MARCH 16, 2009

FDA PREVENTS ALS PATIENTS ACCESS TO IPLEX

FDA PRESS RELEASE FALSE
As a patient suffering from Amyotrophic Lateral Sclerosis (Lou Gehrig’s Disease), I urgently need your intelligence, compassion and energy. As you may already know, ALS is one of the most devastating diseases on the planet.  It strikes without warning -- anyone, anywhere, anytime, beginning with irregular limb weakness, body-wide tremors and/or speech difficulty. Eventually, sometimes within months, patients lose the ability to move, breathe, eat, drink and speak. ALS sentences its victims to what is called "life in a glass coffin" and death within 2 to 4 years.  The only FDA approved medication, Riluzole, extends life for 90 days and in the process destroys the liver.  Iplex, an FDA approved drug for short growth stature in infants and children, and one that holds promise for reducing ALS symptoms and improving quality of life, is being withheld from the ALS community by the FDA for spurious, self-protective and dispassionate reasons.  

The politics of this situation are overwhelming.  As Justice Louis Brandeis said about political corruption, “Sunshine is said to be the best of disinfectants.”  Your efforts to bring ‘sunlight’ to this issue would contribute immeasurably to changing the FDA stance and would be enormously appreciated by the entire ALS community.

For the few months Iplex was available on an off label prescription basis, a handful of other ALS patients used Iplex with great results until it was removed from the market due to a patent dispute.  In November 2008, ALS WORLDWIDE together with Team Iplex (a collaborative effort established by ALS patients) obtained a settlement agreement between the parties which allowed ALS patients to once again obtain Iplex. Since then, the FDA, as the attached documents delineate, has caused grievous harm by contradicting themselves and reversing their decision at least four times in the past few months.  The recent FDA press release appears to be supportive of ALS patients when, in fact, it has created a mountain of paperwork and unnecessary expense for a mere 20 patients.  No other ALS patients have access to Iplex at this time.  
The FDA must select one of the following two choices to satisfy the ALS community. 

1. The immediate implementation of a simple application procedure without the March 6, 2009 filing deadline is requested.  The existing FDA IND application without IRB requirement could be easily filed by ALS families, would provide direct FDA oversight of Iplex distribution, negate undue financial hardship and provide expedited access to Iplex for the ALS community.  At this time, it is estimated that 100 to 200 patents would be able to afford and wish to purchase Iplex.

                          OR

2. Fast track approval for the Myotonic Muscular Dystrophy Iplex trial currently underway that has had excellent results from Phase I and Phase II clinical trials and is scheduled to begin its Phase III trial, which will not be completed for another year or two at the regular pace.  If fast track approval is given, the drug would become available sooner through off label prescription by any physician.
I want to live.  With Iplex, the quality of my remaining days will likely improve and I may live longer.  Please help me gain access to Iplex.  Attached is documentation, explanations and information about this very complicated issue.  Included are links to FDA statements that verify what is included here.  

Thank you,

