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Defining the Context: Data Review

• Data quality management and review to ensure coherence of data

• In a study, across multiple studies or projects

• For Sponsors: Across multiple CROs

• Quality Parameter driven data review to meet scientific quality objectives 

• beyond “standard” reporting

• Individual, ad-hoc data analysis on batches/across batches/studies

• In context of Bioanalysis

• Individual definition of Quality Parameters 

• sequence of samples/injections, stop/restart

• Quality Attributes

• Precision and Accuracy, … , cross well contamination
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Is this an option?
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Is this an option? 

• Increased efficiency in data processing

• Consistency in repetitive tasks

• Pattern recognition in complex data sets

• Standardization and data harmonization

• Scalability, virtually without resource limitations

• Support for regulatory compliance
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Is this an option?

• Regulatory warnings (EMA September 2024)

• Compliance failures (USC study 2024)

• Data protection and IP risks

• Audit trail and traceability

• Context dependency in bioanalytics

• The fundamental “prediction vs. calculation” problem
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Prediction vs. Calculation: The Strawberry Problem

From 08.2024 

→ many publications on the internet

11.2025 in ChatGPT-5 11.2025 in ChatGPT-4o
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Prediction vs. Calculation: The Strawberry Problem

From 08.2024 

→ many publications on the internet

11.2025 in ChatGPT-5 11.2025 in ChatGPT-4o

LLMs don‘t calculate, they predict based on their training

+ the result depends on the model

+ the model is constantly changing 

→

We still need software-code to do the math reliably and 

securely →

Scientist tells the AI the objective to be achieved →

AI generates the code that gives the answer
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Prediction vs. Calculation

OpenAI, Anthropic, Microsoft and Google know of this weakness

▪ By default, they now use code generation to do the math
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Prediction vs. Calculation

OpenAI, Anthropic, Microsoft and Google know of this weakness

▪ By default, they now use code generation to do math
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Prediction vs. Calculation

OpenAI, Anthropic, Microsoft and Google know of this weakness

▪ By default, they now use code generation to do math
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Is there a generic solution for this problem?

Repository of Analyses

DATA

Analysis Request Analysis Code
Create a graph per analyte that 

shows the concentration vs. the 
visit. Group the plots by the 
dosage applied

I want to reuse 

this analysis



13

Study Context – How to

Detailed description of the data model

Detailed description of the study model related to data model

▪ Specific for LCMS, LBA or Immunogenicity

• e.g. Concentration vs. Count

▪ Common „Study Design“

• Subjects, Visit, …
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