
Korean National Immunization 
Safety Management System
Hyuna Bae l Korea Disease Control and Prevention Agency(KDCA)

2025 Global Harmonization Center 
International Workshop

KDCA
Korea Disease Control and 
Prevention Agency



2025 Global Harmonization Center 
International Workshop

1. National Immunization Policy

2. Immunization Safety Management System

3. AE Surveillance

4. Epidemiological Investigation & Rapid Response

5. National Compensation

6. Pharmacovigilance Evaluation 

CONTENTS

KDCA
Korea Disease Control and 
Prevention Agency



2025 Global Harmonization Center 
International Workshop

National 
Immunization 
Policy

KDCA
Korea Disease Control and 
Prevention Agency



1-1. Organization of KCDA(2025)l
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1-2.  Policy of Immunizationl

1) History of Immunization

• In 1954, 『Communicable Disease Prevention Act』 was enacted,
• authorizing local government heads to administer seven types of vaccinations: 

ex)smallpox, diphtheria, pertussis, tuberculosis, typhoid(paratyphoid A and B), epidemic typhus.

• In 2025, 『 Infectious Disease Control and Prevention Act』

• local government heads vaccinations against 19 infectious diseases

「Infectious Disease Control and Prevention Act」 「Designation of Infectious Diseases 
Requiring Essential Immunization, etc. 」Article 24 Mandatory Vaccination Article 25 Special Vaccination

Diphtheria, Poliomyelitis, Pertussis, Measles, Tetanus, Tuberculosis, 
Hepatitis B, Mumps, Rubella, Varicella, Japanese Encephalitis, 
Haemophilus influenzae type b, Pneumococcus, Influenza, 
Hepatitis A, Human Papilloma virus infection, Group A Rotavirus 
infection

Ex) Coronavirus disease -19, M-Pox, etc Typhoid, 
Hemorrhagic fever with renal syndrome

Ex) Cholera(1977 in, 1983 out), Continuous addition of infectious diseases, etc.

National immunization refers to vaccination programs for which 
the types of vaccines, target groups, and scope are designated, and 
the costs are subsidized by the central and local governments

KDCA



1-3.  National Immunization Program(NIP)l

1) National Immunization Governance Framework

Recipients

Vaccination

• Establish vaccination plans, guidelines, and budgets
• Provide vaccination education
• Build vaccination infrastructure
• Conduct public awareness and promotion campaigns

• Developlocal immunization plans
• Manage contracted medical institutions
• Oversee reimbursement for contracted medical institutions
• Promote local immunization programs

• Complete vaccination training
• Administer vaccinations
• Register vaccination records
• Apply for reimbursement

KDCA

Municipalities Healthcare Facility

Vaccination

KDCA
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2-1.  Immunization Safety Control Program Scheme l

(Passive) Report-based AE monitoring
(Active) Proactive AE Surveillance
ex) Texting, National Insurance data analysis

Adverse Event(AE) Surveillance

Result analysis and communication 
for feedback

Rapid response /
Epidemiological investigation

Expert committee on
Vaccination Injuries compensation

- AE surveillance result analysis
- Epidemiological investigation result analysis
- Feedback communication

ex) Reflecting the analysis results in policy

Safety control of 
immunization 

programs

<Teams>
(State) Vaccination Injuries Investigation
(State&Municipalities) Epidemiological investigation
- hot line between State and Municipalities in place 

Formulation of State & Municipalities 
government officers regarding Vaccination Injuries

KDCA



2-2. Legal basis for Adverse Event Following Immunization(AEFI) surveillancel
category AE Surveillance Rapid Response Epidemiological Investigation National Compensation

Act Article 11 Article 30 Article 29 Article 71

Contents

• Obligation of physicians, 
dentists, and Korean medicine 
doctors to report any person 
diagnosed with, or deceased 
from, an adverse event 
following immunization (AEFI)

• To identify the causes of diseases, 
disabilities, or deaths associated 
with vaccination, and to 
investigate cases for 
compensation and related 
measures

• Obligation of epidemiological 
investigation to identify the causes 
of AEFI

• To identify the causes of diseases, 
disabilities, or deaths associated 
with vaccination, and to investigate 
cases for compensation and related 
measures

Target

• AE reports from vaccine 
recipients(or caregivers)

