update some of the existing CRS policies are the result of multiple factors, including; preliminary favorable results from Navy studies on LASIK, changes in policies under consideration in other branches of the military, replacement of PRK in the civilian sector by LASIK, and the lack of significant complications among active duty personnel that have elected to have LASIK performed at their own expense in the civilian sector.  It is imperative to point out that none of the proposals identified in this section have yet received final approval for implementation.  In fact, there may be additional modifications to the final versions of policy changes.  BUMED will release new messages announcing changes that are to be implemented.  The information in this section is only for eye care providers to have an advance understanding of potential changes, in order to prepare you ahead of time for questions that may arise.  These changes should not be shared with anyone else outside of our community, as it may be wrongly construed as ‘official policy,’ which could lead to inappropriate confusion in the fleet.  Enclosure (1) is attached to this document as a separate file (Microsoft Excel format:  New Accessions policies and Retention on Active Duty) that summarize the changes under consideration: 

i.
New general accessions into the Navy and Marine Corps (active duty or reserves): All forms of CRS would still be disqualifying, and would require a waiver.  

BUMED (MED-25 Physical Qualifications) would expand its current practice of looking favorably only upon PRK, to now look favorably upon both PRK and LASIK.  In addition, the guidelines for granting a waiver will likely be modified to reflect a shorter waiting time from when the last surgery was performed and when the applicant may enter onto active duty.  The best corrected acuity requirement may also be modified.  Proposed considerations include:

1.  Documentation that the PRE-OP best spectacle corrected REFRACTIVE ERROR (which allows the best corrected visual acuity):

        a.  Did not exceed (+) or (-) 8.00 diopters (spherical equivalent);

                                        AND

        b.  Did not exceed the current visual standards for enlistment, commissioning, or appointment to a service academy or NROTC.

2.  Documentation that the POST-OP best spectacle corrected VISUAL ACUITY meets the current visual standards for enlistment, commissioning, or appointment to a service academy or NROTC; 

3.  Documentation of at least three months since the date of the last surgery (or enhancement procedure);

4.  Documentation that no significant visual side effects secondary to surgery affecting daily activities;

5.  Documentation of stable refraction:  Defined as two POST-OP refractions performed at least one month apart, with not greater than 0.50 diopters of sphere or cylinder difference.

ii.
 Service members already designated (active duty or reserves) in warfare communities other than Aviation: A major change is under consideration, which would make both PRK and LASIK authorized CRS procedures (i.e. not disqualifying for retention and not requiring a waiver) in all warfare communities except aviation, SPECWARFARE and diving.  As addressed in section 3a(iii), there are no changes planned for aviation: all forms of CRS will remain disqualifying and a waiver will be required for PRK with prior acceptance into a Navy PRK study being mandatory.  As for SPECWARFARE and diving, PRK is authorized (i.e. PRK is not disqualifying for retention and does not require a waiver) but LASIK will remain unauthorized (i.e. LASIK is disqualifying for retention and is not waiverable) until current clinical studies have been completed.


iii.
Service members (active duty or reserves) in non-warfare communities: No changes are under consideration from what was addressed in 3a(iv).  PRK is still the recommended procedure of choice at this time pending additional Navy studies on LASIK, but service members may elect to have any form of CRS performed.

4. TRAINING FOR EYE CARE PROVIDERS

a. Providing both preliminary certification training and ongoing hands-on experience with PRK (and subsequently with LASIK if ongoing studies result in an endorsement of its suitability for active duty personnel) has long been recognized as an integral required component of whatever large-scale program was developed.  The next PRK certification course will be held 13 -15 April in San Diego.  The POC for this course is CDR Jim Tidwell (JLTidwell@nmcsd.med.navy.mil).

