 Your Logo and Name
August 28, 2006
Attached: A letter from Dr about Lympedema spread to her Genitals.
Dear Sir/Madam, 
Please see the article below on FlexiTouch and of Standard pumps. I have highlighted in bold essential information on purpose.
Sincerely, 
Your Name
Home: 
Mobile: 

*********************************************************************

Information:

Health Net of California Inc. (Health Net) is responding to an appeal filed on your behalf, by xxxxx requesting reconsideration for coverage of a FlexiTouch Lymphedema System by Tactile Systems Technology. Physician Network previously denied your request because you did not meet the medical necessity criteria or guidelines for' a FlexiTouch Lymphedema System by Tactile Systems Technology. As an alternative, it was determined that the Reid Sleeve, or other equivalent lymphedema system, is an acceptable method of treatment for this condition.

The medical plan provides benefits for services and supplies to the extent that such services and supplies are reasonable, customary and necessary for the treatment of disease or injury as described in
In consideration of your appeal, the following information was reviewed:

. Appeal letter from.

. Denial letter issued by.

. Medical records provided by xxxxx, M.D.

. Health Provider's National Medical Policy for Pneumatic Compression Devices for Treatment of


Lymphedema and Venous Stasis Ulcers.

. Same specialty match review performed by a Board certified Vascular Surgeon.

Should you have additional questions about this matter, you may contact me directly at . If you have any questions about your Health Net coverage, please call our Customer Service Department at telephone representatives will be happy to assist you. Our Telecommunication Device for the Deaf (TDD) may be accessed by calling 

Sincerely,

Sr. Appeals and Grievances Case Coordinator Health Net of California, Inc.

Enclosures:

Department of Managed Health Care 800 Number

Application for IMR Review through the Department of Managed Health Care

DMHC Return Envelope

Authorization for Use or Disclosure of Medical Information

Health Net's National Medical Policy for Pneumatic Compression Devices for Treatment of Lymphedema and Venous Stasis Ulcers

Blinded Specialty Match Review

Information:

http://groups.msn.com/LetsTalkLymphedemapatientsGroup/pumptheropy.msnw?action=get_message&mview=0&ID_Message=1916&LastModified=46755452512765636 

This is the information from this link above of relevance: 

Lymphedema is a lifelong condition for which there is no cure. Many patients report that current home treatment options for lymphedema have been ineffective, inconvenient, or expensive. The Flexitouch system has an action similar to MLD therapy and has been shown to be more desirable to patients than previously available home treatment options. 

Pat O'Connor 

Lymphedema People 

October 17, 2005 

Preface: 

The information contained herein is not meant to be an endorsement of 
the FlexiTouch Device and in designed to be an educational advisory to 
lymphedema patients. Also, I have received no compensation for this 
article and in fact, I was not asked by Tactile Systems to write this. 

My opposition to use the use compression pumps for the treatment of 
lower limb lymphedema is well known. Due to the well documented 
incredibly high risk of genital lymphedema, I personally just don't 
feel they should be used. 

Upon my review of the Flexitouch device, it seemed to be such a radical 
departure from the products we are familiar with, that I felt further 
investigation was warranted. 

I also want it noted that I went into this demonstration with a cynical 
attitude and looking for any reason to not like the device. 

Our Problem: 

The biggest challenge those of us with lower limb lymphedema is perhaps 
how to maintain the reduction of swelling achieved after decongestive 
therapy treatments. We all know the importance of patient compliance in 
the maintenance phase of lymphedema management. However, with leg 
lymphedema that is easier said then done. 

First, self massage therapy (simple decongestive therapy) is all but 
impossible without the assistance of another individual. Secondly, the 
compression hosiery has been for me a nightmare. I stopped using them 
decades ago because of complications involved. A couple years ago I 
tried again, hoping there had been an improvement in the product 
design. What I found was the same complications. Severe bunching and 
cutting off of circulation at the groin, knee and ankle caused me to 
once again discard the idea. 

My Concerns: 

My concerns about the product were three fold. First, basically does 
the device work towards the reduction of swelling. Secondly, with the 
pressure used, what is the risk of damaging the delicate superficial 
lymphatics. Third, what would be the possible risk of genital 
lymphedema as a result of using the device. 

