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The reality is that the tasks ahead of us are complex. In the US we have struggled to
meet the compliance expectations of the FDA. Now we have the opportunity to apply a
risk-based framework to our development and quality plans. The stakes of the game
are higher; success no longer relies simply on using classical quality metrics to assess
a suitable CMO. The CMO's participation in regulatory claims will soon escalate; to
what degree, however, is up to us. We will now have to rely on them for far more than
just execution of processes. These organizations will play a significant role in our
technical, regulatory, and market claims. Knowing this, we must evolve our criteria
when evaluating and selecting CMOs and CROs, and address all aspects of this new
relationship. Cost, technical ability, experience, stability, compliance capability, and
organizational flexibility all take on added significance in our decision making. How well
US and European CMOs and CROs embrace this truth, along with how quickly
emerging firms from the Far East adapt to this new requirement, will set the outsourcing
landscape for the next decade.

Bikash Chatterjee is President of Pharmatech Associates, Foster City, CA,
650.227.0177, bchatterjee@pharmatechassociates.com
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