b.
As for exploring a means to provide additional first hand clinical experience, our working group has explored several options.  The feasibility of MOU’s to treat beneficiaries locally offers the advantages of convenience and reduced expense (time and resources), and is one we envisioned as perhaps the best means to achieve this purpose when the Navy was drafting the original business case analysis plans.  While an effective and well-designed policy may have a great deal of merit for consideration, it is currently not a topic that has the required favorable support and framework in place to make it happen.  If the opportunity to address this possibility changes, we will re-address our efforts to offer training opportunities.

c.
As mentioned in reference (a) in Dec 99, in the absence of MOUs and local solutions, the only other option available for us to consider is to have our eye care providers travel to laser centers periodically to treat patients.  With the recent delivery of AMP funds, the Refractive Surgery Center in San Diego has set aside money and is making plans to adjust their schedules in order to fully fund 5 day TAD travel opportunities for approximately 24 people per year (i.e. our center will pay the full cost of TAD travel and expenses to support this porgram).  As Portsmouth is just getting started with their own program, we do not anticipate they will be well prepared to offer this type of opportunity this year.  However, we may be able to review the options later in the year to determine if Portsmouth (and subsequently of laser centers) can assist in this program.  When we have enough laser centers on board that can offer these training opportunities, we will aim for a goal of having providers travel to our laser centers 3-4 times per year.  In the mean time, San Diego is now prepared to begin accepting requests to schedule TAD for visiting eye care providers.  The point of contact is the LPO at the Refractive Surgery Center (HM2 Baldonado).  He may be reached at (619) 524-0732.

5. WEB PAGE UPDATE

a.
The Navy CRS working group has been compiling a variety of ideas to expand and improve the information currently contained in reference (e).  Our goal is to have the revisions posted sometime next month.  It is our intent to have the web page serve as the primary source of information for service members interested in refractive surgery with regards to general information about the various procedures available, and policies / procedures for pursuing surgery in the Navy’s CRS program or in the civilian sector.  In making the information contained on the web page as comprehensive in nature as possible, we hope to reduce the number of common questions we are all asked to field.  A partial list of the modifications include:

i.
Posting a sample copy of the informed consent used for PRK in San Diego (enclosure 2).  This is not intended to be a substitute for the informed consent process that takes place between patient and surgeon, but may offer additional insight over what is currently in the web site regarding some of the risk/benefit issues a patient should consider.

ii.
A more complete description of the steps that service members should follow/anticipate if they are interested in having surgery in the Navy (see section 6).

iii.
A more complete description of the steps that service members should follow/anticipate if they are interested in having surgery in the civilian sector (see section 7).

iv.
A better description of what type of corneal surgery (particularly PRK vs. LASIK) service members can have performed (civilian or military) depending on their warfare designator (see section 3).  This will need to be updated to reflect the changes in policies that are subsequently implemented.

v.
Guidelines for returning to full and unrestricted duty after surgery, regardless of whether it was performed in the civilian or military community (see section 6k).

6.
GUIDELINES FOR SERVICE MEMBERS THAT SEEK TREATMENT WITHIN THE NAVY’S PRK PROGRAM

a.
Inclusion and Exclusion Criteria: Eye care providers are encouraged to contact the Refractive Surgery Center in San Diego if there are additional questions about the criteria, particularly as they apply to individual patients.  (619) 524-0732 is the phone line devoted to providers for this purpose.  Please do not give this number out to patients as we want to keep the line clear for ophthalmologists and optometrists to be able to get through.  The criteria listed below are for the large-scale CRS program.  Criteria for the various clinical protocols (such as LASIK) are not included here, as those studies generally recruit patients stationed in the greater San Diego area because of follow-up requirements:

Inclusion:  

(i.)  Healthy eyes.

(ii.)  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.

(iii.)  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.

(iv.)  Age:  While there is no upper age limit, the minimum age requirement has been set at 21 years old for the Navy’s program based on projections and plans during the development of the Navy’s Business Case Analysis (BCA).  While the FDA has approved the use of the laser in some people as young as 18, for us to lower the minimum age requirement at this point in time may adversely affect the scope and feasibility of the PRK program.  Therefore, we will not accept consults at the PRK center until the service member has turned 21.


