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<Abstract>

Current COVID-19 Vaccine Safety Management

Programs in Korea

Jeong, Seungmin’

As COVID-19 is highly prevalent worldwide, the COVID-19 vaccine
has been urgently developed. Accordingly, the COVID-19 vaccine safety
management guideline has been established, which fundamentally follows
the vaccine safety management guideline of the national immunization
program(NIP). For COVID-19, new systems, which were not in the
previous NIP, were also applied, taking into account the unprecedented
mass vaccination of newly developed vaccines against the emerging
infectious disease.

For COVID-19, cases review by provincial rapid response teams was
added to the rapid response system of adverse events following
immunization(AEFI) surveillance and investigation. For the previous NIP
guideline, applying for the injury compensation program was possible
only when the expected out-of-pocket cost was 300,000 won or more.
This has been abolished from COVID-19 vaccination and expanded to
other NIP.

For causality assessment on AFEI, the existing classification 4 was
reclassified into 4-1 and 4-2, and this new classification rule was then

applied to the entire NIP. In the case of COVID-19, “the support

* Assistant Professor, Department of Preventive Medicine, Kangwon National
University Hospital; Deputy director, Gangwon Center for Infectious Diseases;
Emergency medicine specialist; Preventive medicine specialist
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program for the suspected vaccine-related adverse reaction” is being
carried out for the 4-1 case. However, this support program is not
applied to other NIP diseases. In addition, for COVID-19, there is a
“support program for death cases with the unclear cause of death in the
autopsy result.”

There may be some criticisms of the current COVID-19 Vaccine
Safety Management Programs in Korea. Having separate processes for
the AEFI surveillance/investigation and the vaccine injury compensation
program can confuse the applicant. The distinction between the roles of
the injury investigation team and the injury compensation expert
committee is ambiguous, which can lead to confusion. The decision of
compensations based on the current causality assessment classification
may conflict with the Supreme Court precedent. In addition, despite
several reviews and discussions, the applicant can only receive the notice
of the final injury compensation deliberation result; thus, there may be
an argument over the transparency of the process.

As the emergence of infectious diseases and the development of new
vaccines are expected after COVID-19, it is expected that by improving
the current COVID-19 vaccine safety management programs, we will be

able to increase trust in NIP in the future.

Key Words: COVID-19, Vaccination, Vaccine, Adverse event,

Compensation, Causality



