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Compensation and Damages for Injuries in Clinical Trials

ZHAO Yue
(Anhui Guoyun Law Firm, Hefei 230000, Anhui, China)

Abstract: Clinical trials are indispensable to medical progress and impose risks on subjects. Injured subjects may claim
compensation or damages, and the distinction between the two lies at the core of such disputes. Three issues divide practice: how
the legal relationships among subject, sponsor and investigator are structured and who bears liability; whether strict or fault
liability applies and how the burden of proof is allocated; and whether compensation and damages are parallel or sequential
remedies. This article argues that three relationships coexist: a trial contract between subject and sponsor, a treatment relationship
between subject and institution, and a protective relationship grounded in research ethics. Claims may concur. Liability should be
bifurcated: harms from inherent and unforeseeable trial risks trigger no-fault compensation, while harms caused by deviation
from protocol or want of care trigger fault-based damages. The criterion is whether the harm falls within the reasonable range of
trial risk. Compensation and damages are sequential rather than parallel: compensation is a floor that requires no fault, damages a
full remedy that requires fault. A compensated subject may still claim damages for losses exceeding compensation.

Key words: clinical trial; human subject; informed consent; compensation; medical malpractice
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