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 Secondary health data are highly valuable for biomedical research but raise 

clear and consistent regulations, leading to variability in ethical review practices across research 
institutions and ethics committees.

international standards on waivers of informed consent in research using secondary health data, 
with the aim of proposing solutions to improve research policy and practice.

 Searched and analyzed 12 legal documents related to waivers of informed consent in 
research using secondary health data including: Constitution, Laws, Decrees, Circulars, and 
international documents.

Waivers of informed consent in research using secondary health data are recognized 

application criteria. This gap leads to inconsistencies in ethical review and poses potential risks to 
patients’ privacy and the trust of patients and the wider community.

 The ethical and legal framework for waivers of informed consent should be 
strengthened by standardizing clear ethical criteria, particularly regarding the impracticability 

for ethical and data governance in research using secondary health data, thereby progressively 
ensuring harmonization between Vietnamese law and international standards.

 Waivers of informed consent, Secondary health data, Ethical-legal gaps.
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of Helsinki: Ethical Principles for Medical Research 
Involving Human Subjects.

for Health-related Research Involving Humans.
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