After treatment I was very careful to pay extremely close attention to 
any scrotal edema and to watch for any residual discomfort in any 
treated area. This included watching for discomfort in any nodal 
regions that had been treated. 

On that I am able to report there was absolutely no change in scrotal 
size and not even a hint of residual pain of any type. 

********************************************
Previous letter:

The lymphedema is in her right side from her torso to her toes and are very severe with sever pain in the foot and toes especially. 

After spending many hours researching how to treat this condition, including many hours of Lymphedema therapy and support groups meetings, we have concluded that that normal cheap Lymph pumps are dangerous and can cause severe Genital Lymphedema, beyond what she currently has. There is only one "pump" Flexitouch that performs the necessary movements of the lymph fluid from the toes all the way past the Torso. All other pumps have severe risks associate with them. At KENMARK.WEB.COM, under links (top right) you will find many references to Lymphedema and the risk associated with standard pumps, as these units do not really move the fluid up and beyond the Torso, but do deep massage and moves the fluid into the genital areas and will cause very severe irreversible medical problems. See below.
You can also refer to the Lymphedema therapy center in Concord, who can verify that the FlexiTouch is the only safe device.

We had a specialist coming to the house showing this device and she used it for over one hour with positive result. The reed sleeve is to be used after the therapy with the FlexiTouch has been used once or twice/day. The reed sleeve is not used as a substitute for a pump but to maintain the effect after the lymph fluid has been move. The lymphedema is in her right side from her torso to her toes and are very severe with sever pain in the foot and toes especially. Had the blood test initially requested taken place, the severity would have been much less, even none according to my research. We can't do anything about this now, but we can try to speed up the approval of necessary equipment.

She is in great pain, her leg, foot and toes are very swollen, she is doing manual massage and bandage every day and night to elevate the pain. It does help and is very time consuming and painful.

I hope this will help you with you reevaluation. We have now spent many weeks on this subject and I hope it will the last, but if you do need more information call me, also call after the approval.

In most cased the Lymphedema will be with her for life, hence the need for purchase, not rental, as that would be much more expensive in the long run. Rental could be used initially to prove to you that it works and you can then add this device to your approved equipment.
FlexiTouch 
Copy from your attachment:
The FlexiTouch device from Tactile Systems Technology is a 2-Phase Lymph Preparation & Drainage therapy device which consists of an electronic controller unit and patented garments, worn on the trunk and upper and lower affected extremities and connected to the controller unit by tubing harnesses. The FlexiTouch utilizes a light, therapeutic sequential action to gently prepare the trunk and extremities for lymph evacuation and to assist in draining excess fluid from the limb to the venous system. The unit offers 13 preprogrammed treatment patterns, adjustable pressure, and adjustable therapy times. The FlexiTouch garment consists of 32 independent, inflatable chambers that sequentially inflate and deflate in one to three second intervals, according to the preprogrammed treatment pattern selected. Per the manufacturer, the FlexiTouch system compares itself to manual lymph drainage (MLD) and as an alternative to the compression pump. One small, prospective, randomized, crossover study of 10 patients with unilateral breast cancer-associated lymphedema of the arm, evaluated the efficacy of the FlexiTouch, when compared to massage, in the self-administered maintenance therapy of lymphedema. Each observation phase included self-administered treatment with the FlexiTouch or massage, 1 hour daily for 14 days, respectively, followed by crossover to the alternate treatment phase. The sequence of treatment was randomly assigned. The author concluded that better maintenance edema control was obtained with the FlexiTouch as post-treatment arm volume was significantly reduced after the FlexiTouch, but not after self-administered massage and mean weight decreased significantly with FlexiTouch use, but not with massage. However, no long term data is available beyond 2 weeks. There are no published studies that compare the effectiveness of this 2-phase lymph preparation and drainage therapy device to standard segmented pneumatic compression devices, therefore, no conclusions can be drawn as to whether this device provides superior outcomes to standard segmented pneumatic compression devices. (My comments: See below, you can easily draw the conclusion from the below article.  If it works for 2 weeks with significant improvement over massage, it does not take to much imagination that it works and will continue to work. I suggest we put this on rental for a period of time to test. If the test works, it should be purchased to save HealthNet money as Lymphedema is a lifetime condition. )
Codes:

