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Ravi Moorthy has nearly three decades of experience in qualification management, process validation, and cleaning
validation across a range of pharmaceutical manufacturing environments. He has been involved in the digitalisation of
validation-related processes, including activities spanning Stage 2 Process Qualification and Stage 3 Continued Process
Verification, in alignment with FDA Process Validation Guidance and ICH Q8, Q9, and Q10 principles. Ravi has conducted
cleaning validation remediation assessments in regulated manufacturing settings, including those operating under
consent decree obligations, and has experience addressing complex regulatory expectations through scientific and risk-
based approaches.He has supported both small- and large-molecule organizations in the application of cleaning validation
lifecycle concepts, with a focus on identifying and mitigating potential compliance risks. Ravi’s experience includes
translating regulatory requirements into practical quality system considerations relevant to cleaning validation and

process validation programs.
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Dr. Narayani Moorthy holds a Doctor of Philosophy in Molecular Biology from the University of Michigan, Ann Arbor, and
has over a decade of experience conducting safety assessment studies within the pharmaceutical industry. Her scientific
background includes toxicology and risk-based evaluation, which informs her work in cleaning validation science.As Chief
Operating Officer at Quascenta, she is responsible for strategy, operations, and client engagement. Dr. Moorthy has been
involved in advising organizations on the implementation of electronic residue management tools for cleaning validation,
including activities related to initial configuration and documentation. Her experience includes supporting the
establishment of consistent and well-documented approaches to cleaning validation that are independent of changes in

personnel or organizational structure.
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