(v)  Branch of Service:  At the present time, each service is working to stand-up their own refractive surgery program.  We will not routinely offer treatment to Army and Air Force personnel as part of the Navy’s PRK program.  However, Coast Guard personnel are eligible to be treated using the same prioritization program as what has been designed for the Navy and Marine Corps.


(vi)  Geographic location:  Service members will be offered surgery regardless of their geographic location.  While expenses associated with travel from certain OCONUS and CONUS duty stations could very well limit the feasibility of some service members ability to accept the offer to have surgery, we will not discriminate or prioritize patients based on their current duty location as long as adequate post-op follow-up is available.  Commands will need to decide how important they believe it is for their service members to have this treatment. 

Exclusion:

(i.)  Keratoconus.

(ii.)  Pregnancy or breast feeding.

(iii.)  Autoimmune or immunodeficiency diseases.

(iv.)  Currently taking the following medications:  isotretinoin (Accutane),

amiodarone hydrochloride (Cordarone) and/or sumatripin (Imitrex).

b. Consult Forms: As addressed in reference (a), the Navy Refractive Surgery  Center in San Diego has worked with a software contractor to design and develop an automated system that will allow completed consult forms to be FAXed to our center and have the information fields automatically downloaded into a computerized data base.  Enclosure (3) is the form to be used.  All data fields must be filled in.  The FAX number to be used remains the same as the old number:  (619) 524-1731.  The line that serves this number will soon be upgraded to enable higher speed transmissions (i.e. fewer busy signals), but the number will remain the same.  The consult form and software may require adjustments after sufficient preliminary testing has been completed.  In addition to the actual consult form enclosure (e) includes a cover letter to provide guidance for the command.

Repeating a point that was made in reference (a), for people placed on the waiting list before the current Navy wide program was set up, we will be contacting them to have their CO complete the prioritization form.  The date the consult was initially received will be the same date used as part of the new program.

c.
Recommendations for Ophthalmology and Optometry clinics in scheduling and briefing patients for CRS evaluation:  No single model exists that optimizes every clinic’s ability to incorporate CRS services.  Moreover, everyone in Navy Medicine involved with the planning phases understands that while this program supports active duty personnel (our primary mission), it adds another layer in the demand for services without providing additional resources (financial or personnel) at the local clinic levels.  To that end, each clinic will need to develop MTF specific strategies based on demand for services and the ability to meet them.   There are currently no preconceived expectations for the percent of workload to be devoted to this project, and waiting times for CRS related services are anticipated to vastly exceed ‘access’ standards for other active duty services (to think otherwise would be unrealistic).  Moreover, waiting times for services in all categories of patients are likely to be affected, but it is absolutely essential that eye care providers maintain access to the full spectrum of patients that enable them to maintain their clinical proficiency.  With all of this in mind, a few suggestions may be of some benefit:

 (i).
Knowing that CRS is a highly visible program and that responsible line commanders for MTFs may track and express frequent interest in its progress, each clinic would be well advised to work closely with their command in modifying their business practices.

(ii).
Set up a phone tree to handle incoming calls, with one of the preliminary menu options for questions about refractive surgery.  Information that may be helpful to have on this menu includes the BUMED web site, the Navy CRS message line with pre-recorded answers to common questions, specifics about how to schedule CRS appointments in your clinic, current waiting times for CRS related appointments.

(iii).
It may be worth while to have the service member’s command complete the prioritization section of the consult form before you schedule them for a screening exam.  This will enable you to give higher priority for appointments to category ‘I’ consults.

(iv).
The Refractive Surgery Center in San Diego has found it helpful to schedule screening exams in blocks or clusters, rather than mixing them in with other types of appointments.  This tends to facilitate consenting/counseling since it can be done in small groups rather than one on one each and every time.  It also makes the support staff more efficient to do a number of the same exams in a row.