ICD-9 Codes That Support Medical Appropriateness:

454.0 Varicose veins of lower extremity with ulcer

454.2 Varicose veins of lower extremity with ulcer and inflammation

457.0 Post-mastectomy lymphedema syndrome

*********************************************

Why Standard Compression Pumps Cause Damage 

Our Home Page: Lymphedema People

Extract from Lymphedema People Australia

Please note that FlexiTouch do not cause these problem, well documented in your own attachments, copy above.
======================

Wanted to share this article written by those wonderful Australian lymphedema doctors which goes into detail exactly why pumps cause further damage to lymphatics.

---------------

Why Pumps cause Complications

from the Lymphoedema Assoc of Australia, written by .R. Casley-Smith &
Judith R. Casley-Smith

Almost all use compressed air to squeeze the swollen limb. There are varieties available. Some patients (Grade 1 lymphoedema) are helped by these; most (Grades 2 and 3) are not. Usually lymphoedemas which have only been present a short time respond best; very fibrotic ones do not respond at all. However the incidence of serious complications is the same for both Grades.

What does a pump do? What does it not do? Why do we advise against
their use? They simply force fluid into the adjacent area. They do not improve drainage from a limb in the long term. They can never clear an area of the trunk into which the limb can drain. My note: FlexiTouch does!

There are two types of pumps available: 1. Segmental (sequential,
multi-chambered), i.e. a number of compartments which pump in sequence (the pressures in these may be graded); 2. non-segmental (single chambered), where the limb is simply enclosed by a continuous sleeve or stocking and is compressed all at once, then released. The former is more efficient; because of this it is also more dangerous and can cause much more damage. This is especially the case if the trunk (body) has not first been cleared manually.

Mercury is used in a few pumps, giving a very high but smoothly graded compression. These seem not to give complications like the pneumatic ones (when used with care) and are particularly useful for very fibrotic regions; but they are rather expensive and complex, and few therapists have them.

Why Pumps cause Complications

So much of the reduction by C.P.T./C.L.T. is obtained by simply making a space into which the overloaded lymphoedematous part can drain.

The principles on which good conservative therapy depends for lymphoedema treatment are therefore completely negated as far as the clearing of the affected limb is concerned. Even if the trunk is cleared prior to the pumping of the limb, this is usually inadequately done. At least 30 minutes would be needed to clear the trunk properly. This would need to be continued during the pumping process to minimize damage. Even with this, in some cases, the avoidance of damage is not possible.

The most superficial lymphatic vessels are very small and very fragile.

These are easily damaged and are certainly broken when a pressure of more than 60 mm Hg is applied. (Pumps are often used at very much greater pressures. ) Without these vessels, there is no
inter-connecting network over the body through which at least some of the lymph can be transported. The slightly deeper vessels, very small collecting lymphatics, may also be damaged. Some of these will regenerate, given time, but meanwhile fibrotic (scar) tissue forms and blocks the drainage in the adjacent tissue channels.

The deeper vessels may be encouraged to drain more by the pumping - but what happens when their drainage is either inadequate or is blocked further along the lymphatic drainage system? Then the region just proximal to (i.e. above) the 'sleeve' of the pump becomes overloaded.

The lymphatics in it often rupture and leak lymph to form a new area of lymphoedema. This can lead to the formation of fibrous tissue like a 'cuff' around the upper part of the limb. This then contracts and strangles the remaining lymphatics. Any nodes which remain and are still filtering the lymph, but are already overloaded, as is the superficial network in adjacent areas. Thus their ability to collect from adjacent areas is reduced, e.g. from the chest wall for lymphoedema of the arm. With lymphoedema of the arm, the opposite chest, breast, and sometimes the opposite arm and the abdominal wall on the same side, can also be made lymphoedematous.

In lymphoedema of the leg this is the abdominal wall and, even more importantly, the genital area. In fact this overload can be so severe that not only the genital area is made lymphoedematous, but the previously 'normal' leg also swells. (In primary lymphoedema, the other leg often has abnormal lymphatics even if it shows no evidence of swelling in both primary and secondary lymphoedema.) In secondary lymphoedema pelvic drainage may be affected. Thus the 'normal leg is a leg 'at risk'.

