
 

IncellDx, Inc. Receives ISO 13485:2003 and ISO 9001:2008 
Certifications 

 
Menlo Park, CA, March 3, 2011- IncellDx, Inc. today announced that the Company has 
received ISO 13485:2003 Certification, an internationally recognized quality standard 
designed to ensure that medical device manufacturers have the required quality 
management systems in place to safely design, manufacture and distribute medical devices. 
The company simultaneously achieved ISO 9001:2008 Certification. Both awards came with 
zero deficiencies.  
 
“These awards are the culmination of a year long, concerted effort to put in place a truly 
state-of-the-art quality management system”, according to Bruce Patterson M.D., IncellDx’s 
Founder, President and CEO. “This system reflects our continuing commitment to provide 
our customers with the very highest quality products possible.” 
 
“Obtaining these ISO certifications demonstrates IncellDx’s strong commitment to its 
customers. We are proud to be their partners.” Theodore Zafiropoulos, Managing Director 
of P. Zafiropoulos  S.A. and FlowCytogen Laboratories Ltd  in Athens Greece. 
 
Having solid design control and quality management systems provides the process for 
providing reliable and reproducible results. With current customers spanning the globe, 
IncellDx is focused on helping provide high quality information to enhance patient care.  
IncellDx will be pursuing FDA regulatory approval for its HPV assay with a clinical trial 
planned in 2011.    
 
 
 
About IncellDx, Inc. 
 
IncellDx, Inc.  is a revenue stage company headquartered in Menlo Park, CA. Their 
proprietary technology allows the combination of intact cell analysis simultaneously with 
molecular results. The first indication is for HPV screening where the digitized morphology 
is captured and stored with molecular data.  Visit www.incellldx.com for more information. 
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