(v).
Having patients view a videotape on refractive surgery helps with the education / question and answer aspect.  These are available from various sources, including the American Academy of Ophthalmology. 

(vi).
Informational talks for local commands.  CAPT Frank Butler and CAPT Clint Fletcher (Department of Ophthalmology, Pensacola Naval Hospital) have developed an outstanding power point presentation on CRS that they use for giving talks to local commands.  The current CRS policies outlined in their presentation will need to be updated when changes currently under consideration are finalized.  Otherwise, this is an outstanding piece of work that they are willing to share with anyone else who would like to use it for similar presentations in their local community.  CAPT Butler may be contacted at:  psa1fkb@psa10.med.navy.mil

d.
What happens after the consult is received in San Diego:   If the information on the form is incomplete, the provider will be contacted or the form returned for whatever additional attention is needed.  The completed forms received will automatically result in the service member’s name being added to the computerized database, using the date the consult was received and the prioritization category given by the CO to determine where the member will be on the waiting list.  The Refractive Surgery Center in San Diego will (at regular time intervals) divide the names at the top of the waiting list with Portsmouth and other centers as they come on line.  Each laser center will then contact patients from the list to make arrangements for offering surgery.  Sections 6(e) – (k) below, represent how San Diego will handle the various issues.  Each laser center may vary to some degree.

e.
How will patients be contacted:   Our first choice will be to send an e-mail message to the patient (their e-mail will be requested info on the consult form) notifying them that we wish to schedule them for surgery.  They will be instructed to call the Refractive Surgery Center in San Diego to make arrangements.  If they do not have an e-mail address, our fall back will be to contact them by phone or by mail.  Once a patient commits to a surgery date, we can follow-up with a mailed (standard or e-mail) letter that provides details with logistics, local lodging, con leave, recommendations for deployment and CO authorization for the dates offered.

f.
How far in advance will we attempt to schedule surgery:  The further in  advance we can notify patients the better.  Realistically, 3 months is the greatest lead time we’ll be able to offer, which should allow reasonable time for the patients to accept / decline, make TAD arrangements (if necessary), and still give us time to contact a second or third candidate if the patient cancels.  If a patient is not available within the 2-3 month window under consideration, we will keep their place in line and schedule them at a later date when they are available.

g.
Cancellation policy:  If they cancel anytime prior to surgery, they will keep their place in line.  If they ‘no show’ and don’t contact the PRK center, they will forfeit their place in line and their new consult date becomes the date they no-showed (unless they have some reasonable extenuating circumstances).  This information will be included in the e-mail/letter that is sent to the patient along with the information about local lodging, convalescent leave, etc.

h.
Convalescent leave:   Convalescent leave following PRK reflects the time required for the epithelial defect to heal.  This will typically be 4 days for myopia, and 6 days for hyperopia (including the surgery day).    Thereafter, the service member may return to work and can usually perform most duties.  

i.
Recommended post-op follow-up schedule:   Patients will typically be seen every 1-2 days post-op until the epithelium is healed following PRK (post-op day 1 for LASIK study patients).  Thereafter, patients typically have check-ups at 2 weeks, 1 month, 3 months, 6 and 12 months.   However, these recommendations are not intended to be a rigid schedule.  Depending on how the member has responded to surgery, visits between the 3 and 12 month intervals can be tailored according to their availability and need for follow-up.  After one year, if there are no problems that merit further follow-up, the patient can be seen as needed.

j.
Coordinating follow-up:  If the patient was referred from an MTF other than one of the laser centers, as part of the information to be sent to the patient at the time surgery is being scheduled, they will be instructed to contact their local MTF (before the actual surgical date) to arrange the first follow-up appt at the 2 week post-op time frame.  The initial post-op visits (every 1-2 days) until the epithelium has healed will be performed at the laser center that performs the surgery.