• GP, Dentists, Korean medicine 
doctors

• Fatalities and severe AEs

• Epidemiological investigators and 
public officials responsible 

(KDCA and local government),
Vaccination Injuries
investigation team

• For AEs  that occurred at a specific 
region or time

• Severe AEs including fatalities, etc.
• National Compensation

• Epidemiological investigators and 
public officials responsible 

(KDCA and local government)

• National Compensation

• Epidemiological investigators and 
public officials responsible 

(KDCA and local government)
• Vaccine damage compensation 

expert committee

Tasks

• AE reports from vaccine 
recipients(or caregivers)

• Initial causality assessment by 
the rapid response team based 
on epidemiological investigation 
results

• Final causality evaluation result 
determined by the vaccine 
damage investigation Team

• Epidemiological investigation
• Investigation of AEs following 

immunization to ascertain causes 
and prevent the spread of a 
disease

• National compensation scheme for 
vaccination injuries

• Carry out an investigation into
damage compensation cases filed

• Compensation cases filed are 
reviewed by the Vaccine Damage 
Compensation Expert Committee

Tasks 
Range

KDCA



2-3.  Expert Committee on Causality Assessment and Compensation for AEFIl

Category Vaccination Injuries Investigation team Vaccination Injuries compensation expert committee

Legal basis

• Article 30 of 
「Infectious Disease Control and Prevention Act」

• 「Regulations on the Operation of the Expert Committee on 
Vaccine Injury Compensation and the Vaccine Injury 
Investigation Team」

• Article 10 of 
    「Infectious Disease Control and Prevention Act」
• 「Regulations on the Operation of the Expert Committee on 

Vaccine Injury Compensation and the Vaccine Injury 
Investigation Team」

Role

• Investigate the cause of disease, disability, and death caused 
by vaccination and damage compensation; and investigate 
whether a third party’s involvement is intentional or of 
negligence

• Whether damage is caused by vaccination and compensate 
accordingly

• Deliberation on standards and methods of compensation for 
damage caused by vaccination

• Other matters requested by the Chairman of the Infectious 
Disease Control Committe

Composition

• 10 members 
(recommended by Pediatric Society, Immunology Society, 
Cardiology Society, Hematology Society, Forensic Medicine 
Society, Neuroscience Society, Family Medicine Society, 
Infectious Disease Society, KDCA&MFDS Governmental officers)

• Within 25 members 
(recommended by Pediatric Society, Immunology Society, 
Preventive Medicine Society, Bar Association, 
Korea Consumer Association, Forensic Medicine Society,
Infectious Disease Society, Virology Society, Neuroscience 
Society, Pharmacoepidemiology Society, KDCA&MFDS  
Governmental officers)

Meeting
• Quarterly meeting to review damage compensation application 
• Rapid response meeting in case of emergency such as serious 

AEs, etc. (irregular)

• Hold a quarterly damage compensation expert committee to 
deliberate on damage compensation applications

KDCA
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3-1. Summary of the AEFI Surveillance Systeml

1) AE monitoring by reporting

• (Goal) Identify status of AEs with AEs reported by GPs or vaccine recipients(caregivers)

Vaccine Recipients
(caregiver)

GP, Dentists, 
Oriental doctors

Public
health centers

Municipalities KDCA
(Immunization Policy)

Integrated disease & health control system
(https://is.kdca.go.kr)

Immunization support website 
(https://nip.kdca.go.kr)

Report

Phone report

Phone report

Report via 
Information system

Internet 
report

Reception

Confirmation

Phone report Phone report

Reception Report Report Confirmation

KDCA



3-2. the AEFI Surveillance Systeml

1) AE reporting

User: GP, Dentists, Korean Medicine doctors,  Public health centers

KDCA



3-2. the AEFI Surveillance Systeml

2) Severe AE reporting

User: Public health centers

KDCA



3-2. the AEFI Surveillance Systeml

3) Recipients of the same lot

User: Public health centers

KDCA



3-2. the AEFI Surveillance Systeml

4) Epidemiological Investigation paper registration

User: Epidemiological Investigator of Municipalities 

KDCA



3-3. Comparison of Reporting: Physicians vs. Vaccine Recipients(caregivers)l
Category Report by GPs, dentists or oriental doctors Reports by vaccine recipients or their caregivers

Reported by GPs, dentists, or Korean medicine doctors Vaccine recipients or their caregivers

Online 
report

https://is.kdca.go.kr https://nip.kdca.go.kr

Report 
channel

• Public health centers report after verifying what has been 
reported

• GPs, dentists, Korean medicine doctors → public health 
centers(the public health center having jurisdiction over the 
location of the person with AEs) → municipalities → KDCA