Fistulae (i.e. holes through the skin from which lymph leaks) can be produced proximal to the sleeve of the pump, and also in the genital area (of both men and women). These are sites where bacteria can easily enter and so cause infection and inflammation. 

These worsen the lymphoedema and can even be life-threatening.
Pumps can also transmit infection from one patient to another, or make one more likely by abrading the skin. They can cause damage to the small blood vessels and hence bruising. Again, this tends to worsen a lymphoedema.

Pumps cannot remodel the limb in the way that CPT (CLT) can because
they work on the limb as a whole and cannot concentrate on individual
parts.

The results of using pumps have very seldom been published - and never the long-term results. Those that have been are poor compared with CPT (CLT). Even when the trunk and adjacent areas have been cleared prior to pumping a limb, the results are poor compared with those of other treatments (e.g. CPT plus benzo-pyrones) and the complications still occurred in some cases.

The complications caused by pumps are several:

genital lymphoedema (including fistulae by which lymph leaks to the
skin, and bacteria may enter), lymphoedema of the trunk (and breast) adjacent to the affected limb, lymphoedema in the (previously apparently normal) opposite limb, transferring the lymphoedema to that part of the limb not covered by
the cuff of the pump (ultimately causing a fibrous band which blocks any remaining lymphatics), and bruising and aching.
[image: image1.jpg]




We know of many cases where the genital areas of men or women
(previously normal) were made lymphoedematous by pumps.
Sometimes the other limb, which was clinically normal, but is always a 'limb at risk', was overloaded by the pump and has also started to swell.

They can cause lymphoedema in an arm, breast and one side of the chest which was 'at risk' but still normal before the pump (e.g. especially after a bilateral mastectomy). Lymphoedema of the abdomen may be caused, or made much worse.

Pumps can also cause fistulae to form (leaking channels through the
skin) and blisters of lymph, via which bacteria readily gain access to the lymphoedematous tissue with disastrous results.

Any formation of an oedematous cuff at the proximal end of the pump's sleeve must be avoided. This is a collection of high-protein fluid which will cause chronic inflammation and a fibrotic band, which will contract and hinder the little lymph drainage which is still present.

If pumps have to be used, this tragedy can be avoided by measuring the limb just above the cuff of the pump. Stop the pump at once if this region starts to increase in size. The more efficient,
multi-compartment pumps are the most dangerous!

When legs are being pumped, the genitalia (in both men and women) MUST be examined frequently, otherwise genital lymphoedema may be produced.

This is much harder to treat, and causes far more difficulties for the patient than simple lymphoedema of the leg.

If a limb becomes red, bruised or painful, stop the pump and tell the
therapist.

Pumps are always very dangerous if most of the lymph nodes draining a limb have been destroyed by surgery and/or radiation, and should not be used in primary lymphoedema. If pumps are used, it is VITAL that the pressures are no higher than 40 mm Hg; using greater pressures risks even more damage.

At the International Congress of Lymphology (Washington, 1993) there was a general agreement that, if pumps are used at all, the 'body reservoirs' (i.e. the quadrant of the trunk adjacent to the affected limb, and the two quadrants adjacent to this) should be cleared first by massage. Some considered that pumps were valuable for some patients, but they had to be fully supervised and used carefully. They should never be used indiscriminately at home, but only by well-trained operators!

All this is not to say that pumps should never be used. Properly
trained C.P.T./C.L.T. therapists are unfortunately not available
everywhere. Some hospitals can only offer pumps. However it is
important that their dangers be appreciated and avoided as far as
possible.

Summary

Pumps should never be used alone. In particular, they should never be used:

after a bilateral mastectomy,
after pelvic operations when the tops of both legs have started to
swell,
in primary lymphoedema (it is risky even with only one limb involved;
the other may start to swell),
if a patient has more than one area of the body involved (either
primary or secondary lymphoedema). The pump may quite simply be
responsible for 'blowing up' the next area, which up to that time was
apparently 'normal' and may well have remained so!
if there is already genital lymphoedema,
in Grade 2 lymphoedema, when there is much fibrosis

The Lymphoedema Association of Australia

