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(Effective Qutsourcing - Avoiding the Pitfalls: Itsuko Maeda, M.A., Dip.RQA, MRQAI

Summary
Qutsourcing of clinical trial-related activities has become complex and expensive, and as such an

effective outsourcing process is crucial to obtaining results with an acceptable quality in a timely
manner. A strategic approach to outsourcing, team assessment of CROs and well-prepared
contracts can avoid many potential problems. A balanced and active management of CROs, good
communications, and working with them as partners are keys to success. This article will discuss
some of the tips for Japanese sponsors to avoid the pitfalls associated with outsourcing clinical
activities from a QA auditor’s perspective, with focusing on outsourcing to CROs outside of

lapan.
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