March 30, 2017

Cheryl Ray, DO, MBA, FACN
Wisconsin Physician Services Corp
1717 W. Broadway PO Box 1787
Madison, WI 53701
By Electronic Delivery
Dear Dr. Ray,
On behalf of the American Society of Retina Specialists, the largest retinal organization in the
world, representing nearly 3,000 board certified ophthalmologists who have completed
fellowship training in the medical and surgical treatment of retinal diseases, we write to request a
change in payment policy to allow for flexibility in treating patients with severe neovascular
Age-related Macular Degeneration (AMD), a disease that results in a gradual loss of vision
usually to the level of legal blindness without treatment.
It has come to our attention that injections of anti-vascular endothelial growth factor (antiVEGF)
medicines are being denied as not reasonable and necessary based on an arbitrary interpretation
of the FDA approved guidance. For example, our members are receiving notifications that the
“benefit maximum for this time period or occurrence has been reached” or that the service has
been denied because payment was already made for the same or similar procedure within the set
time frame of 28 days. However, physicians have not received any communications regarding a
set time frame. The consequence of such an arbitrary restriction is compromising the vision of a
small percentage of patients (less than 5%) who have well-documented aggressive conditions
and need injections more often.
Patients with severe forms of neovascular AMD may be well-controlled two to three weeks after
their injection treatment, but beyond three weeks experience increased leakage and/or bleeding
leading to vision loss. This small group of patients has a carefully documented need for an
increased frequency of treatment, yet this reasonable and necessary care is being denied. To that
point:


Lucentis® (ranibizumab) is a Medicare Part B-covered drug approved by the Food and
Drug Administration (FDA) for the treatment of neovascular AMD. The randomized
studies that led to the FDA’s approval of ranibizumab allowed a range of treatment visits
between 23 and 37 days.





EYLEA (aflibercept), is also a Medicare Part B-covered drug approved by the FDA for
the treatment of neovascular AMD. The EYLEA US Prescribing Information (USPI)
indicates that EYLEA is approved for both monthly (2 mg q4) and every 2 months (2 mg
q8) dosing, following three initial monthly doses.
Bevacizumab (Avastin ®), is approved by the FDA as a treatment for different types of
cancer. Its use to treat neovascular age-related AMD, is considered an “off-label” use
and therefore does not have an FDA approved treatment window.

In addition, rigid treatment windows are often logistically impossible for patients and physicians
adhere to. Transportation for patients, travel, Federal holidays and physician schedule limitations
all create scheduling conflicts that can prevent a patient from returning at exactly 28 days.
Mutual availability may necessitate an appointment less than 28 days as the next available time
could exceed 35 days. Rather than risking irreversible damage to the patient’s vision, evidencedbased guidance should allow patients to be treated in the same window of time used in the
studies that led to FDA-approval.
Given that each patient is unique, it is incumbent on the physician to individualize treatment to
what works for each patient. We ask you to review any payment edits or policies that
automatically reject payments and implement a more evidenced-based approach that would offer
flexibility in caring for our patients with neovascular AMD. If you would like to further discuss
this issue, we welcome a meeting. We appreciate your consideration of this matter and look
forward to working with you to develop a policy that allows physicians to provide the highest
quality care to patients. If we can provide any additional information, please contact Monica
Horton, ASRS Director of Practice Management at monica.horton@asrs.org.
Sincerely,

John T. Thompson, MD
Council on Health Policy

