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NanoHorizons Submits Device Master File to FDA for 
SmartSilver® Antimicrobial Additive 

 

 
 

Bellefonte, PA — November 8, 2010 — NanoHorizons Inc., a leader in the 

development of nanoscale additives for healthcare, textile and industrial 
applications, has announced the submission of a Device Master File (MAF) to 

the U.S. Food and Drug Administration (FDA) for a proprietary formulation of 
SmartSilver® antimicrobial additives. NanoHorizons’ nanoscale silver 

additives leverage silver’s long established antimicrobial properties to 
produce a highly durable, broad spectrum antimicrobial that is integration-

ready for a wide range of medical applications. Developed and manufactured 

in the U.S., SmartSilver® can be readily integrated into a wide range of 
polymers, coatings, foams and fibers to control the growth of bacteria, 

fungus and mold in devices, textiles and touch surfaces. 
 

The NanoHorizons Device Master File provides technical, manufacturing, and 
biocompatibility information about SmartSilver®, facilitating the FDA review 

of antimicrobial-treated medical devices and combination product candidates 
that reference the use of this antimicrobial additive. SmartSilver® additives 

can be integrated into virtually all surfaces and fabrics and, as such, can be 
used, pending regulatory approval, in a wide variety of medical-related 

equipment, wound care products, and infrastructure components, including 
instruments, bandages, scrubs and room textiles, footwear, wall and floor 

coverings, and bed frames and mattress tickings, to name a few.1 
 

“As more antimicrobial products treated with SmartSilver® move into the 

FDA approval pipeline, our MAF will help in expediting our customers’ 
product reviews and approval by the agency,” explains David Woodle, CEO 

of NanoHorizons. “And from our business perspective, it more quickly opens 

                                                           
1
 Certain applications may require EPA regulatory approval. 



a market that has a high interest in and need for our advanced antimicrobial 

solutions.” 
 

SmartSilver® nanoscale additives do not impact the mechanical properties 
of coatings or polymers due to their minute particle size.  And, in contrast to 

ion exchange based antimicrobials, NanoHorizons’ metallic nanoscale silver 
exhibits highly stable and controlled silver ion release in the presence of 

physiological fluids and electrolytes.  SmartSilver® is also stable against UV 
light and high temperatures. Third party review of independent toxicology 

laboratory data from NanoHorizons additives has been certified as being free 
of harmful substances according to the Oeko-Tex® 100 standard.  

 
For more information about SmartSilver®, visit www.SmartSilver.com or 

follow us on Twitter @smartsilverTM.  These statements are not intended to 
represent an offer to sell or distribute under FIFRA. 

 
 

About NanoHorizons Inc. 

 

NanoHorizons Inc. (www.nanohorizons.com) is a leader in the emerging, cutting-

edge field of practical nanotechnology for a broad range of healthcare, commercial, 
and industrial applications. The company’s nanoscale silver antimicrobial additives 

are entirely developed and manufactured in the USA and marketed globally to 
customers in the apparel, health care, and coatings and plastics industries under 
the SmartSilver® brand (www.smartsilver.com). SmartSilver® uniquely offers 

highly durable, safe and cost-effective bacterial control in a variety of products, 
including natural and synthetic fibers and fabrics as well as coatings, foams and 

polymer applications. SmartSilver® technology is EPA registered and its additives 
are Oeko-Tex® approved. NanoHorizons’ experienced team of scientists, engineers, 
and operational managers provide product research, design, development, 

laboratory testing, manufacture, and customer technical and sales support. 
NanoHorizons is a private equity funded company, headquartered in Bellefonte, 

Pennsylvania near The Pennsylvania State University.  
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