• When vaccine recipients(caregivers) are suspected of having AEs
following immunization

- Report on the <Vaccination support website>
- The public health centers conduct additional investigation 

into what has been reported before confirming and reporting 
the verified AEs again

• Vaccine recipients(caregiver) → public health centers → municipalities 
→ KDCA

How/what
Is reported

(How) 
After a GP, dentist or Korean medicine doctor diagnoses an AEFI

- Report online(Information system) or 
- via fax(competent public health center)
☞ form to use: report template of AEs following immunization

(What)
Doctors and Healthcare facilities information, Personal information, 
immunization date and time, name of immunization institution, 
immunized vaccine-related details, immunization history, matters of 
special attention prior to immunization, date and time of AEs following 
immunization, type of AEs, progress, etc.

(How) 
Vaccine recipients or their caregivers report online on the  
<Vaccination support website> or by phone to the public health center 

☞ Report via “Reporting of AEFI by caregivers” 

on line on the vaccination support website

(What) 
Personal information of vaccine recipients or their caregivers;
name of the vaccine received; date and time of vaccination; name of 

vaccination institution; date and time of AEs occurred following 
immunization; type of AEs; progress, etc.

KDCA
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4-1.  Epidemiological Investigation and Severe AEs Rapid responsel

• (Goal) To determine whether an adverse event following immunization (AEFI) is causally related to the 

vaccination itself or caused by other factors, such as a coincidental illness or an error in the vaccination 

process.

This helps dispel misconceptions that all post-vaccination events are caused by vaccines

and maintains public trust in vaccine safety.

• (Goal) To minimize direct public damage caused by vaccine issues or vaccination errors through rapid respon

se to severe AEs following immunization

• (Target) When serious AEs such as fatality occur following immunization or when multiple AEs occur in a 

specific region

• ★ Serious AEs: CNS symptoms including death, anaphylaxis or encephalitis after vaccination

1) Epidemiological Investigation

2) Rapid response for Severe AEs

KDCA



4-2.  Rapid response Processl

➊ Report

By medical institutions or 
caregivers, etc.

➋ Learn occurrence & 
ascertain overall situation

Staff in charge 
at the competent health center

➌ Report by phone or system

➏ Communicate meeting 
outcome

KDCA

➎ Damage investigation team 
meeting

Vaccine damage investigation team, 
Division of Immunization policy 

(KDCA), 
competent staff at municipalities &

epidemiological investigators, 
competent public health center pers

onnel, etc.

➍ Epidemiological investigation 
and report

Person in charge of 
competent municipality 

and 
epidemiological investigator

Staff in charge 
at the competent health center

★ Adverse Events★

KDCA



4-3. Matters to Investigate when severe AEs Occurl

Report of serious AEs following immunization

1. Visit the  medical institution where vaccination 
was held to conduct investigation

2. Visit medical institution where vaccination was 
held if serious AEs occurred

3. Interview the non-vaccinated and caregivers of 
vaccine recipients

4. Confirm occurrence status of severe AEs 
(including fatality) and whether AEs occurred in 
the recipients of the same vaccine, and make 
electronic reports accordingly

1. Learn and overview of severe AEs
2. Report the occurrence of serious AEs
(report by phone or on the integrated disease & he
alth management system)
3. Visit medical institution where vaccination was 

held to conduct investigation
4. Check by phone for possible AEs in the 

recipients of the same vaccine (create a list)
- At least 20 people or more

Vaccine Damage Investigation Team
Determination on causality between vaccination and serious AEs; 

and decision to seal vaccines to be immunized, etc.

Public health center Municipalicities

KDCA



4-4.  Causality assessment algorithml
KDCA

Direct Occurrence of Adverse Event

Coincidental Event
(unrelated to the vaccine)

Vaccine adverse reaction

Error in the vaccination process 
or vaccine-related issue

Did all affected 
patients receive vaccination  

at the same medical 
institution?

Error in the vaccination process 
(administration error)

Error in vaccine manufacturing, 
storage, or distribution

Did all affected     
patients receive 

the same vaccine 
or the same lot?

Is the reaction 
already a known                  
vaccine-related 
adverse reaction?

Did other people
who received the same

vaccine show similar 
symptoms?

Did it occur within
the expected time window

after vaccination?

Coincidental Event
(unrelated to the vaccine)

Error in vaccine 
manufacturing, 

storage, 
or distribution

Did other people 
who received the vaccine

show similar symptoms?

