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[ Abstract] Objective To establish an implementation pathway for the normative framework of electronic informed consent using
modified Delphi expert consultation method, thereby promoting further digital transformation in clinical research. Methods The imple-
mentation pathway for the normative framework of electronic informed consent was initially developed based on regulatory require-
ments, literature reviews, and other methods. The modified Delphi method was employed to conduct two rounds of expert consultations
with 23 stakeholders from seven categories, including principal investigators or research physicians, ethics review committee members,
research participants. Scoring was performed across three dimensions: importance, sensitivity, and operability. The consultation results
were statistically analyzed, and opinions were consolidated. When expert opinions converged, the final normative framework was
formed. Results The effective response rates for both rounds of expert consultations were 100% , with expert authority coefficient of
0. 87. Kendall's coefficients of concordance for the two rounds were 0. 152, 0.077, and 0. 090; 0. 321, 0. 302, and 0. 312, respective-
ly. The final normative framework for electronic informed consent included four core dimensions: preparation phase, informed consent
phase, enrollment and implementation completion phase, and privacy protection and compliance. It also encompassed 10 conceptual
pathways, such as the conception of informed consent forms, information delivery methods, and dynamic informed consent, as well as
27 specific implementation pathways, including comprehension surveys, electronic signatures, and biometric recognition. Conclusions
The electronic informed consent framework constructed using the modified Delphi method demonstrates good reliability and can serve as
a reference for the development of electronic informed consent systems in the digital transformation of clinical research, further advan-
cing this transformation.
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