
                          
     
         

Article Courtesy of MS Research Australia www.msra.org.au 

Biotech company announces the completion of second clinical trial 
for novel progressive MS therapy 

10th May, 2017 

The last decade has seen the development of a 
number of new treatments for relapsing forms of 
MS. Unfortunately, there hasn’t been the same 
progress in treating progressive forms of the 
disease. But perhaps the tide is changing. 

Early this year, the Food and Drug Administration 
(FDA) in America approved the first-ever medication 
to treat progressive MS –Ocrelizumab. Then more 
recently very early results from an MS Research 
Australia supported phase 1 clinical trial into adoptive 
immunotherapy has shown promise (read more 
information about that trial here). And now an 

Australasian Biotech company, Innate Immunotherapeutics, has just announced they have completed 
an international phase IIB trial of a new experimental medication, known as MIS416, for secondary 
progressive MS. 
Innate Immunotherapeutics, which also earlier this year hit the headlines due to its backers including 
some prominent American Republicans, started this phase IIB trial in September 2014. In April 2016 
they reported that they had successfully recruited enough patients for their trial. And now the company 
has announced that the last enrolled patient has completed their last clinical visit. Each of the 90 patients 
had 61 regular clinical visits scheduled over 12 months. No results have been released yet, but this is 
an important milestone. The company has suggested that results might be due out as early as late 
August or early September. 

MIS416 is a microparticle derived from bacteria, combined with two immune-modifying molecules. It 
acts to stimulate a specific range of responses in the innate immune system. The innate immune system 
is thought to play a particularly important role in progressive forms of MS. 

This compound has already been through a phase Ib/IIa clinical trial to formally test its safety and 
tolerability in 19 people with progressive forms of MS. And it has also been used on compassionate 
grounds in New Zealand, for people with progressive disease. 

Following promising results from the first phase trial, this latest second phase trial was set up, recruiting 
over 90 participants across multiple sites here in Australia and overseas.The trial was a double blinded 
randomised study where 60 patients received the medication, and 30 received a placebo. MIS416 was 
administered by once weekly intravenous infusions with each patient remaining in the trial for 12 
months. 

The results of the first clinical trial and preclinical studies was published in April 2014 (read the previous 
MS Research Australia news article here), and to read about this latest trial, view the Innate 
Immunotherapeutics media release here. 
Progressive forms of MS are one of the great unmet challenges in MS research. It is vital that we find 
treatments for progressive forms of MS. This is one of the primary focuses of MS Research Australia, 
to directly tackle this problem we have joined forces with a number of MS organisations worldwide to 
form the International Progressive MS Alliance. 
Both this trial and the recently announced Queensland trial into adoptive immunotherapy are very 
preliminary, and there are many hurdles left before these therapies are proven to be safe and effective. 
However, hopefully, this is the beginning of the turning of the tide against progressive forms of MS, or 
in the words of Winston Churchill, 'this is not the end. It is not even the beginning of the end. But it is, 
perhaps, the end of the beginning'.   
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