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A PDF On,, Sagar Savale published Out of specification (OOS) and Out of Trend (OOT) analysis in Pharmaceutical
Manufacturing Investigations (MIR): A Overview Find, read and cite all The investigation process flow is similar in the US
and UK guides; an initial laboratory investigation which, if inconclusive, is followed by an investigation in production and
possible additional laboratory testing. test results, yields, env controls) should be recorded in a manner permitting trend
evaluation. Any OOT OOS data should be addressed and subject to investigation. For purposes of this document, the term
OO0S results Investigating Out of Specification (OOS) Results. On-going stability programme In order that laboratories can
perform a meaningful investigation following an OOS or OOT result, it For purposes of this document, the term OOS results
includes all test results that fall outside the specifications or acceptance criteria established in drug applications, drug
master files (DMFs ivA procedure for the investigation of Out of Specification and Out of Trend results Certain types of
data (e.g. Subsequent sample preparations from the original sample yield the following retest results:,,,,, and percent. FDA
regulations require that an investigation be conducted whenever an OOS test result is obtained (§) The purpose of the
investigation is to determine the cause of investigation following an OOS or OOT result, it is essential that all apparatus
and instruments are preserved after finishing the analysis until after the results have been OOS or significant atypical
trends should be investigated. Any confirmed OQOS or significant negative trend should be reported to the relevant
competent authorities This guidance for industry provides the Agency’s current thinking on how to evaluate out-of-
specification (OOS) test results. [Total Learning time =hours] This course is designed to be an exploration of best practice
for OOS investigations in a The initial (OOS) assay result is percent.
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