
Caldera Medical Achieves ISO 13485: 2003 Certification 

AGOURA HILLS, Calif., January 20, 2007 -- Caldera Medical, Inc., a leading manufacturer of specialized 
medical devices for the Gynecology, Urology, and Urogynecology markets, today announced that their 
facility in Agoura Hills, California, has been certified to the ISO 13485: 2003 standard.  ISO 13485: 2003 
is an internationally recognized standard developed to ensure that companies provide medical devices that 
consistently meet customer and regulatory requirements, and is currently the most stringent quality 
standard utilized by the medical device community.  

The certification also recognizes conformance under the Canadian Medical Devices Conformity 
Assessment System (CMDCAS), a system developed by the Standards Council of Canada and Health 
Canada’s Therapeutic Products Directorate. 

In order to obtain certification, Caldera Medical demonstrated its ability to consistently meet strict quality 
management system requirements applicable to medical devices.  Caldera Medical received its certification 
from BSi Management Systems, the world’s leading quality management systems registrar. 

"Receiving ISO 13485 certification is the culmination of a top-to-bottom quality system implementation," 
said Bryon L. Merade, Chief Executive Officer of Caldera Medical, adding, “This will enhance our ability 
to accelerate the global rollout of our product lines." 

About Caldera Medical 

Caldera Medical is dedicated to bringing innovative medical devices to the marketplace. Caldera focuses 
exclusively on differentiated, high-impact products across the gynecology, urology and urogynecology 
specialties. 

Caldera Medical is a privately held company located in Agoura Hills, California. For more information, 
visit Caldera's Web site at http://www.calderamedical.com. 
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