k. Return to full and unrestricted duty: This is defined as the ability to perform all duties and suitability for deployments which may include isolated duty assignments where routine eye care services are not readily available.  After the initial few days of convalescent leave, service members are able to return to work and perform most of their duties.  However, the use of topical medications and the need for follow-up will preclude their ability to return to full and unrestricted duty until they have been cleared by an eye care provider managing their post-op course.  This will typically be 1 month for most myopes, but may require up to 4 months for hyperopes as well as some high myopes.  It is important that the commands be aware of the potential down time, particularly for units subject to deployment cycles.  We will include this with the information sent to patients at the time they are scheduled for surgery, and advise them to inform their command when they seek approval for TAD and convalescent leave.

We are working to develop an expedient and uniform process for clearing service members to return to full and unrestricted duty.  Medical clearance of this sort will be required regardless of whether surgery was performed in the military or civilian health care sector.  Enclosure (4) represents the current draft in development.  Conceptually, the service member will have their eye care provider (military or civilian) complete a Post-op Medical Clearance form, indicating when he/she may return to full duty.  The service member’s medical department representative responsible for maintaining the health record will annotate an endorsement and place the form in the outpatient record.  When the format currently under review has obtained final approval, we will forward the updated forms for use.  In the interim, the guidelines outlined in enclosure (4) represent reasonable criteria for use in any return to duty status recommendations you may be asked to make. 

l.
Reporting and tracking post-op complications:  While the incidence of significant complications adversely affecting the long term ability of service members to perform their duties is expected to be very small, it is important that a format be available for reporting and tracking adverse events (regardless of whether the patient had surgery in the military or civilian sector).  Enclosure (5) has been designed for this purpose.  Completed forms should be returned to the Refractive Surgery Center in San Diego. 

7.
GUIDELINES FOR SERVICE MEMBERS THAT SEEK ELECTIVE TREATMENT IN THE CIVILIAN HEALTHCARE SECTOR AT THEIR OWN EXPENSE

a.
Pre-op Counseling:  For service members considering the option of having corneal refractive surgery performed in the civilian sector, reference (f) requires that they first be “counseled by or in the presence of a medical department representative.”  Furthermore, the counseling is expected to include having the member sign a statement which reflects their understanding of the significance of receiving health care in the civilian sector at their own expense.


The process we are proposing is still under review, but would make use of a finalized version of enclosure (6). When the format currently under review has obtained final approval, we will forward the updated forms for use.  We have proposed that local medical department representatives provide a hard copy of the revised web site information and have the service member sign enclosure (6).  We do not have the resources for Navy ophthalmologists and optometrists to perform this counseling, nor would this be an appropriate use for our resources.  The intent of the proposed process is to ensure that service members understand Navy policy and guidelines before they pursue surgery.  The counseling process is not intended to provide an evaluation for their suitability for surgery.  Determining such suitability is accomplished at the time the service member is examined by their eye care provider (military or civilian).

b.
Commanding Officer approval to have surgery is required:  Just as service members who have surgery performed at Navy laser centers must have prior command approval, the same applies to those who elect to have surgery in the civilian sector.  In particular, it is the command’s responsibility to approve requests for convalescent leave, timing of the surgery, and the time required for post-op visits.

c.
Post-op care: As indicated in enclosure (4) and in the revisions to the web site, we will make it as clear as possible that service members having surgery performed at their own expense in the civilian sector are expected to make their own arrangements for post-op care.  We are doing everything possible to discourage these people from showing up on our doorsteps after the fact and expecting us to provide their routine post-op care.  To provide these services detracts from our ability to treat service members within the Navy CRS program.  Obviously, if there are post-op problems impacting on their duty performance, we will need to become involved.

In spite of our pre-emptive efforts, there will be (and have already been) circumstances in which service members do show up on our doorstep after having had surgery somewhere in the civilian community and seek routine post-op care.  We have had this particular issue carefully reviewed at BUMED, and the disposition made is that we can not turn these people away.  To elaborate further, if someone contacts an MTF before having surgery and requests to have their post-op follow-up done at the MTF, their request can be denied.  However, if they have surgery performed in the civilian sector, and then show up on our doorstep anyway and request care for their uncomplicated post-op course, we can not turn them away at that point.

