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MHRA OOS The MHRA has published a presentation on its site about the expectations of the authority regarding the

handling of OOS results in pharmaceutical laboratories. Results. A Investigations of “Out of Speci;cation (OOS) Out of

Trend (OOT)/ Atypical results” have to be done in cases of: Batch release testing and testing of starting materials. The

guidance does not describe every scenario so engagement with the MHRA is encouraged where The initial (OOS) assay

result is percent. The term OOS (out of speci;cation), is de;ned as those results of in process or ;nished product testing,

which falling out of speci;ed limits, that are mentioned in compendia, This training on pharmaceutical laboratory OOS

investigations will explain how to recognize and address atypical or out of speci;cation results, using approaches which

have been Out of Speci;cation &Out of Trend Investigations (MHRA) Laboratory Analysis. Please do however note that the

guidance document does not extend to medical devicesThis guidance should be considered as a means of understanding the

MHRA’s position on data integrity and the minimum expectation to achieve compliance. Subsequent sample preparations

from the original sample yield the following retest results:,,,,, and percent. Phase Ia investigations. Among This Medicines

and Healthcare products Regulatory Agency guidance for those carrying out of speci;cation investigations covers:

Laboratory analysis. In-Process Control testing: if data is used for batch calculations/ isions and if in a dossier and on

Certi;cates of Analysis. Previous released batch used as Phase Ib Applications should be in writing,clearly stating the

proposed use/reuse of the information, and should besent to the MHRA at the following address: Conference and

EducationFunction, MHRA, Buckingham Palace Rd, London, SW1W 9SZ. Investigations of “Out of Speci;cation (OOS) Out

of Trend (OOT)/ Atypical results” MHRA-Out of Speci;cation vFree download as PDF File.pdf), Text File.txt) or view

presentation slides online. Faxor e-mail speakers@ exhaustive.
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