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Summary

The doctoral dissertation focuses on the concept of centralized monitoring of clinical trials and
its significance for the quality management in the pharmaceutical industry. The starting point
is the increasing complexity of the drug development process, higher costs, and the necessity
of ensuring reliability and integrity of clinical data. Since on-site monitoring has limited
efficiency, this study attempts to improve centralized monitoring which primarily relies on risk

assessment and quantitative analysis of large clinical datasets.

The main objective of the dissertation is to incorporate centralized monitoring into the quality
management practice as well as to develop and implement new quantitative tools improving
the monitoring process. The specific objectives include: (1) outlining the conceptual
framework for the development of centralized monitoring toward the quality management; (2)
developing methods for identifying protocol deviations, outliers, and unusual data patterns in
clinical trials; and (3) implementing the developed solutions in the real organizational

environment of the pharmaceutical company.

The research began with a systematic literature review identifying research gaps and thus
determining directions for further development of the centralized monitoring methodology.
As a result, three data analysis methods were developed to facilitate detection of irregularities
within clinical data. These methods were implemented and tested in the partner company.
The results confirmed the practical aspect of the methods highlighting their potential for further

development and integration with the company's existing IT infrastructure.

It was demonstrated that centralized monitoring constitutes a significant element of the quality
management system for clinical trials, raising standards of the drug development process,
enhancing patient safety, and making the use of organizational resources more efficient.
The identified associations between centralized monitoring and quality programs pave the way
for further integration of this approach into mainstream quality management practices.
This work contributes both theoretically, by developing the conceptual framework for
centralized monitoring, and practically, through creation and implementation of new analytical

tools in the pharmaceutical industry.

Key words: centralized monitoring; clinical trials; pharmaceutical industry; quality

| Frorac

management



