Quality Control and Quality Assurance 181

this approach must have a substantial degree of confidence in the robustness of their
methods. Otherwise, late fixes may be required and the ANDA submission will have
to be amended.

CONCLUSION

As the information in this chapter demonstrates, QA and QC oversight is an essential
part of generic drug development. Firms that establish and follow sound procedures
and practices for drug development and ensure proper quality oversight through-
out the process will reap the benefits of successful PAIs and timely ANDA approv-
als. Although resource intensive, this approach can provide substantial commercial
advantage and significant contribution to the “bottom line.”
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