HD Phase I Clinical Trial of NP03 [Aonys - lithium] successfully completed 01-05-2011 

In the email I just sent on Lithuim, I referenced a NPO3 Phase I clinical trial [Aonys - lithium] for HD would start in 2010 in France. Based on the success of that trial Medesis anticipated a phase II study in HD patients would be extended throughout Europe and North America in 2012..........that clinical trial was successful! Attached are two documents from Medesis Pharma's website:

Press Release: Medesis Pharma Successfully Completes Phase I Clinical Trial of NP03 dated January 5, 2011

The company reported that there were no serious adverse events and that the drug was well tolerated both after single and repeat administration.  “We are very pleased with the favorable results of this phase I trial” stated Dr Jean-Claude Maurel, President and CEO of Medesis Pharma.  “These results show a complete absence of side effects associated with current lithium therapies at doses above those we have shown to be active in a variety of pre-clinical models for neurodegenerative diseases.  This success paves the way for our phase II and III studies in patients suffering from Huntington’s disease.”

Also attached:

Letter to Patients

http://www.medesispharma.com/wp-content/files_flutter/1267610446LettertopatientsNP03.pdf

To: Sufferers and carriers of Huntington’s disease and their families

From: Medesis Pharma Corporate Communications

Date: 11/12/2009

Subject: NP03 in development for the treatment of Huntington’s disease

On 5th November 2009, Medesis Pharma received a positive opinion from the Committee for Orphan Medicinal Products (COMP) for an orphan drug designation for the following product: Lithium citrate tetrahydrate (in reverse-micelle formulation) for the treatment of Huntington’s disease. [JEM Note - for more info on Anonys see- http://www.medesispharma.com/technology/aonys]

Medesis Pharma has developed a drug delivery technology, based upon a lipidic reverse micelle microemulsion, Aonys®. This technology allows delivery of metal ions providing therapeutic effects at very low doses. Consequently, there is a significant reduction in toxicity normally associated with the therapeutic use of metals, allowing long term treatment over many years.

NP03 is a new pharmaceutical product based upon the active component, lithium, formulated in the delivery technology Aonys®. Recent studies have shown that lithium, used since 30 years for the treatment of bipolar disorder, could have a role in neuroprotection. This research has opened new avenues of research into the use of lithium as a therapeutic agent in a number of neurodegenerative diseases including Huntington’s disease.

However, numerous side effects are observed when lithium is used at the active dose commonly used in bipolar disorder, and these have been an obstacle for the prescription of lithium to treat neurodegenerative diseases. The benefit risk ratio is unacceptable, especially when considering that chronic long term treatment is needed to treat these diseases.

Aonys® technology improves the delivery of metal ions and allows metals to penetrate the bloodbrain barrier in an improved way. The active dose of lithium administered using this technology this therefore very low.

A long study with a Huntington’s disease mouse model has shown that treatment with NP03 provides maintenance of motor control and preservation of neuron numbers and survival.

Having demonstrated in a representative animal model an excellent therapeutic activity without associated toxicity, a clinical trial program will be initiated for NP03. Phase I clinical trials will start in 2010 followed by a phase II study in patients. This first study of efficacy in patients will take place in France and if successful will then be extended throughout Europe and North America in 2012. Further information concerning this project will be regularly published on the website www.medesispharma.com<http://www.medesispharma.com>

====================

Medesis Pharma - Huntington's Disease: http://www.medesispharma.com/products/np03

Lithium

Recent studies have shown that besides use in bipolar disorders, lithium may have a role in neuroprotection through intervention in a number of biochemical pathways involved in neurone homeostasis.   This research opens up new avenues for the use of lithium in a number of neurodegenerative diseases such as Huntington’s disease and multiple sclerosis.

About NP03

NP03 is a combination of the active ingredient, lithium citrate, and Aonys®, a novel reverse micelle delivery formulation. Lithium is well documented as having unique neuroprotective effects in a variety of in vitro models but the toxicity associated with pharmacologically active doses has prevented clinical development of lithium formulations. Aonys® allows maintenance of pharmacological activity at doses 100 fold less than those classically administered in lithium therapy, through a unique systemic transport mechanism.

Aonys enhances cellular delivery of metal ions and is able to deliver efficiently across the blood-brain barrier allowing the combination of Aonys and lithium to be developed for a number of neurodegenerative diseases. Recent studies with a relevant animal model have shown that NP03 provides significant prolongation of motor control over non treated animals.




