Neerja Somyajee, J Bioequiv Availab, 4.3
doi: http://dx.doi.org/10.4172/0975-0851.51.10

ancsgou 3" World Congress on
Conferences Blﬂa\,allahlllw & Bioequivalence

Accelerating Scientific Discovery

March 26-28, 2012 Marriott Hotel & Convention Centre, Hyderabad, India

Trend analysis on repeats, a way through.......
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he subject samples for a PK/PD/ Bio-equivalence and Bioavailability studies are been analysed using a mass spectrophotometer.
In the current industrial practices the subject samples are repeated due to various reasons like Batch failures, processing
errors, aberrant values, IS variations etc. This is acceptable by all regulatory bodies. But what is required is something beyond this.

Not only analyzing the repeats we also need to have a trend on all the repeats for each project analyzed, month wise, in a year. A
graphical representation of this data will help us to find the gap in the system. The data will present frequency of the recurring
processing errors, IS variation etc.  With this data you can analyze where the defect lies, what is the root cause analysis and how
this can be fixed.

The presentation shall talk about

o Preparing a trend of all the repeats

o Analysing the trend

«  Root cause analysis

o Corrective and preventive action plan

«  Fixing the corrective and preventive action plan
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