No No No

No

No

Yes Yes Yes

Yes

Yes

No
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5-1.  National Vaccination Injuries Compensation Systeml

File claims for 
compensation for 
AEs

Patients and  

caregivers

Compensation relat
ed documents, dam
age             investiga
tion

Public health

centers and 

municipalities

Vaccination Injury

Investigation Team
KDCA

Vaccination Injury 

Compensation Expert 

Committee

KDCA

Result communication and feedback

Compensation payment

1) History of the National Vaccine Injury Compensation Program

2) Summary of the National Vaccine Injury Compensation Program 

• In 1994, following a cluster of adverse events after Japanese encephalitis vaccination, a legal framework was established to 
introduce an adverse event surveillance system and a vaccine injury compensation program.

• Currently, individuals who experience adverse events after a National Immunization Program (NIP) vaccination may apply for 
compensation within five years of the event.

(not included in the NIP) vaccinations conducted independently by local governments
compensation is provided by the Korea Institute of Drug Safety & Risk Management (KIDS).

• In the case of death, a lump-sum payment equivalent to 240 months (20 years) of the national minimum wage is provided.

KDCA



5-2. Status of Compensation Review Resultsl

94년 일본뇌염 예방접종 후 피해보상

<Compensation status>
∙ 1995 ~ 2024 : 1,640 cases 
∙ Approved 870 cases (53.0%), 
∙ Denied 770cases (47.0%) 

Status of Applications and Compensation Decisions
for National Immunization Injury(`05~`24)

<Pandemic Influenza>
Application: 269 cases
Approved: 112 cases
Denied: 157 cases

<`20-21 Seasonal Influenza>
Application: 93 cases
Approved: 12 cases
Denied: 182 cases

KDCA



5-3. National Vaccination Injuries Compensation Overviewl

Applicant for 
Vaccination Injury Compensation

≥ 300,000 KRW < 300,000 KRW

∙ Receipt & document review,
∙ System registration

∙ Requiring review
∙ Re-application
∙ a total ≥  300,000 KRW

∙ Preliminary investigation 
(by municipalities Epidemiological Officer)
∙ Municipalities review

∙ Receipt & document review,
∙ System registration

Public 
Health 
center

Municip
alities

KDCA

∙ Preliminary investigation 
(by municipalities Epidemiological Officer)

∙ System record
(mail submission of documents)

Compensation Payment issued 
by KDCA

Vaccination Injury Investigation Team

Expert Committee on
Vaccination Injury Compensation

Approved Denied

Application by Treatment Cost 
Criteria

Regular Application Small amount application

DeniedApproved

Application

(detailed investigation)

Results notification
Result notification and request for registration on system 
(All results must be registered in the system by the end of each month)

∙ The results notification and request the payment
∙ Offical documents shall be issued by the 10th of each month)

Results notification

Application Results notification

Application

Results notification

KDCA



5-4. Documents to be Submitted by Institutionl

∙ Application forms

- Medical Expenses and Nursing care compensation

- Death/disability Lump-Sum Compensation

- Reconsideration

∙ Meical Certificate issued by the medical 

institution∙ Documents proving the relationship

between the applicant and the affected person

∙ Doctor`s diagnosis repots

∙ Copies of Medical Records

∙ Receipt of Medical Expenses

∙ Detailed Statement of Medical Expenses

∙ (Disability)  Certificate of Disability

∙ (Death) Autopsy Report

Applicants

∙ AEFT Reports Form

∙ Record of Previous Immunization

(Vaccination Certificate)

∙ Pre vaccination Screening Questionnaire

∙ List of Individuals with AEFI

∙ National Lot Release Certificate

∙ Temperature Logbook of Vaccine Storage 

Equipment

∙ Biological Product Release Certificate

∙ Drug Storage Certificate

(for sealed or restricted-use products)

∙ Medical Expense Statement issued by

the Medical Institution

∙ Survey results of vaccine Recipients 

with the same lot number(about 20~30 persons)

