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Comments to Center for Medicare and Medicaid Services
Medicare Evidence Development & Coverage Advisory Committee Meeting
on Diagnosis and Treatment of Secondary Lymphedema
November 19, 2009

The Society for Vascular Medicine is a professional organization founded in 1989 to improve the
integration of vascular biological advances into medical practice and to maintain high standards of
clinical vascular medicine.

The Society appreciates the opportunity to provide comments to the Medicare Evidence Development
& Coverage Advisory Committee (MedCAC) on the topic of diagnosis and treatment of lymphedema.
Our comments will address MedCAC questions 5 and 6, specifically with regard to the questions
posed concerning evidence and clinical outcomes related to pneumatic compression devices.

Overview

As practitioners of vascular medicine, we are at the frontline of diagnosis and treatment of primary
and secondary lymphedema. Complex decongestive therapy and compression therapy is used as
first line of treatment. One of the home treatment modalities we rely upon is use of pneumatic
compression devices which we have found through our experience has given appropriate patients
clinically meaningful improved health outcomes. Like other successful modalities that have been used
for years, pneumatic compression pumps have significant role in treating lymphedema but have not
had robust level 1 evidence development. With that understanding, clinicians must base treatment, on
the combination of existing evidence, underlying physiology, expert opinion and practice experience
to develop practice standards and deliver the best level of care.

Pneumatic compression devices have been part of the lymphedema treatment armamentarium for
well over 20 years. We use pump therapy as an adjunct to the home care program for patients,
including those of Medicare age, who are unable to manage their condition with compression
bandaging and garments and self-massage. Certainly the evidence exists that they produce clinically
meaningful outcomes, and we have seen those outcomes ourselves. Many pneumatic compression
device studies have demonstrated positive limb reductions.iiiiv.v.vi Vi This s a significant outcome
because any type of edema is detrimental as it adversely affects the skin’s mechanical properties,
increasing its susceptibility to injury. Reduction of lymphatic edema is even more significant when
considering the unique tissue biology of the disorder and associated proliferation of fibrous tissue
and, more or less pronounced, proliferation of adipose tissue. Achieving and maintaining tissue
reduction is a desirable outcome in that it diminishes tissue proliferation as well as the associated
pain, loss of mobility, risk of infection, and psychosocial impact.

We are confident the evidence is sufficient to demonstrate the clinical utility of pumps in lymphedema
treatment, especially in light of lymphedema evidence overall, and a growing body of clinical
experience and emerging evidence on advanced pump technology buys that confidence. Use of
pump technology for lymphedema treatment has until recently been limited to some degree by the
fact that the available devices lacked adjustability in terms of pressure application and treatment
sequencing, and they offered appliances to treat only the limb. These limitations resulted in some
clinician hesitation to recommend them for unsupervised home lymphedema treatment due to the
complications that have been associated with them including initiation or exacerbation of genital,
chest, abdominal or trunk swelling and induction of a fibrous band at the proximal limb. It is important
to note that the parameters for pump treatment considered optimal for lymphedema therapy deviate
from those used to treat other forms of edema.

The complications associated with limb-isolating pumps only underscores the need for truncal
treatment, a facet of lymphedema therapy whose physiological foundation is well-described in the
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literature and that is required regardless of the presence of clinically evident truncal involvement. In current practice, prescription of a
limb-only pump for a lymphedema patient must be accompanied with instruction to the patient that the adjacent trunk/chest areas be
massaged to clear those areas. Realistically, even the most well-intentioned patient struggles with daily application of effective truncal
self-massage. Too often these patients are dealing with an already exhausting daily regimen of dealing with comorbidities as well as
restricted mobility, pain issues and exhaustion. Even relatively healthy patients experience inability to reach all areas requiring truncal
massage. The end result is often lack of compliance leading to poor outcomes or repeated cycling through professional therapy,
problems illustrative of the challenges associated with existing home treatment options available to treat patients whose condition is
difficult to control.

In relatively recent years, enhanced understanding of the lymphatic biology has resulted in development of an informed lymphedema
treatment paradigm that relies on light pressure applications in specified sequences including treatment to the limb and trunk.
Pneumatic compression technology has advanced to emulate that paradigmvii and certain advanced pumps offer the programmability
to apply appropriate pressure profiles and sequencing to the limb and trunk. This advancement in pump technology is a welcome
adjunct to lymphedema therapy as the home treatment options for the lymphedema patient are few. While preliminary investigation of
advanced pump technology has shown significant results,** high level evidence development has not kept pace with this treatment
paradigm, yet the widespread clinical acceptance and success of advanced devices testifies to the important role they now play in the
home treatment program of some lymphedema patients. Currently a number of research projects are underway to provide evidentiary
support and help guide treatment protocols and patient election criteria for advanced devices. We are confident that the positive
outcomes we are seeing in clinical practice will be borne out as the data emerges.

Answers to MedCAC Questions
5. Based on our discussion above, we have at least intermediate confidence that there is sufficient evidence that pneumatic
compression devices produce clinically meaningful improved health outcomes for patients with secondary lymphedema.

6. We have (intermediate, high) confidence that pneumatic compression devices produce clinically meaningful improved health
outcomes for patients with secondary lymphedema. This is based on our discussion of the evidence and our members’ years of
experience with pumps in clinical practice.

Recommendations

As Medicare undertakes its review of lymphedema treatment, we request that it take into consideration the foregoing information and
note that existing scientific published evidence may not wholly inform or reflect the current practice standards used in recommending
pumps for lymphedema patients, yet pumps are an important component of the armamentarium. After languishing relative to many
conditions, the understanding of lymphatics and lymphedema is emerging at a rapid pace. We strongly recommend that the MedCAC
panel, and Medicare, protect lymphedema patient care by maintaining the coverage benefit for advanced pumps.

We will be pleased to discuss with CMS the results of the pending controlled trials when they are available and in the meantime to work
with them to develop interim patient selection guidelines for advanced devices while research is pending. Patients dealing with
recalcitrant lymphedema must have access to this level of home treatment to avoid costly and devastating complications and/or
repeated cycling through professional therapy.

Thank you for your consideration of our comments.

Sincerely,
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Thom W. Rooke, MD
SVM President
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