
Our company is looking to fill the role of scientist, quality control. Thank you in
advance for taking a look at the list of responsibilities and qualifications. We look
forward to reviewing your resume.

Responsibilities for scientist, quality control

Lead and participate in efforts to support the development of IVD products
under design control in conformance with ISO 13485(2016)
Collaborate closely with colleagues in Quality, Supply Chain Management,
Biostatistics, Process Engineering, R&D, and other functions to facilitate
effective, efficient process transfer and ensure supplier and OEM vendor
quality
Create required documents such as reagent manufacturing and quality
control testing procedures, incoming material specifications, and
performance verifications, and protocols and reports for studies required to
transfer reagent products into production
Assist in or lead investigation and resolution of reagent / consumable-related
issues, including assessment of impact, root cause identification, and
appropriate corrective and preventive action
Ensure consistent compliance with applicable regulations and quality-related
best practices in development, validation, use, and documentation of assay
development, analytical and functional quality control test methods for
reagent lot qualification, stability studies, and related activities
Train and mentor team members in IVD product development and
manufacturing transfer
Perform routine testing of KITE cellular therapy final products and
intermediates by qualified/validated analytical methods
Manage cell culture processes and procedures or cell lines used in analytical
assays, Maintain aseptic storage of the MCB and WCB, maintain parallel cell
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Develop, revise and review SOPs, qualification/validation protocols and
qualification reports

Qualifications for scientist, quality control

PhD in Chemistry, Pharmaceutical Science, Chemical Engineering or a related
discipline
Candidates with a minimum of 2 years of relevant Postdoc and/or industry
experience coupled with an outstanding record of scientific accomplishments
as evidenced by co-authored publications, patents, and/or internal reports
may be considered for the Scientist level
Functional first principle, operational knowledge and/or expertise in
quantitative instrumental analysis such as U/HPLC (achiral, chiral, ion, reverse
and normal phase), dissolution, gas chromatography, mass spectrometry, SFC
and molecular spectroscopy
Prior supervisory experience is a plus, but not necessary
Bachelor’s or Associate's degree in a life science or related field
2+ years of assay development experience