I will need your assistance to monitor this situation.  If our clinics become overwhelmed with patients in this category, I will re-address this with BUMED.  Please keep track of how often these circumstances occur and keep me informed if a significant trend emerges.

d.
Return to full and unrestricted duty: The same guidelines and process being considered for service members treated within the Navy CRS program will be used for those treated in the civilian sector.  The eye care provider performing the post-op management will complete enclosure (4).  The service member will responsible for returning it to their medical department representative.

As changes in CRS policy and the details of the Navy CRS program evolve, there will be additional messages from BUMED and myself to provide you with the appropriate updates.






P. H. CUSTIS







CDR, MC, USN

ENCLOSURE 1:  CORNEAL REFRACTIVE SURGERY POLICY MATRIX TABLES FOR (1) NEW ACCESSIONS AND (2) RETENTION ON ACTIVE DUTY

(Print the two Microsoft Excel tables from the files attached to this document)

ENCLOSURE 2:  SAMPLE INFORMED CONSENT FOR PRK

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.

ENCLOSURE 3:  CRS CONSULT FORM

Print the consult form (Adobe Acrobat File) from the file attached to this document.

COVER LETTER:

GUIDANCE TO UNIT COMMANDERS FOR PROCESSING REQUESTS FOR CORNEAL REFRACTIVE SURGERY

Corneal refractive surgical procedures are designed to reduce the need or dependence on glasses or contact lenses in people with nearsightedness, farsightedness and some types of astigmatism.  In the Navy and Marine Corps, there are service members whose duties regularly require them to perform their mission in operational environments where the use of glasses or contacts may adversely affect their mission performance.  Photorefractive Keratectomy (PRK) has been shown to significantly enhance the mission capabilities of these individuals, and is currently the procedure of choice for personnel in warfare communities.  Research on other forms of corneal refractive surgery, such as Laser in situ keratomileusis (LASIK), may be demonstrated in the future to have a similar high degree of clinical efficacy and suitability for certain warfare personnel.

NAVADMIN message 341/99 (R 212221Z Dec 99), Photorefractive Keratectomy Surgery Program for Active Duty Service Members, announced the implementation of the Navy and Marine Corps corneal refractive surgery program.  A prioritization policy has been designed to ensure that those active duty members whose operational effectiveness would be most enhanced by surgery are first in line at all times.  Responsible line commanders are directed to determine the priority level merited by individual service members, based on operational need, probability of enhancing mission performance, and issues of personal safety in the performance of military duties.  Appropriate determination by the line commanders is critical to the ability to provide this service to those for whom it is truly intended to benefit, as the demand for services will likely exceed the capacity to provide them.  Note that the guidelines provided below do not address rank or rate, as these are not always the most appropriate means for determining the true indication for surgery.  Service members that do not merit high priority, or do not wish to wait for the availability to have surgery at a Navy refractive surgery center, may request permission from their line commanders to have surgery performed at their own expense in the civilian health care sector.

PRIORITY 1 (Highest priority): This category is restricted to only those personnel whose military duties, without question, require them to frequently and regularly work in extreme physical environments that preclude the safe use of spectacles or contact lenses, or where their use has a high probability of compromising mission performance.

PRIORITY 2: This category identifies personnel whose military duties require them to frequently work in adverse physical environments, where personal safety and mission performance make the use of spectacles or contact lenses impractical, but not necessarily incompatible.

PRIORITY 3: This category identifies personnel whose military duties do not typically expose them to extreme physical environments, but there is a reasonable expectation that the member may periodically meet the criteria for priority 2.