Public Health centers

∙ Preliminary investigation Opinion reports

∙ Injuries Investigation reports

Municipalities

KDCA



5-5.  Vaccine Injuries compensation  review criterial

Type Assessment criteria Compensation

① Definitely related,

definite

Casesinwhichsolidevidenceofvaccinationissecured,

thetiming of AEs following vaccination is probable, and causality regarding vaccination is recognized morethan any other

reason,andisrecognizedasknownvaccineAEs

Damage 

compensation
② Probably related,

probable

Casesinwhichsolidevidenceofvaccinationissecured,

thetimingofAEsfollowingvaccinationisprobable, ,andcausalityregardingvaccinationisrecognizedmorethananyother

reason

③ Possibly related,

possible

Casesinwhichsolidevidenceofvaccinationissecured,

the timing of AEs following vaccination is probable, , and AEs have occurred equally or more likely to be possible due to

vaccinationthanforanyotherreason

④ Probably not related,

unlikely

AlthoughthetimingoftheonsetofAEsaftervaccinationistemporal,
Support medical 

expenses① InsufficientdataonthecausalitybetweenvaccinesandAEs(④-1)isavailable;

② When the likelihood is higher due to reasons other than vaccines

Compensation 

excluded⑤ Definitely not related

①Whenthereisnoclearevidencevaccinationoccurred

②WhenthereisnotemporalprobabilityoftheoccurrenceofAEsfollowingvaccination;or

③Whenotherobviouscausesarefound

KDCA



5-6. National Vaccination Injuries Compensation Systeml

시스템화면 캡
쳐 
Nip 코로나 같
이 보여주기

2

1. 진료비를 기준으로 30만원 이상인 경우 [정규신청내역], 30만원 미만인 경우 

[소액신청내역] 을 선택

※ 진료비가 30만원 이상인 경우 정규절차(1년에 4회, 분기별)에 따른 

구비서류를 참고하여 분기별 신청기간 내에 공문 및 우편으로 자료 제출 필수

2. [피해보상신청] 버튼 클릭

※ 이상반응신고가 반드시 선행되어야 피해보상신청이 가능

3. 주민등록번호 입력 후              클릭

3

1

1) Compensation Application(≥300,000 KRW) Source: Educational Materials for Vaccination Officers

KDCA



5-6. National Vaccination Injuries Compensation Systeml

1

2

3

※

1. [정규신청내역] > 분기별 설정 >

2. [조회] 버튼 클릭

3. 피해보상신청된 리스트 중 진행상태가 [보건소확인]인 리스트를 더블 클릭하여 내용 확인

   질병관리청 제출 전 보건소에서 수정이 필요한 경우 시도에서 진행상태값을 [보건소저장]으로 

수정가능

※ <색 표기 별 부연 설명>

- 이상반응자 이름: 소액 > 이의신청, 추가보상(주황색), 중증이상반응신고된 인적(연분홍)

- 신청종류1: 정규 > 이의신청(파란색), 정규 > 신규신청(연두색), 정규 > 추가보상(붉은색)

2) National Vaccination Injuries Compensation Review Result (≥300,000 KRW)

Source: Educational Materials for Vaccination Officers

KDCA



5-6. National Vaccination Injuries Compensation Systeml

3) National Vaccination Injuries Compensation Application (<300,000 KRW)

<신규, 추가신청(누적 금액 30만원 미만>

3. 역학조사 결과 업로드, 심의번호 끝 네 자리, 보상심사일, 심의수준1,2, 심의금액, 삭감액, 진료비, 간병비, 심의내용 입력

4. 저장(수정가능) 및 제출(수정불가)

4

3

Source: Educational Materials for Vaccination Officers

KDCA



5-6. National Vaccination Injuries Compensation Systeml

4) National Vaccination Injuries Compensation Review Result (<300,000 KRW)

<피해보상신청 제출 방법>

최종 질병관리청 제출(시도완료)이 되어야 분기별(정규신청내역), 회차별(소액신청내역) 

피해보상 신청 접수 가능, 미제출 시 반려 대상(중요)

1

Source: Educational Materials for Vaccination Officers

KDCA
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Organization of Sejong City

Mayor of 
Sejong City

Health Administration 
Division

Organization of Health Center

Operating Support Division

Planning & Coordination Office

Citizen Safety Office

Urban Growth Office

Autonomous 
Decentralization Bureau

Economy & Industry Bureau

Culture Sports & Tourism 
Bureau

Welfare Policy Division

Women & Family Affairs Division

Children & Youth Affairs Division

Elderly & Disabled Affairs Division

Health Policy Division

Infectious Disease Management Division

Construction & 
Transportation Bureau

Environment & Green Space 
Bureau

Health & Welfare Bureau

Director of 
Public Health 

Center

Public Health and Medical 
Services Division

Health Promotion Division

Health Administration Health Promotion Pharmaceutical Services

Mental Health Home Visiting Health Services Communicable Disease Control

Dementia Management Community Health Epidemiological Investigation

Clinical Services

Southern Community Health Branch

Public Health Management

Maternal and Child Health

Healthy Living Promotion

Goun Healthy Living Support Center

9 Community Health Branches: Yeongi, Jangmun, Bugang, Geumnam, etc. 

7 Community Health Clinic: Eungam, Hwangyong, Songhak, Wachon, etc.

6-1.  Visited local government organization(2022) overview for PEl



6-2.  Safety Conrol mechasism for Natioanl Immunization Covid-19l

AEFI
(Adverse Events Following 

Immunization)

