Implementing ISO 17025 in the Regulated Environment
The presence of a quality system is a critical component to ensuring the validity of laboratory results.  In regulated environments, ISO 17025 provides a framework under which laboratory work can be performed, recorded and reported.  The ISO 17025 standard consists of both general management system requirements and technical requirements, thus providing a strong organizational framework, as well as technical best practices to ensure efficiency and accuracy in reporting analytical results. 

Regulated environments already must comply with certain standards and record-keeping practices.  Because of the strengths each system imparts, a growing trend is to implement ISO 17025 principles in a GxP environment.  Implementation of an ISO 17025 system in a GxP laboratory provides a third party assessment of the laboratory’s compliance with ISO 17025 standards and company specific SOPs written to comply with regulatory requirements.  

However, it is a common misconception that GxP compliance covers all elements of the ISO standard, or vice versa.  Although the two systems do overlap substantially, there are differences that must be addressed to be both GxP compliant and ISO certified.  One is neither sufficient nor required for the other.  
Furthermore, pursuing ISO 17025 accreditation does carry an expense, but the benefits in the marketplace can be substantial.  A well planned certification roadmap will reduce the costs and time associated with certification.  
This presentation will discuss:

· Elements common to both GxPs and the ISO 17025 standard for laboratories
· Areas in which the two systems differ 
· Benefits to pursuing accreditation
· A practical implementation plan for ISO 17025 accreditation 
· Preparing for the Initial Assessment

