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ANALYTICAL METHOD VALIDATION – A PREDICAMENT OF SERVICE PROVIDER (CONTRACT RESEARCH ORGANIZATION)

Sasha Nezlin

Aminolab Pharma Ltd., Ness Ziona, Israel,

sasha.nezlin@aminolab-pharma.com
Any drug that is not safe or effective should be screened out during development stages, rather than fail advanced clinical trials. Analytical tools are used to assist in making critical decisions on which compounds and formulations will be moved to full development status. Such analytical tools have to be suitable for their intended purpose. Thus validation of analytical methods is critical from a business perspective, although not always a clearly defined regulatory requirement is available.

Most companies that develop pharmaceutical products from discovery to commercialization have established policies on when and to what extent to perform validation of analytical methods. However start-up companies that do not possess the infrastructure, or established companies that do not want to extend away from their core competencies - in many cases turn to outsourcing of their analytical and/or manufacturing needs to support the development effort.

This presentation will highlight the potential business and regulatory risks associated with a lack of suitable validation policy when outsourcing, and ways to manage these risks building on expertise of a contract research organization.
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