PRIORITY 4: This category identifies personnel whose military duties rarely expose them to extreme physical environments and where there is no reasonable expectation of being assigned to work environments that would make spectacle or contact lens use difficult.
ENCLOSURE 4:  Format this document as an overprint for SF600, which can then be  enclosed in the outpatient medical record   

POST-OP MEDICAL CLEARANCE CORNEAL REFRACTIVE SURGERY
From:
____________________________________(Name of eye care provider)


____________________________________ (Address)


____________________________________


____________________________________


_(____)_______________________________(Office phone number)

To:
Service Member’s Primary Care Provider 

Subj:
MEDICAL CLEARANCE FOR ______________________________________ (Rank/Rate, First name, Last name, Service number) TO RETURN TO FULL AND UNRESTRICTED DUTY FOLLOWING CORNEAL REFRACTIVE SURGERY 

1. The above named service member had __________________________ (type of corneal refractive surgery) performed in the right eye / left eye / both eyes on __________________ (date). As a military or civilian eye care provider (ophthalmologist or optometrist) that has evaluated the service member following  surgery, the purpose of this letter is to recommend when he or she may return to work on a full time basis without any further restrictions based on the guidelines provided in paragraphs (2) and (3).  I understand this document will be placed in the service member’s outpatient military health record.

2. I understand that most service members are able to resume routine daily work activities within a few days after surgery.  However, due to the need for follow-up care in the immediate post-operative time period, service members usually will not be returned to full and unrestricted duty until approximately 1 month following surgical correction of myopia, and possibly as long as 3 to 4 months after surgical correction of hyperopia.  Full and unrestricted duty is defined as the ability to perform all job responsibilities of their rank/rate, as well as being suitable for deployment to isolated duty locations where routine eye care services are not readily available. 

3.
I certify that the following pre-requisites for full and unrestricted duty assignment have been met:

a.
All topical eye drops (including steroids or anti-inflammatory agents) have been discontinued.  Artificial tears may be used as needed.

b.
Post-operative BEST CORRECTED visual acuity is greater than or equal to 20/20 in each eye that had surgery, OR is within one line of the BEST CORRECTED pre-operative visual acuity in each eye that had surgery:

Best corrected visual acuity PRE-OP =
20/___ OD, 20/___ OS.

Best corrected visual acuity POST-OP =
20/___ OD, 20/___ OS.

Uncorrected visual acuity POST-OP =
20/___ OD, 20/___ OS.

c.
There are no visually debilitating symptoms related to surgery.

4.
I recommend that the service member may return to full and unrestricted duty as of _________________________(date).  



________________________________

________________



(Signature of eye care provider)


(Date)

ENCLOSURE 4 (continued):
Format this document as an overprint for SF600, which can then be enclosed in the outpatient medical record
PRIMARY CARE PROVIDER ENDORSEMENT OF RETURN TO FULL AND UNRESTRICTED DUTY FOLLOWING CORNEAL REFRACTIVE SURGERY 

1.
I have reviewed the Medical Clearance Form for Return to Full and Unrestricted Duty Following Corneal Refractive Surgery ICO __________________________________ (Rank/Rate, First name, Last name, Service number).

2.
As part of the fitness for duty, I have determined whether the service member’s job occupation requires a minimum specified visual acuity requirement in order to perform her or his duties (as listed in the Manual of Medical Department).  The uncorrected visual results following surgery must meet those specified standards.  If the service member’s uncorrected visual acuity following surgery does not meet the specified standards, then the member must have received additional vision correction in the form of glasses or contact lenses that enables him or her to fulfill the visual acuity requirements before returning to duty.

3.
In accordance with current BUMED guidance, I have verified that the type of corneal refractive surgery the service member had performed does not disqualify her/him from retention on active duty in his or her current NEC or NOBC.

4a.
The service member’s eye care provider (military or civilian) has verified that all of the prerequisites identified in paragraphs 3(a) – 3(c) of the Medical Clearance form have been satisfied.  Effective ________________________ (date), the service member may return to full and unrestricted duty, which is defined as the ability to perform all job responsibilities of their rank/rate, as well as being suitable for deployment to isolated duty locations where routine eye care services are not readily available. 






