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A Comparison Study of Remedies for Adverse Events
from the Voluntary Vaccination in Japan and China:
Focusing on the Liability of Vaccine Manufacturers

ZHANG, Yuming

Abstract:

At the present time, no vaccine is perfectly safe, and adverse reactions may occur. Any
health problem that happens after vaccination and which does not necessarily have a causal
relationship with the vaccination is considered an adverse event. Sometimes, people have
experienced serious health events after vaccination. Immunization vaccines are divided into
two categories, routine vaccines and voluntary vaccines, and are differentiated according to
whether or not there is a law that establishes a mandatory duty to vaccinate. After the
occurrence of an adverse event from the vaccination, those that result in serious personal
injury and in which none of the vaccinators is at fault should be remedied through litigation
or a system of remedies for health damages or legal proceedings. Currently, the problem in
compensating victims of adverse events of voluntary vaccination is the high cost paid by
individuals for voluntary vaccination and the inadequacy of compensation for victims of
adverse events due to the difficulty of proving negligence of vaccine manufacturers, defects
of vaccines, and causality between vaccination and damage. In order to address this problem
and provide reasonably immediate relief to victims, new compensation and indemnification
policies and insurance systems are discussed in this paper.

Based on this awareness of the above issues, this paper is intended to clarify the current
status and problems of relief for victims in case law related to adverse events caused by
voluntary vaccination and to explore ways to innovate the system, from the perspective of
comparing Japanese and Chinese remedies for damages caused by adverse events to
voluntary vaccination, with a focus on the responsibility of vaccine manufacturers. This
paper is written with the intention of exploring the path to systemic innovation.

In the introduction, this paper outlines the definition of adverse events caused by
immunization, the types of voluntary vaccination case law, an overview of the voluntary
vaccination health injury remedies system, and the purpose and methodology of this paper.

Chapter 1 clarifies the current state of the problem in case law over adverse events to



voluntary vaccination vaccines. In this paper, legal liability for adverse events caused by
voluntary vaccination vaccines is divided into two major categories: liability for damages
and liability for compensation for losses. The liability for damages is the responsibility of the
vaccine manufacturers which refers to the liability for damages caused by quality issues of
vaccine manufacturers. On the other hand, liability for damages refers to the system of
administrative compensation for adverse vaccination events caused by vaccines of acceptable
quality. The forms of liability fall into two categories: civil liability and administrative
compensation. Based on the above classification of liability, this paper reviews the legal
liability for adverse events caused by voluntary vaccination vaccines, focusing on the
liability of vaccine manufacturers, and discusses case law and theories on the issues of
liability structure for each entity of legal liability. Specifically, the author summarizes the
liability of vaccine manufacturers for damages through product liability or tort liability,
presents the issues in the form of precedents, and examines them.

Chapter II introduces legal remedies for adverse events to voluntary vaccination vaccines.
This part presents a summary of the current system from the remedies provided by PMD
Act (Pharmaceutical and Medical Device Act).

Chapter III examines and compares the issues on remedies for damages for adverse events
caused by voluntary vaccination vaccines in Japan and China from the viewpoints of
legislation and systems. Specifically, this includes the current legislative and judicial status
of vaccine injuries in China, the criteria for determining factual causation, the compensation
system for abnormal reactions to voluntary vaccination in China, the coordination of
remedies with other remedies, and issues related to China's mandatory vaccine liability
Insurance system.

The final chapter, based on the above discussion, concludes that in China, under the current
juxtaposition of the old and new systems, the finding of state compensation liability is
severely limited, and many victims face not only the costs associated with litigation and the
uncertainty of treatment until a final judgment is obtained and enforced, but also the
burden of time costs and difficulty of proof due to the lengthy civil litigation process. The

evaluation is made on the grounds that this situation must be changed.



