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Description of work:

+ Plan and execute clinical biomarker measurement strategies based on clinical development and biomarker strategies.
+ Design sample types measurement platforms assay specifications quality requirements and outsourcing approaches
according to the intended biomarker purpose.

+ Evaluate benchmark and implement new and existing technologies including LBA/MSD LC MS/MS flow cytometry
IHC/ISH NGS and omics/high plex platforms.

+ Lead assay development fit for purpose validation/analytical validation method transfer and CRO/vendor oversight for
clinical sample analysis.

+ Manage quality timelines costs and risks of clinical sample analysis with attention to GCP/GCLP and prepare
documentation for audits and regulatory interactions.

« Interpret measurement data in collaboration with biomarker scientists clinical development clinical pharmacology statistics
and data science teams and provide recommendations for development decision making.

+ Collaborate and build networks with global stakeholders such as KOLs/investigators and external vendors.
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Desired experience :

+ Approximately 3 or more years of experience in clinical biomarker measurement bioanalysis or related assay
development/validation in pharmaceutical companies CROs diagnostic laboratories or academia.

+ Experience in clinical study sample analysis planning outsourcing to CROs/assay vendors and managing progress quality
and issues.

+ Experience in biomarker research translational research clinical development personalized healthcare and/or CDx/IVD
development is preferred.

Preferred Knowledge and Skills :

+ Knowledge of at least one technology area of strength among technologies used for clinical sample analysis (e.g.
LBA/MSD LC MS/MS flow cytometry IHC/ISH NGS omics ) together with an understanding of the overview applicability and
limitations of relevant technologies and the ability to propose fit for purpose assay approaches.

+ Practical knowledge of quality control assay development/validation outsourcing and data review for clinical sample
analysis.

+ Project management skills to understand project objectives and drive plans by balancing scientific validity feasibility quality
speed and cost.

- Communication skills to understand biology/pharmacology data related to drug discovery and/or clinical trial data
collaborate with diverse internal and external experts explain the meaning of measurement data in a logical and easy to
understand manner and translate findings into development strategy.

+ Communication skills in English ( Reading/Writing/Listening/Speaking ) .

Desired competencies :

+ A strong commitment to patient value and data quality with ownership for the reliability of measurements in clinical studies.
+ A proactive mindset to understand the background of drug discovery and clinical trial data discuss constructively with
stakeholders from different specialties and move activities forward by involving others toward shared goals.

- Curiosity and a pioneering mindset to learn new measurement technologies and unfamiliar areas while assessing their
implementability.

+ The ability to act autonomously in uncertain or challenging situations by visualizing risks and proposing alternatives to
reach solutions.
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Desired Qualification :

+ Business English proficiency; as a rough guide TOEIC score of 750 or equivalent.

+ Bachelor’s degree or higher in a relevant field such as pharmaceutical sciences life sciences medicine or clinical
laboratory science. A master’s/doctoral degree or clinical laboratory technologist qualification is preferred.
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