We explained that we think consistency is assured by the following four items:

a. Step C.1. enumerates standard risk analysis methods

b. We added the statement regarding frequency of likelihood of failure and when risks are considered mitigated.

c. All activities with residual risk need to address the QA topics listed in Table 2.

d. The on-line form forces uniformity and completeness and reinforces risk management strategies and quality criteria

e. All graded approach analysis results go through the QAR committee and OQBP for their review.

