MSAT Associate

Principal Scientist
m/w/d, Wallis

For our client operating in the Pharma industry in Visp, we are
looking for a MSAT Associate Principal Scientist in charge of defining
validation strategies, designing and executing validation studies, and
authoring process validation protocols and reports

Your tasks:

# Design and implement process validation strategies, preparing
validation documents (study designs, protocols, and reports) in
strict compliance with company specific procedures and
regulatory guidelines.

% Provide support to R&D teams during the process
characterization phase, ensuring the flawless execution of
validation activities.

¥ Review and approve process characterization documents to
ensure their alignment with regulatory standards.

# Coordinate validation assessments on changes and deviations,
including the approval of deviation and change documents.

# Develop and maintain a detailed continued process verification
plan to successfully implement ongoing process oversight.

¥ Assess and approve Product Quality Reviews, strictly ensuring
their adherence to quality standards.

¥ Participate in or moderate cross-functional Risk Assessments to
define the scope of validation/ study activities.

¥ Assess validation data for conformance to protocol acceptance
criteria and support the investigation and evaluation of deviations
from the plans as well as the definition of associated corrective
measures.

% Process validation specialist in Customer Audits and HA
Inspections.

¥ Ensure the collaboration with QA Ops for batch release of
process in validation.

¥ Supporting validation training programs and train/ mentor junior
employees to better accomplish and perform in their duties as
MSAT validation professionals.

¥ Ensure the organization of meetings for an efficient collaboration
with MSAT, QA Validation, Cleaning Validation and QA
Qualification (as required)
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Klingt interessant?

Larissa Birkle

Talent Acquisition Consultant
+41 61 633 30 67
larissa.birkle@coopers.ch
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Your experience

Bachelor's or Master's degree in, Biology, Cell Biology,
Biotechnology, Biochemical Engineering, Microbiology, Related
Life Sciences discipline. PhD preferred.

5-10 years of experience in, Biopharmaceutical manufacturing
Process development, Process validation

Strong understanding of Process Validation Lifecycle, Continued
Process Verification (CPV), Product Quality Reviews (PQRS),
GMP requirements and regulatory expectations for biologics and
microbial processes

Business fluency in English (written and spoken), German
language skills are advantageous

Experience in leading multiple complex initiatives simultaneously

Das klingt nach einer spannenden Position?
Dann freuen wir uns Uber vollstdndige Bewerbungsunterlagen per
Onlineformular.

Bei Bewerbungen per E-Mail erklart sich der Sender respektive die
Senderin damit einverstanden, dass die ubermittelten Daten unter
Beriicksichtigung unserer Datenschutzrichtlinie verwendet werden.

Weitere offene Stellen gibt es hier: coopers.ch
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