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The importance of FDA approval experience. MCS makes it a 
priority to work with industry leaders that have a proven track 
record in acquiring FDA approval. Tekmira’s knowledge of the 
FDA process and its approved request for FDA’s Fast Track 
designation are critical to bringing the TKM-Ebola therapeutic 
to the Service members as quickly as possible. The FDA grants 
Fast Track status to an MCM if it will treat or prevent a serious 
or life-threatening disease and demonstrates the potential to 
address unmet medical needs. This status gives Tekmira more 
frequent written and in-person access to the FDA and allows 
for Rolling Review, which is an opportunity for submitting the 
required regulatory documentation to the FDA as it is devel-
oped. This helps to compress review timelines because the 
FDA does not have to wait until all documentation and test 
results can be submitted at one time.  

To conduct a clinical trial, MCS and Tekmira are utilizing ICON 
Development Solutions, a specialized contract research orga-
nization in Phase I-IV clinical studies with a proven track record 
of success. The TKM-Ebola Phase I clinical trial at the ICON fa-
cility in San Antonio, Texas, is assessing the safety, tolerability 
and pharmacokinetics of administering TKM-Ebola to healthy 
adult subjects. The trial is a randomized, single-blind, placebo-
controlled study involving single ascending doses and multiple 
ascending doses of TKM-Ebola. As this drug moves through 
clinical testing, it could become the first FDA-approved thera-
peutic to treat disease caused by this deadly virus. 

The Ebola Threat—Revisited 
Pursuing practical solutions to counter the complex threat of 
infectious diseases for the men and women who serve our 
country is the greatest professional challenge I have ever 
faced. I often reflect on how far we’ve come from those ter-
rifying days in 1995. Back then, entire families and communi-
ties were being wiped out by the Ebola virus in Zaire. In the 
hospital in Kinshasa, I met a 70-year-old man who was his 
family’s lone survivor. I think of the deep sadness in that man’s 
eyes—and I return to work every day determined to continue 
our progress. 

The author may be contacted at russell.e.coleman.mil@mail.mil. 

About JPM-MCS 

JPM-MCS, a component of the Joint Program Executive 
Office for Chemical and Biological Defense, aims to pro-
vide U.S. military forces and the nation with safe, effec-
tive and innovative medical solutions to counter CBRN 
threats. JPM-MCS facilitates the advanced development 
and acquisition of medical countermeasures and systems 
to enhance our nation’s biodefense response capability. 
For more information, visit www.jpeocbd.osd.mil.

Defense AT&L Wins 2014 APEX Award for Excellence

Defense AT&L magazine re-
cently received an APEX Award 
for Excellence for magazines, 
journals and tabloids with issues 
of 32 pages or more. APEX 2014 
awards were based on outstand-
ing graphic design, editorial 

content and “overall communications effectiveness 
and excellence.”

There were 2,075 entries in all 
categories from the United States, 
Canada and Australia, including 
many from major corporations 
and associations. APEX awards 
are an annual competition for 
publishers, editors, writers and 
designers who create print, Web, 
electronic and social media. The 
awards are sponsored by Com-
munications Concepts Inc. 

Moving Forward
by the Under Secretary  
of Defense (AT&L)

Army Executes New 
Network Modernization 
Strategy

DoD and Industry  
Program Interactions

Assistant Art Director Tia Gray and Managing 
Editor Ben Tyree receive a 2014 APEX Award for 
Excellence for the Defense AT&L magazine.
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