OR

4b.
One or more of the prerequisites identified in paragraph (3) were not satisfied, but the service member has been evaluated by a military ophthalmologist or optometrist and has been recommended for return to full and unrestricted duty effective _________________________ (date).

_________________________
_______

__________________
__________

Provider’s signature

Rank/Rate
Printed name or stamp
Date

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

COUNSELING FORM FOR CORNEAL REFRACTIVE SURGERY TO BE PERFORMED IN THE CIVILIAN HEALTH CARE SECTOR

1.  I, _______________________________________ (Rank/Rate, First name, Last name, Service number) am seeking health care outside a federal source for corneal refractive surgery.  My initials next to each of the following paragraphs indicate I have read and understand each section.

____
2.  Per BUMEDINST 6320.72, and BUMED ltr 6320 SER31/0776 of 02JUL98, I have been counseled by my primary care provider, or a designated medical department representative.  In particular, I acknowledge that I have been provided and have read a copy of the entire current version of the ‘Corrective Eye Surgery Information.’   This document is posted as a link on the BUMED home page: Navymedicine@us.med.navy.mil  .  The purpose of this counseling is to inform me of current guidance I need to be aware of prior to having elective non-Military Health Care system surgery performed at my own expense.  The purpose of this counseling is not to determine my actual suitability for corneal refractive surgery, as that determination must be made by my eye care provider. 

____
3.  I understand the availability of corneal refractive surgery in the Military Health Care System, and the priority being given to personnel in war fighting communities may limit the opportunity for me to have surgery performed by the Navy.

____
4.  I understand there are different types of corneal refractive surgery, and that I may subsequently be found disqualified from entry into, or continued service in certain warfare communities, depending on the type of surgery that is performed on my eyes.  It is my responsibility to know the current policy on refractive surgery in my rating or warfare community.

____
5.  I understand that I must obtain the prior approval of my command to have corneal refractive surgery, regardless of whether surgery is performed in either the civilian or Military Health Care System.  Any time away from work required as part of the pre-op evaluation, surgery and post-operative follow-up must be approved by my command. 

____
6.  I have been notified that I am responsible for all expenses associated with the pre-operative evaluation, surgical fees and post-operative care.  The government cannot be responsible for out-of-pocket expenses that I may incur by an insurance carrier, or that I am unable to pay as part of the cost of the contemplated care.

____
7.  I understand that after I have had my surgery in the civilian community, post-operative follow-up care will not be performed by a military treatment facility (MTF).  If there are extenuating and unusual circumstances necessitating follow-up care at a Uniform Service Medical Facility following surgery in the civilian community, prior approval by a Uniform Services Medical Facility (preferably Navy) must be obtained before the elective surgery is performed.  Having the surgery performed in a geographic location remote from my duty station and then seeking routine follow-up care at my local MTF for an uncomplicated post-op course is generally not considered an appropriate extenuating circumstance.  

____
8.  I have been provided with a copy of the Medical Clearance Form for Return to Full and Unrestricted Duty Following Corneal Refractive Surgery.  I have been directed to have my eye care provider complete this form after my surgery.  I will return it to the Uniform Services Medical Facility where my outpatient records are kept, at which time a determination for fitness and continued service may be made by a medical department representative.

____
9.  In the event of an irreversible adverse outcome that affects the ability to perform the duties of my rank or rate, I understand that I will be referred to the Physical Evaluation Board.  Decisions regarding disposition and disability entitlement, if any, will be governed by guidance from SECNAVINST 1850.4D and the DoN Disability Evaluation Manual. 

____
10.  I have had my questions answered by a medical department representative and understand that this document will be placed in my outpatient medical record.

__________________
_____________________

___________________
______________

Service member’s
Medical department

Medical department
Date

signature

representative’s signature

representative’s printed








name or stamp



1
1

