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Common Issues and Analysis on the Ethical Review for Drug Clinical Trials
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Abstract Objective: To provide suggestions on the preparation of submission materials for ethical review of
drug clinical trials by investigating the initial ethical review opinions in different stages of drug clinical trials.
Methods: The common types of problems in the initial ethical review opinions of all registered drug clinical
trials in the Medical Ethics Committee of Beijing Luhe Hospital Affiliated to Capital Medical University from
2017 to 2023 were retrospectively analyzed, and the differences in different stages of drug clinical trials and

before and after the implementation of the new version of "Good Quality Management for Drug Clinical Trials"
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were compared. Results: A total of 175 copies of ethical reviews were conducted, none of which passed. The
issues related to ethics mainly focused on the "expected benefits" in the item "information informed by informed
consent" and the "compensation provided to volunteers" in the item "medical care and protection of volunteers".
"The rationality of the experimental design and control group setting related to the experimental purpose" in the
item of "design and implementation of the research scheme" was mainly the scientific-related issues. There was
no difference in the incidence of various problems in the clinical trial of drugs at different stages. In addition to
"compensation provided to volunteers" in the item of "medical care and protection of volunteers", the other two
types of problems showed a significant downward trend after the implementation of the new version of the "Good
Management for Drug Clinical Trials". Conclusion: It is suggested that the relevant practitioners should consider
both the scientific and ethical nature of the research when designing the drug clinical trial scheme, and strengthen

the study of relevant laws and regulations to standardize the ethical declaration of the project and improve the

speed of progress.
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