Healthcare Facility

Non-serious AEFI

AEFIs other than serious AEFI

Serious AEFI

Anaphylaxis
Completion of the Initial Case 

Report Form for Suspected 
Anaphylaxis (Items 1–7)

Thrombosis with 
Thrombocytopenia 

Syndrome (TTS)

Completion of the Initial Case 
Report Form for TTS

Death, Life-threatening 
condition, Significant disability, 

Other medically significant 
condition

Initial Investigation

Public Health Center

Anaphylaxis

Completion of the Initial Case 
Report Form for Suspected 

Anaphylaxis (Items 8–12)

Initial Case Investigation

Serious AEFI / Death

Causality Assessment
(Rapid Response)

Province / KDCA

Epidemiological
Investigation

Provincial 
Epidemiologic 
Investigator

Causality 
Assessment

1st

Provincial 
Rapid 

Respose
Team

2nd

Vaccination 
Injury 

Investigation 
Committee

(KDCA)

National Compensation

P H C          P H C/Province                        KDCA

Receipt

Vaccine Injury 
Compensation
(Public Health 

Center)

InvestiEpidemiolo
gicalgation

Initial Injury 
Investigation
(Public Health 

Center/Province)

Causality Assessment/
Deliberation

In-depth Injury Investigation 
and Causality Assessment

Vaccination Injury 
Investigation Committee

(KDCA)

Deliberation on Compensation 
and Causality

Expert Committee for Vaccine 
Injury Compensation

(KDCA)

KDCA



6-3. Cases for Site Inspectionl

1. The inspection team conducted a sufficient preliminary review using the GBT (Good Immunization Practice 
Benchmarking Tool) documentation.
They inquired whether the items listed in the GBT pre-inspection questionnaire were actually implemented.

2. This included verification of materials such as expert committee meeting documents and outcomes, as well as 
epidemiological investigation reports.

3. In the case of Korea’s COVID-19 vaccination program, when a serious adverse event occurs, a joint public-
private response team is activated at the local government level.
The inspection team visited the local authorities, interviewed the responsible officers and epidemiological 
investigators, and confirmed that their on-site responses were consistent with the written GBT documentation.

4. At the public health center, the team verified vaccine storage conditions, the movement flow of vaccine 
recipients, vaccination space layout, and the possibility of vaccination-related procedural errors.

KDCA



6-3. Cases for Site Inspectionl

5. In Korea, vaccination officers and medical staff of designated (contracted) medical institutions all 
use the Integrated Disease and Health Management System.
Access rights are differentiated by user role to protect sensitive and personal information of vaccine 
recipients.

6. The inspection team confirmed that officials at public health centers, local governments, and the 
KDCA (Korea Disease Control and Prevention Agency) all utilize this system to manage vaccination 
histories, report adverse events, review severe case notifications, and process compensation 
applications.

7. The team also reviewed vaccination information materials (such as adverse event information 
sheets and public promotion materials) to identify how vaccine safety information is communicated 
to vaccine recipients.

8. Finally, the inspectors confirmed whether all relevant personnel had completed vaccination-
related training.

KDCA



6-3.  Question Case examples by Inspectorsl

Requirements to be Prepared: Relevant Laws, Guidelines, and Supporting Documents

•Laws and regulations

•Public information and promotional materials (e.g., joint campaigns for pregnant women, COVID-19 vaccination materials)

•Operational guidelines

•Organizational chart

•Joint response manual

•Meeting minutes of coordination bodies

•Staffing table and appointment decree for public officials (e.g., epidemiologic investigators)

•National immunization schedule

•Meeting materials and results of relevant expert committees (e.g., Rapid Response Committee, Vaccine Injury 

Investigation Committee, Compensation Committee)

KDCA



THANK YOU.

2025 Global Harmonization Center 
International Workshop

KDCA
Korea Disease Control and 
Prevention Agency
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