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Abstract

With the application of big data technology in the healthcare sector, the traditional principle of
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informed consent faces multiple challenges arising from technological innovation and institutional
adjustments. Within China’s current legal framework, the classification of personal medical infor-
mation lacks granularity, and a comprehensive yet stringent consent mechanism is widely adopted.
Although this “specific consent” model aims to provide the highest level of protection for personal
medical information security, it inadvertently creates tension between data subjects and infor-
mation handlers by imposing stringent standards for data collection and processing. This situation
reveals numerous difficulties in implementing the informed consent principle, leading to issues
such as formalism, increased costs, and reduced effectiveness in the big data era. Consequently,
some academic circles have advocated abandoning the informed consent principle. The author ar-
gues that the right to personal autonomy—reflecting the essence of human self-determination—
must never be discarded, regardless of the era. The only viable path forward is to confront these
challenges and reconstruct the informed consent principle. Transforming data subjects from pas-
sive, protected entities into active participants in information processing, alongside adopting tiered
consent models and imposing ongoing disclosure and notification obligations on information han-
dlers, represents one way to refine and sustain the informed consent framework in the age of big
data.
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