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DEVELOPMENT 

Facing an uphill 

battle?  

Pathwise, Inc. offers 

training and development 

for medical device and 

pharmaceutical companies 

in the areas of quality and 

compliance.  We help our 

clients to develop and 

implement standards that 

improve the manufacturing 

process for products that 

serve citizens around the 

world.   
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   Upcoming Training Events    

Dietary Supplement Industry: Upcoming Quality Regulation Deadline  

FDA to Review Medical Devices 
Marketed Prior to 1976 
 

The FDA recently announced that manufacturers of 

25 types of medical devices marketed prior to 1976 

must submit safety and effectiveness information to 

the agency so that it may evaluate the risk level for 

each device type. Devices found by the FDA to be 

of high risk to consumers will be required to 

undergo the agency's most stringent premarket 

review process. 

 

View the full story here. 

CAPA Requirements and 

Indudtry Practice 

Arlington, VA 

June 22-24, 2009 

 

Recent Rumors of 
Contamination Urge Tougher 
Review of Dental 
Laboratories  

 
 
The combination of dental appliance 

contamination with lead and the FDA's 

inspection of a number of U.S. dental 

laboratories has stirred domestic dental 

laboratories to ensure that their quality 

management program provides the 

assurance to their dental clients that they 

have met the requirements set forth by 

FDA's Title 21, Chapter I, Subchapter H - 

Medical Devices, Part 820 Quality System 

Regulation.     

Read the complete article here.  

 

Integrating ICH Q9 and ISO 

14971 into the Quality System  

Recorded Webinar 

Speaker: Ed Bills 

Compliant, Effective, Efficient.   

    Enroll online at www.PathWise.com or call 866.580.PATH for more information. 

PathWise, Inc. 

www.PathWise.com 

866.580.PATH 

For years, dietary supplements have been scrutinized by the media for being marketed as "snake-oil" cure-

alls, potentially containing components considered harmful to consumers. Under-regulation by the Food and 

Drug Administration (FDA) lead to concerns that these products did not fall under the same regulatory 

requirements as pharmaceuticals. Until now. 

View the full story here. 

 

CAPA for the Life Science 

Industry                                                                                                                                                    

Dublin, Ireland 

May 26-27 
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